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Summary of the Thesis
This thesis explores two issues in medicinal product defect litigation. The first issue relates to the
difficulty that people have in suing pharmaceutical companies for medicinal product defects. The
second issue involves one o f the great imponderables o f m odem product liability law, which is
whether product liability law should be based on negligence or strict liability. In determining these
two issues, the methodology o f research includes examination o f national cases and statute law
with the aim o f determining the effect these forms o f law have on the two questions the thesis
poses. Because o f the lack o f cases relating to medicinal product defects in Europe, reference is
made to the extensive pharmaceutical case law that has been developed in America. There has been
considerable academic research in this area o f the law in the United States and the resulting papers
have been consulted widely to support tlie analyses contained in the thesis.
The first issue relates to the difficulty that people, injured by defective medicinal products,
have in taking legal action against pharmaceutical companies. It is found that the sale o f goods
legislation does not provide a satisfactory redress for consumers who have been injured by
medicinal product design defects.

A separate consumer sales code is proposed which should only

concern itself with repair and replacement o f defective products. When medicinal products are not
safe, recourse should only be to negligence and strict liability as envisaged under the Liability for
Defective Products Act 1991.
The consumer expectation test, which is the mainstay o f the European strict liability
system, is examined. It is assessed with regard to the concept o f defectiveness in medicinal
products. It is found, due to its psychological nature, that the consumer expectation test is difficult
to apply to medicinal product defects. It is demonstrated, using American judicial experience o f the
test that it is not possible to apply this test for medicinal product defects without the application o f
the negligence analytical tool o f risk benefit analysis. Risk benefit analysis is used by regulatory
authorities such as the Irish Medicines Board, thus confirming its appropriateness for medicinal
products The abandonment o f the test by the American Law Institute in their recent Restatement on
Torts reflects the difficulty in determining what expectation o f safety a consumer should have for
complex medicinal products.

It is unfortunate that as America was beginning to question the

necessity for the consumer expectation test, it was included in the product liability directive. If risk
benefit analysis cannot be included within the consumer expectation test for determining the
defectiveness o f medicinal products, its abolition should be considered.
If the claimant succeeds in applying strict liability in medicinal product defective litigation
his chances o f succeeding can be lessened by the development risk defence. An analysis o f this
defence is undertaken and it is concluded that though it is difficult to prove for the m anufacturer it
poses an obstacle in the claimant's pursuit o f compensation.
Having examined the effectiveness o f strict liability in providing redress in m edicinal
product defect cases, the thesis then proceeds to examine whether negligence has a future for the
claim ant wishing to obtain compensation for medicinal product defect injuries. Under the Liability

for Defective Products Act 1991, defectiveness is determined at the date o f circulation o f the
product. This means that the claimant is unable to obtain legal redress for most medicinal product
injuries because these injuries usually occur after the product has been marketed for some time.
Therefore it is found that for post marketing defects, negligence holds a dominant position for the
litigant in medicinal product litigation. O f all the systems o f liability examined, it is demonstrated
that it presents the best method for the litigant in obtaining compensation for medicinal product
defects.
If negligence remains one o f the best methods o f obtaining legal redress for medicinal
product defects, causation is the greatest hurdle for the claimant attempting to sue a pharmaceutical
company. That hurdle lies in the difficulty o f proving that the drug actually caused the damage.

It

is shown that this can be extremely difficult for the claimant. However, for the manufacturer it
presents the best defence in medical product defective litigation. In his attempt to prove the causal
connection, the plaintiff in a medicinal product case has to present scientific evidence to support his
case. Because this evidence is scientific in nature to prove his case the plaintiff has to present the
scientific content o f his evidence in a manner that is understandable to the presiding judge. Due to
the judiciary's lack o f scientific training, it is found that justice may not be done.
The abandonment o f strict liability for medicinal product defects in America has placed
one o f the great issues in modem product liability law back in the academic melting pot. This issue
is whether strict liability or negligence should be imposed on manufacturers for defective products.
It is found that it is morally wrong to impose strict liability on manufacturers for the unknown side
effects o f medicinal products. On the other hand, using both the theory o f enterprise liability and
the economic analysis o f law a theoretical justification for strict liability can be maintained.
However, there is an overlap between negligence and strict liability. Both systems are interwoven
and it is demonstrated that many o f the concepts envisaged in the product liability directive cannot
be successfully implemented without the aid o f negligence principles. The British courts have
studiously avoided the use o f negligence in determining the defectiveness o f products under the
product liability directive. It is found that courts should not be afraid to apply negligence principles
if they produce a fair result.

In the final analysis, the European Court will decide how m uch

influence negligence principles, such as risk benefit analysis, should have in determining the
defectiveness o f medicinal products under the consumer expectation test.
Finally, there is a set o f conclusions and recommendations resulting from the study.
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Chapter 1
Introduction
The degree o f protection accorded to consumers injured by defective m edicinal
products is the central issue in product liability law. This law has evolved over a
long period o f time and has developed and changed according to the needs o f
society. In the m odem age, product liability law has been strenuously tested b y
the rapidly changing structures o f our sophisticated industrialised society. D ue to
im proved technology, m anufacturing standards are im m easurably superior to past
procedures, and the expectations and needs o f the consum er are m uch m ore
discrim inating and complex. In this type o f society, it is inevitable that the
consum er’s expectation o f safety and reliability will generate a continuing need
for proper legal safeguards for those people injured by defective products.
Product liability law is a mixture o f statute and com mon law which covers
the private litigation o f product accidents. It operates after a product accident has
occurred and it defines the legal obligations o f sellers and m anufacturers.’ Product
liability law is a mixture o f different liability categories; it includes negligence,
strict liability and contract law in the fonn o f the Sale o f Goods Act. Product
liability law did not evoke much academic interest in Europe until the passing o f
the Product Liability Directive Council Directive 85/374/EEC o f 25 July 1985.
This directive introduced a form o f strict liability for defective products. In
Ireland, the directive was transposed into The Liability for the Defective Products
Act 1991. W hile it has been said that the passing o f the directive started the
m odem law o f product liability in Europe, consum er protection for defective
products had previously been provided under the Sale o f Goods A ct and
particularly the case D onoghue v. Stevenson.^
This thesis specifically focuses on one type o f product, m edicinal
products, which have been licensed for use in the treatm ent o f disease by the
appropriate regulatory authority. A medicinal product has been defined under

' See Owen D, Montgomery J, Page Keeton W, Product Liability and Safety (1996, p. 15,
Foundation Press).
^ [1932] A.C. 562. See Mildred M, Product Liability and Insurance (2000, p.2, LLP Books).

European Directives 2001/83/EEC as amended by Directive 2004/27/EEC. as
follows:

“Any substance or combination o f substances presented as having
properties for treating or preventing disease in human beings; or
any substance or combinations o f substances which may be used in
or administered to human beings either with a view to restoring,
correcting or modifying physiological fiinctions by exerting a
pharmacological, immunological or metabolic action, or to making
a medical diagnosis.”

The modem phamiaceutical product has many unique features. It can have
considerable benefit not only for the individual but also for public health in the
curing and prevention o f disease. The phannaceutical industry, as science and
technology continues to develop, has produced new and innovative products.
There are more than 10,000 prescription drugs on the market and each year 400 to
500 new products are introduced.^ A feature o f this industry is that modem drugs,
though more selective, are often more potent than the older products with a
resultant increase in adverse drug reactions and interactions with other medicinal
products. A recent example o f an adverse reaction to a medicinal product occurred
in England where six young men suffered a traumatic reaction to an auto-immune
dmg in a clinical trial. This unforeseen side effect had not manifested itself in
animal studies previously.
Since the thalidomide tragedy, the pharmaceutical industry is now one o f
the most regulated industries in the world. Notwithstanding this fact, injuries from
medicinal products sometimes occur, for there is no such thing as a completely
safe product. Because o f the thalidomide disaster, the phannaceutical industry
became the sector most extensively covered by Community legislation. Even the
United States which has a strong commitment to free enterprise, maintained strict
official controls over the introduction o f new medicines to America prior to the

See Ausness J, Unavoidably Unsafe Products and Strict Products Liability: What Liability Ruler
Should Be Applied to the Sellers o f Phannaceutical Products (1990) 78 K entucky L aw Jou rnal
705.
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thalidom ide tragedy.

No medicinal product can be placed on the m arket in a EU

m em ber state unless it has received authorisation from the com petent authority in
that state.^ N otw ithstanding the very extensive regulation o f pharm aceuticals and
the efforts o f regulatory authorities such as the European M edicines Evaluation
A gency, the Food and Drugs A gency and the Irish M edicines Board, m istakes are
m ade and defective products slip through the regulatory net.
Pharmaceutical com panies have made significant advances in developing
new treatm ents for diseases such as heart disease and for m any cancers. W ith
these new treatm ents, there are both benefits and risks for the patients. It is very
difficult to design a drug that is entirely specific for the treatm ent it is intended
for, because drugs by their very nature affect the biochem ical behaviour o f our
bodies. Thus it can be very hard to determine the defectiveness o f a drug when the
effects on the m inority are balanced against the benefits gained by a m ajority o f
patients. ^
It will be dem onstrated in this thesis that medicinal product litigation is a
com plex and very costly procedure. It is also very difficult for a p lain tiff to
succeed because causation poses a m ajor im pedim ent for the victim. In Britain,
patients who had been prescribed benzodiazepines, and who later alleged that the
m anufacturer had not warned their doctor o f their addictive properties, failed in
their acfion against the manufacturer. The failure to establish a causal link
between their addiction and the drug led to the Legal Aid Board w ithdraw ing
n

funding from the case and the discontinuance o f the acfion.
This thesis examines two issues. First, how difficult it is for a person
injured by a m edicinal product to take acfion against the manufacturer. Second,
which means o f legal redress an injured party should em ploy in the pursuance o f a
claim against a m anufacturer. The latter issue, in essence, poses the question
g

w hether product liability law should be based on strict liability or negligence.
The m ethodology o f research will include exam ining national case and
statute law with the aim o f evaluating the effect that these have on the two issues

'' See Burstall J, 1992 and the Regulation o f the Pharmaceutical Industry (1990, p .3, London
Institute o f Economic Affairs Health and Welfare Unit).
^ See Directive 2001/83/EEC as amended by Directive 2004/27/EEC.
^ See Jones M, M edical N egligence (2003, p.632, Thomson Sweet and M axwell).
’ A .5 .V John Wyeth & B rother L td [1992] 3 Med Law Reports 190; [1992] 1 W.L.R. 169.
Ferguson P, 145 N ew L aw Journal (1995) 846.
* See H ow ells G, The Law Product Liability (2000, p.20 Butterworths).
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the thesis addresses. The tort of negligence, which is judicially created, is assessed
together with the influence o f the European Product Liability Directive. There
have been very few product liability cases involving defective medicinal products.
Because o f the paucity o f cases considerable reference will be made to the
extensive pharmaceutical case law that has occurred in the United States. The
legal academic community there has examined this case law extensively, and their
research will be used to advance arguments or to support the analysis contained in
the thesis.
Comparative Law has always been a feature o f Irish judgments. This arose
because Ireland is a small country where there can be a lack o f cases dealing with
different specialist legal topics. Ireland's first product liability case, which was
taken under the tort o f negligence, was Kirby v. Burke. In this case, Mr Justice
Gavin Duffy relied not only on British Case law, but also particularly on the
academic writings o f the American jurist Mr Justice Wendell Holmes.^ It was felt
throughout Europe that negligence failed the victims o f thalidomide and that strict
liability would be a better solution for the consumer. The introduction o f strict
liability by means o f the Directive on Product Liability has brought an important
dimension o f EC community law into national consumer law. This invites any
researcher to compare and contrast the effect o f the introduction o f strict liability
on product liability law.
In relation to the first issue, the difficulty faced by a claimant attempting to
sue a pharmaceutical manufacturer, the thesis takes the reader through the
categories o f legal action to ascertain how successful their application would be in
medicinal product litigation. The thesis starts with the Sale of Goods Act which is
the oldest form o f consumer protection. This is discussed in chapter 2 in Sale o f
Goods Legalisation and Defective Medicinal Products. The Act o f 1893, though
mercantile in origin and nature, codified the case law relating to the sale o f goods.
The Act reflected judicial decisions o f the time and developed quality standards o f
merchantability and fitness for purpose by which the defectiveness o f a product
might be judged. Because this is the first and oldest forni o f protection available
to the consumer, the chapter examines how effective the Sale o f Goods legislation
is in obtaining compensation for medicinal product defects. It will be shown that
’ See Kirby v Burke [1944] I.R. 207.
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the Sale o f Goods A ct provides an adequate rem edy for medicinal product injuries
caused by over-the-counter medication. However, a real test for anyone hoping to
obtain com pensation for a defective product is how this particular type o f liability
deals with the design defects o f products. It will be shown throughout the thesis
that design defects are far m ore com plicated than m anufacturing defects and pose
a greater difficulty in establishing a definition o f defectiveness. The sale o f goods
legislation has always im posed strict liability on the seller even though he m ay not
have been aware o f the defect when he sold the product to the consumer. The
fairness o f this im position on the m anufacturer is questioned and there is a
proposal that dam ages for injury resulting from an unsafe product should only be
available under the Liability for D efective Products A ct 1991.

Having examined the application o f the sale o f goods legislation to m edicinal
product defects the thesis exam ines w hether product liability law should be based
on strict liability or negligence.

In determ ining this question, in chapter 3, The

M orality o f the Im position o f Liability Resulting fro m the Use o f M edicinal
Products with Particular Reference to Negligence and Strict Liability Regimes,
the philosophical ideas o f A ristotle and Kant are applied to ascertain w hether it is
moral to im pose a strict liability on m anufacturers for medicinal product defects.

In chapter 4, The Theory o f Strict Liability: Justifying the Introduction o f S trict
Liability by the Use o f Econom ic Analysis o f Law and Enterprise Liability Theoiy,
the theories o f enterprise liability and economic analysis o f law are exam ined as
to w hether a justification can be made for the im position o f strict liability for
injuries resulting from medicinal products.

A m ong the issues discussed in this

chapter is the effectiveness o f strict liability in obtaining com pensation for
defective medicinal products.
The conceptual basis o f defectiveness is discussed in chapter 5 entitled
The Conceptual Basis o f D efectiveness under Strict Liability and Its Relevance to
M edicinal Product Defects.

The consum er expectation test, which is the

cornerstone o f defectiveness under the directive, is analysed with particular
reference to the practical aspects o f applying this test to medicinal product
defects. The application o f this test to products in general is analysed to ascertain
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whether it provides an objective standard against which a court can measure the
safety o f a product. It has been noted that there are inherent difficulties in
applying this test to prescription products. There has been little application o f the
directive and the consumer expectation test throughout the European Union to
date. In order to elucidate the true effect o f the consumer expectation test on
medicinal product defects, the considerable number o f phamiaceutical defect
cases already decided in America will be analysed comprehensively. However,
one case, A v. The National Blood Authority^^ will be examined extensively. This
involved patients who became infected with Hepatitis C from blood products
supplied by the National Blood Authority. In a controversial judgment Mr Justice
Burton declared that the blood products were defective under the product liability
directive. This controversy arose because The National Blood Authority had no
way o f scientifically detennining which transfiision product had the offending
Hepatitis C. Another source o f controversy was the judge’s refusal to countenance
any means o f determining defectiveness other than the consumer expectation test.
Risk benefit analysis has been used in America to determine defectiveness where
the consumer expectation test has failed to produce a fair result for both the
consumer and manufacturer. The refiisal to use risk benefit analysis by Mr Justice
Burton is discussed and analysed to detennine whether his approach is correct. It
is noted that risk benefit analysis is the method used by regulatory authorities in
the licensing o f medicinal products throughout the word.
There is a comparison between the scientifically based risk benefit
analysis and the more psychologically oriented consumer expectation test to
ascertain which is better in detennining the defectiveness of medicinal products.
Certainly, for the person attempting to sue a phamiaceutical manufacturer the
consumer expectation test presents a better picture. However, for the manufacturer
the consumer expectation test may not offer a fair and objective outcome. If too
rigorous an application o f strict liability is imposed on the manufacturer, then the
American experience demonstrates that product innovation may be stifled.
This tension between the interests o f the consumer and the manufacturer is
discussed in chapter 6 entitled The Development Risk Defence — a N ecessaiy
Evil? The Development Risk Defence arises from the inability o f the producer to
[2001] 3 All E.R. 289.
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foresee with certainty the long-tem i effects o f technologically innovative products
and the general b elief that producers should not be liable where dangers w ere
unforeseeable." The insertion o f this defence led to a battle o f wills betw een the
consum ers o f Europe, who believed that it diluted the effect o f strict liability, and
the pham iaceutical industry who feared the effects o f this type o f liability
legislation on the innovation o f new products. The aim o f this chapter is to
discover how the defence affects the litigation prospects not only for the p lain tiff
but also for the defendant manufacturer. One case, in particular The E C
Commission v. the United Kingdom,^^ will be discussed and analysed to ascertain
how the defence should be applied. The European Court and the A dvocate
General have given guidance in this case on the lim its o f the defence. It will be
shown that uncertainty prevails because o f the hypothetical nature o f the
infnngem ent proceedings between the United Kingdom government and the
Com m ission. There have been calls by consum er groups for the defence's
abolition and it will be shown that such a political decision is not possible in
today's Europe. An examination is made o f w hether the D evelopm ent Risk
D efence assists the claimant in medicinal product defect litigation. Judgm ents
from different European courts are assessed, which suggest that the defence will
be detennined narrowly. If the defence is retained, m any consumers m ay go
uncom pensated for unforeseeable defects from medicinal products. There is a
recom m endation that such people should be com pensated by means o f a special
com pensation fund.
W hen strict liability was introduced in the product liability directive, it
was assum ed that negligence would have little fiiture in product liability litigation.
In chapter 7 entitled. Negligence: H as Negligence a Future fo r M edicinal P roduct
D efects? the viability o f negligence in product liability law is examined. If strict
liability is the future o f product liability law in Europe, it is questionable w hether
a chapter on negligence is justified. Reasons for the inclusion o f negligence are
given. The catalyst for the introduction o f strict liability for defective products
was the thalidom ide tragedy, because it was w idely believed at the time that
negligence failed the thalidom ide victims. The question is asked w hether

" See Com m ission Green Paper: Liability for D efective Products, Brussels, COM (1999) 396 final
(28 July 1999), para.3.2 pp.22-5.
[1993] 3 C.M.L.R. 923.
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negligence did in fact fail these unfortunate people and whether they could have
been

adequately compensated if negligence principles had been

applied

vigorously. It will be demonstrated that when courts use negligence principles,
together with res ipsa loquitur, to impose liability for manufacturing defects, near
absolute liability results for the manufacturer. As will be seen throughout this
thesis, design defects o f medicinal products present difficulties for judicial
adjudication. These difficulties will be discussed with the recommendation that
for medicinal product defects risk benefit analysis be used in the determination o f
defectiveness. It will be shown that sometimes the judiciary have difficulty in
establishing a correct standard o f care for pharmaceuticals. There is a
recommendation that, in order to assist judicial decision-making reference should
be made to standards, which are inherent in the licensing process for medicinal
products. Because the tort o f negligence is traditionally created, the judges have
set the boundaries o f liability. If a person sued a pharmaceutical company in the
last century, there was a presumption that foreseeability o f the defect alone was a
sufficient criterion to establish liability. This led to a great expansion in liability
for defendants in negligence actions, which in turn led to increased insurance
premiums and the emergence o f the ‘compo culture’. The judiciary, reflecting
social concern at these events, have started to restrict liability entitlements by
means o f just and reasonable principles in relation to whether the court should
impose a duty o f care. This change in judicial policy is discussed to discover how
it affects the person who intends taking legal action against a pharmaceutical
company.
One o f the great imponderables in product liability law is whether it
should be based on negligence or strict liability. In failure to warn cases, the
distincfion between the two systems o f liability amounts to nothing more than a
semantic distinction. One o f the great criticisms is that statute originated strict
liability is less flexible in dealing with the problems o f liability for medicinal
product defects than judicially created negligent principles. This criticism is
discussed and analysed. Because of a deficiency in consumer protection through
the omission in the product liability directive o f liability for post marketing
defects, it has been suggested that negligence presents a more advanced method o f
legal redress for post marketing defects. An analysis is undertaken to discover

w hether this is true. M edicinal products have to be licensed before they can be
m arketed to the public; in this process the regulatory authorities, such as the Irish
M edicines Board, can be negligent. The product liability directive, due to the
restrictive definition o f the producer, offers no scope for the litigant who w ishes to
obtain legal redress for the negligent licensing o f a medicinal product. It will also
be shown that any attempt to sue the Irish M edicines Board under negligence
principles can be very difficult.

If

negligence

provides

the

m ost

advanced

means

of

obtaining

com pensation for post m arketing defects, causation (discussed in chapter 8)
presents the greatest hurdle that a litigant in medicinal product defects can be
presented with, because a casual link m ust be established between a defective
product and the p lain tiffs injury. M edicinal product defect litigation involves the
use o f scientific evidence. There is a critical analysis o f present case law and the
attem pts o f the judiciary to apply successfully statisfical analysis to the causation
problem s o f medicinal product defects. For the litigant to succeed, he m ust m ake
his science understandable to the judge hearing his case. N ot only must the litigant
prove that the drug in question could cause the injury com plained of, but he m ust
also personalise that evidence to dem onstrate that he has suffered this particular
side effect. W here there is only one cause o f the injury or side effect, the litigant
usually has no trouble persuading the court o f his case. However, when there are
com peting causes for the side effect o f the drug, courts have difficulty in
determ ining causation. There is also a discussion using relevant case law, o f th e
difficulties courts have in detem iining the cause o f injury between the illness itse lf
and that the effects o f the medicinal product. Because courts feel that they are
unable to tiy design defects adequately, m any courts decide these cases on a
failure to warn basis.
In failure to warn cases, courts have to detennine w hether the om ission to
warn about a medicinal product’s side effect actually caused the accident o r
injury. Courts have traditionally established causation in such circumstances b y
the use o f two tests; an objective test and a subjective test. To determ ine
causation, for the m anufacturer a subjective test is used, and for the prescribing
physician an objective test is used. It is proposed to com pare and contrast both
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tests with the aim o f determining which provides the best means o f estabhshing
causation in a way that is fair and balanced for the claimant and the manufacturer.
Finally, there is a set o f conclusions.
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Chapter 2
The Sale o f G oods Legislation and D efective M edicinal Products

Everyday medicinal products are bought in pharmacies and other stores in Ireland and
throughout the world. This process has gone on for hundreds o f years and was legally
governed by the common-Iaw contract. Before the industrial revolution the judiciary
adjudicated between the parties on the rights o f the seller and the buyer. In such
cases, the common-law relating to the sale o f goods was developed and eventually
codified in the Sale o f Goods Act 1893. Though largely mercantile in nature it
embraced the sale o f goods to consumers. This was the first form o f consum er
protection which had as its main objective that o f preventing “traders from dealing
with customers in such a way as to exploit the fonner’s superior bargaining power” .’
The Sale o f Goods Act 1893, drawing on judicial decisions o f that time, instituted
quality standards of merchantability and fitness o f purpose by which defectiveness o f
a product might be judged.
Recently, the European Community introduced a Directive No 1999/44/EEC,^
which aims to achieve the harmonisation o f consumer sales law in respect o f the
quality o f goods supplied, and the remedies available when this quality has been
breached. The Directive, which was transposed into Irish law by the European
Communities (Certain Aspects o f the Sale o f Consumer Goods and Associated
Guarantees) Regulations o f 2003,^ provides little assistance for an injured victim o f a
medicinal product, because unlike the Sale o f Goods Acts o f 1893 and 1980, it does
not have an entitlement to damages for physical injury. The Directive 1999/44/EC,
implementing the regulations gives the consumer the right o f repair, replacement and
rescission o f the contract for defective products.'' These rights apply more correctly to

' See M cD erm ot P, Contract Law (2001 p.445, Butterworths).
-M a y 25, 1999 L 171/ 12.
■
’ See S.I. N o. 11 o f 2003.
See A rt.7(2) o f the European Com m unities (Certain A spects o f the Sale o f Consum er G oods and
A ssociated Guarantees) Regulations 2003 S.I. N o. 11 o f 2003.
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consumer durable goods such as refrigerators and washing machines. The consum er
injured by a defective medicinal product needs damages not repair, replacem ent or
rescission o f the contract. For defective medicinal products which have been ingested
and have caused injury, repair or replacement or recession o f the contract is not m uch
use to the consumer, the only remedies available under the Sale o f Goods and
Associated Guarantees Regulations.
Aims o f the Chapter
It is therefore understandable that an injured consumer should look to the Sale o f
Goods Act and not the Directive for a remedy when he has been injured b y a
defective medicinal product. This chapter examines how effective the Sale o f G oods
legislation is in obtaining compensation for medicinal product defects. It will be
demonstrated that the Sale o f Goods Act provides adequately for over-the-counter
medicines injuries. However, for the most serious design defects o f drugs, it fails to
provide a satisfactory form o f recompense. Therefore it will be proposed that a
separate sale o f goods legislation relating only to medicinal product defects should be
instituted. The initial sections o f this chapter examine the advantages and lim itations
o f an action taken under the aegis o f the Sale o f Goods legislation.
The Advantages and Limitations of the Use o f the Sale of Goods Legislation in
Respect of M edicinal Products
If a contractual remedy is available to the purchaser o f a medicinal product, “it will
often be more advantageous to the claimant than a claim in tort”.^ The purchaser has
the benefit o f implied terms as to merchantability, quality and fitness for purpose.^
W hether these can be applied successfully to the more complex design faults o f
medicinal products will be discussed later in this chapter at greater length. But
liability, unlike tort, is strict and the purchaser does not have to prove fault on b eh alf
o f the pharmacist or other drug sellers. Reasonable care is not a defence that can be
offered by the seller.’ If the seller is in breach o f one o f the implied terms, then the
^ See Jones M., Medical N egligence (2003 p.634, Sweet and Maxwell).
^ See Sale o f Goods and Supply o f Services Act 1980.
’ See F rost

A y le sb w y D a iiy [1905] K.B. 608.
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buyer has no need to establish that the defect came about due to the negligence o f the
seller or pharmacist.* Under this legislation, the seller or pharmacist is in breach o f
these terms for failing to supply medicinal products o f a requisite standard.
There are other advantages for purchases o f defective medicinal products
under the Sale o f Goods Act. Unlike tort, buyers can recover what has been described
as “pure economic loss” which resulted from the use o f the product. This remedy is
not available under negligence principles or under strict liability enshrined in the
Liability for Defective Products Act 1991. Also, in the case o f medicinal product
defects, the defence o f the state-of-the-art under negligence principles and the
Development Risk Defence are not available to the seller. If the pharmacist is in
breach o f one these quality provisions under the Sale o f Goods Act, he cannot argue
that the scientific knowledge at that time prevented him from discovering the defect.
There are, however, limitations to the use o f The Sale o f Goods Acts in any
effort made by a consumer to obtain compensation. The Sale of Goods Act provides a
legal recourse to a purchaser or his family but does not, due to the limited confines o f
contract law, include non-purchasers. This narrow definition of a contract means that
non-purchasers are left without legal redress under this form o f consumer protection.
However, under negligence and under The Liability for Defective Products Act 1991,
legal remedies are afforded to non-purchasers.
The pharmacist or retailer sued in contract by the purchaser o f a defective
medicinal product will normally be able to sue the wholesaler or distributor and so up
the contractual chain to the manufacturer. For the manufacturer to be sued there needs
to be no missing link in the chain o f liability. This could occur where there might be
an exclusion clause by parties other than the retailer or the liquidation o f one o f the
parties. Then the pharmacist or retailer might become liable. This cum bersom e
process for the victim may explain the small number o f claims taken by victims o f
defective medicinal products under the Sale o f Goods Act. However, there are other
reasons for the deficiency o f cases involving medicinal product defects.

* S ee W ille tt C ., T he R o le o f C ontract L aw in Product L iab ility. L aw o f Product L iab ility (2 0 0 0 , p .4 2 ,
B utterw orths).
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Reasons for the Deficiency o f Cases involving Medicinal Product Defects Under
the Sale of Goods Acts
A major reason for the paucity o f consumer cases is that most o f these cases were,
and are, o f a trivial nature (though not to the consumer) and were settled within the
confines of the store. It is the bigger items, such as motorcars, that have been the
most commonly litigated consumer products. Disputes involving defective goods, o f
lesser value, such as beer adulterated with arsenic, defective underpants and unsafe
food have been litigated where resulting personal injuries have been substantial.^ Not
only has there been little litigation involving medicinal products under the Sale o f
Goods Act, but also a survey o f cases involving other products in Britain and Ireland
indicates a corresponding lack o f enthusiasm for the use o f this Act.
In Ireland, one o f the last cases o f a defective consumer product litigated
under the Sale o f Goods Act took place in the 1980s. Purchasers successfully sued for
a defective tin o f salmon and a faulty batch o f a chicken vaccine.'® In Britain 93% o f
prescriptions are dispensed by pharmacists under the National Health System and in
these circumstances, there are no contractual arrangements between the patient and
the pharm acist." The contract is between the relevant health authority and the
pharmacist who is under a contractual obligation to supply the medication on the
presentation o f a prescription by the patient. In Ireland, a similar situation prevails
under the General Medical Scheme. However, this scheme, unlike the British
National Health System, covers only a third o f the population in Ireland. The rest o f
population has access to the Drugs Payment Scheme where a person wishing to avail
o f this scheme pays €85 per month per family unit on registration with the Health
Service Executive. The balance o f the cost is claimed back under a contract the
pharmacist has with the Health Service Executive in his area. There is a contractual
obligation for the pharmacist to supply prescription medications under the scheme.
®See Wren v. Holt [1903] 1 KB 610, Grant v. Australian Knitting Mills L td [1936] A.C. 85, O ’Connor
V.

Donnelly [1944] Ir Jur Rep 1.
See O ' Connor v. Donnelly [1944] Ir Jur Rep 1 and O'Regan v. Micro Bio (Ireland) Ltd, unreported,

February 26, 1980).
'' See Pfizer Coij>oration v. M inister o f Health [ 1965] 3 All E.R 450.
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The Drugs Payment Scheme raises the question as to whether the consumer, who
pays a portion o f the cost o f the prescribed medication has contractual rights under
the Sale O f Goods Act. This is unlikely because as Lord Reid emphasised in the
Pfizer case that such a charge or contribution is “not in a true sense the price; the drug
may cost more and the chemist has a right under his contract with the authority to
receive the balance from them” '^ Both The General Medical Scheme and The Drugs
Payment Scheme account for over 80% o f the prescriptions dispensed in Irish
pharmacies; the remaining 20% may be described as “private prescriptions”. These
prescriptions would invoke contractual obligations between the patients or purchasers
and the dispensing pharmacist, because the contract is exclusively between both
parties. The majority o f prescriptions dispensed in Ireland involve a different type o f
contractual obligation that is between the Health Board (now The Health Service
Executive) and the phannacist. Thus the bulk o f prescriptions dispensed under The
General Medical Scheme and the Dmg Payment Scheme do not give any person
injured by a defective medicinal product rights under the Sale o f Goods Acts. Their
rights o f redress would ordinarily rest in the Law O f Torts and now more recently
reside in The Liability for Defective Products Act 1991. With regard to the 20%
privately dispensed descriptions where a contract exists, it is apparent from the lack
o f cases that redress for injury is not sought under the Sale o f Goods Act. It might be
expected in any litigation involving private prescriptions such as the contraceptive
pill, that the Sale o f Goods Act would play a central part.
Weedle and Cahill provide a possible answer when they state: “Contract law
is designed to reimburse a person for defects in a piece o f property -for example a
faulty toaster- and it is therefore a poor remedy for damages caused by drugs’’.'^ It
will be shown that proving the defectiveness o f a medicinal product presents a
difficulty for the plaintiff under contract law and consequently litigants seldom seek
redress under the Sale o f Goods. However, it will be demonstrated later that contract
law serves the victim well in cases where_a medicinal product is totally unfit for
human consumption. Here, the Sale o f Goods Act can be easily applied to determine

'■

Ib id ., p.455.

15

the defectiveness o f a product. This has been achieved through the development o f
quality requirements.
The Development of Quality Requirements for Consumer Products
A person who purchases a medicinal product anticipates and expects that the seller
will produce a defect free product. This depends on the express or implied terms o f
the agreement for sale o f the product. If there are express terms that the goods should
be o f a certain quality, and these are not met, then the seller is in breach o f these
terms. Before the 19th century the rule caveat emptor (buyer beware) prevailed if no
express terms were present in the contract. By the middle o f that century courts were
implying terms or standards as to the quality o f the product.''* These implied term s
were eventually codified in the Sale o f Goods Act o f 1893. If goods were sold by
description, they had to correspond to that description. They also had to be o f
merchantable quality and had to be reasonably fit for the purpose that the goods
would normally be bought.'^ Goods had to be o f a certain quality to conform to the
Sale o f Goods Act but they had also to be similar to the description o f the goods in
the contract.
Sale o f Goods by Description
Purchasable goods should correspond to their description. If this does not occur, then
the buyer can reject the goods or sue for the loss that he has suffered due to a breach
o f the contract. Prior to the passing o f the sale o f goods legislation, descriptions o f a
product were necessary to identify the goods. In some cases, the purchaser did not
have the opportunity o f inspecting the goods and was buying on description alone. In
the 19* century com might be bought in one part o f the country where the purchaser
did not have the opportunity to inspect the produce. This situation can be contrasted

See Weedle P, Cahill M Medicines and Pharmacy Law in Ireland (1991, Kinliss Publications
Dublin).
See Jones v. Just [1868] LR 3 Q.B. 197.
. Note these terms can be excluded, only if it is fair and reasonable to all parties, particularly the
consumer. See section 55, Sale o f Goods Act 1893 as amended by the Sale o f Goods and Services Act
1980.
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with the sale o f branded or specific goods where the buyer could inspect the goods
for him self and the principle caveat emptor applied.
Specific goods are the antitheses o f the meaning o f “sale by description”
because o f “the earmarking o f the goods in the physical sense” '^ at the time o f the
contract. Therefore it would be impossible for the sale o f a specific good to be at
variance from its description. The sale o f goods did define specific goods as those,
which were identified and agreed at the time o f the contract. There had been doubt
whether specific goods fell within the “sale by description”.'^ It is now settled law
that specific goods fall within the relevant section. As Lord W right in Grant v.
Australian Knitting Mills Ltd'^ stated that a good is regarded as specific good when
“a thing is sold by description; so long as it is sold not merely as a specific thing but
as a thing corresponding to a description e.g. woollen under-garments, a hot w ater
bottle” . In Ireland, it has been held that provided a specific article corresponds to its
description, in this case a tin o f John West Middle Cut Salmon, it is a sale by
description under the Sale o f Goods Act 1893.'^ There has been a further widening o f
“sale by description” to include specific goods selected by the purchaser from open
shelving in the shop or supermarket.^” Without judicial and statutory intervention, the
inclusion o f specific goods within the “sale by description” provisions would not
have happened. If this had not occurred, the modem branded medicinal product
would not have fallen within this section o f the Sale o f Goods Acts.
The Use of “sale by description” to Determine Defectiveness of Medicinal
products
Liability is strict if a product does not conform to its description. A plea o f the
absence o f negligence on the part o f the seller will not be sufficient to avoid liability.
Most medicinal products have to be labelled with not only their proper names but also

See Goode, R M Commercial Law, (2000, p304, Butterworths).
Section 13 o f the Sale o f Goods Act.
[1936] A.C. 80, 100.
See O ’Connor

V.

Donnelly [1944] Ir JurRep 1.

See section 13(2), Sale and Supply o f Goods Act 1980 (No 16 o f 1980).
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with the characteristics or indications o f use. Depending on the circumstances, the
labelling on the package and patient information leaflets may form part o f the
description o f the product under the sale o f goods legislation. “Description o f goods”
for the purpose o f section 13 o f the Sale o f Goods Act 1893 to 1980 has been defined
as follows:

“In simple terms, it is the essential characterisation o f the goods as set
out in the contract”

01

Most medicine labels have descriptive words, but also may contain representations
as to their qualities.
The Difference Between Words of Description and Representation
If a purchaser is to succeed under section 13 o f the Sale o f Goods Act, he has to
separate words o f description from those o f a representative nature. There are
numerous cases, which differentiate between words o f description and representation,
and the purpose for which the goods are intended may be deemed to be an element o f
that description. On this basis it has been submitted “that goods described by such
terms as “cough mixture” and “cold cure” would not conform with the description if
they prove to be totally unsuitable for the purpose indicated by these w ords” .^^
Benjamin does not define “totally unsuitable” which may be interpreted as meaning
unlikely to produce any real or tangible effects upon the sufferer in order to alleviate
or cure a particular condition. Could a purchaser in the case o f a product that has as
part o f its description “cold cure” sue for rescission or damage due to the failure o f
the product to cure a cold? There is no known cure for a cold, the popular remedies
for this condition do not cure the malady but only relieve the symptoms, and nature
completes the process.

■' Ford M , Com m ercial L aw (2001, p .246, Butterworths).
■■ N ote B eech am ’s P ills Worth a Guinea a B ox, Solpadine Powerful Pain R elief.
See B enjam in’s Sale o f Goods Guest A G (2001 p.48,1 Sw eet and M axw ell).
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It could be argued that if pharmaceutical manufacturers decide to promote
their products, a strong case could be made for making them liable.^'* Previous case
law shows that a producer can be sued under a collateral contract. The celebrated case
o f Carlille v. Carbolic Smoke Ball Co^^ demonstrates this point. In this case, the
Carbolic Smoke Ball Co produced a product that was alleged to cure influenza. In
their advertising they promised every user o f the product that if they contracted
influenza they would pay £100. To enforce their promise they deposited £1000. As
Lindley L.J. stated:

“Now, for what was the money deposited or that statement made
except to negative the suggestion that this was a mere puff and meant
nothing at all”.^^

The case demonstrates that the producer can be liable where mass advertising is
involved. However, the courts are now reluctant to hold manufacturers liable for
statements made in advertisements.^’ In Lambert v. Lewis, the Court O f Appeal
declined to hold a manufacturer responsible for a defective towing hitch on the basis
that claims made in the brochure were collateral warranties and were not intended to
create contractual obligations. To enforce a collateral warranty the consumer must
demonstrate that there was a specific guarantee given about the quality o f the
product.^^ This must be contrasted with the American case o f Baxter v. F ord M otor
Company where an advertisement guaranteeing a shatterproof car window was
deemed to be a collateral warranty which made the manufacturer liable.' Aityah
criticises courts for not enforcing collateral contracts for the following reasons:

'■* See B ridge MG, The Sale o f G oods (1997 p.374, Clarendon Press Oxford).
[1893] 1 Q.B. 256.
Ibid., at p.261.
See A tiyah P, A dam s J. and M acQueen H, The Sale o f G oods 11th Edition (2005 p.2 6 8 , Pitm an
Longm ans).
■^Lambert v L ew is [1982] A .C. 225.
B axter v. F o rd M o to r Co. 12 P 2d 409, 88 A .L.R. 521 1932,
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“A manufacturer markets his products through retailers; he advertises
directly to the public, inviting them to buy his products. It does not
seem unreasonable to hold that he is impliedly offering a warranty of
reasonable fitness for ordinary use to a member o f the public who buys
the product”.^®

However, puffs or vague statements in the advertisements should not attract legal
liability. Liability should only be imposed where facts as to the fitness for purpose o f
the product are made and relied upon. But if the products qualities have been
misrepresented to the victim, he can rescind the contract and sue for damages under
the Sale o f Goods and Services Act 1980, section 45(2) and under the terms o f the
Unfair Terms in Consumer Contracts o f the Directive 93/13/EEC which is generally
available to consumers for use as a shield and not as a sword. European Communities
(Unfair Terms o f Consumer Contracts Regulations) 1995.^'
The words o f description must create an obligation, and “now just not what
has been described as” labelling words.^^ The obligation is to produce a product that
is suitable for the treatment o f the condition. If the description is for a “cold cure” or
“cough cure”, then the description “establishes the norm for assessing the dru g ’s
performance; it should be it as effective as it is reasonable to expect from their
descriptions”.^^ If the court adopts a broad interpretation o f the section, then the
pharmacist or other supplier is liable. If the court uses a narrow interpretation, then
the seller may escape liability, provided the product is fit for human consumption and
it has the necessary properties to relieve the symptoms o f the purchaser.

“ Ibid., at p.269.
SI N o 27 o f 1995.
Lord W ilberforce in R eardon v. H ansen -Tangen [1976] 1 W .L.R. 989, 999.
B ell A .P., The D octor and the Supply o f G oods and Services A ct 1982, L egal Studies V ol.4 N o 2
(1984) 175, 178.
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The K ey to the Description of a Product is Identification

The modem trend used by the courts in their effort to clarify description is to link it
with identification. The essence o f “sale by description” is the identification o f the
product. This approach is confirmed by Lord Diplock who remarks:

“It is open to the parties to use a description as broad or narrow as
they chose. But ultimately the test is whether the buyer could fairly and
reasonably reftise to accept the goods offered to him on the grounds
that part o f what was said about them in the contract makes them
goods o f a different kind from which he agreed to buy. The key to
section 13 is identification.”^''

These observations were in relation to commodities. However, they could be applied
quite readily to the concept o f internet pharmacy, which has developed in America,
but is not currently allowed in Ireland. Recently the British government has indicated
that it might permit such pharmacies to operate in the United Kingdom.
The concept o f identity has a different meaning for specific goods such as
medicinal products. Words that just point out the goods would not be considered to
be words o f identity. In the case o f specific goods, the identity o f the goods is clear,
but what differentiates words o f identification from attributes for specific goods is
that words must identify a substantial ingredient in the identity o f the goods. They
identify what the goods are, “cold cure” and “cough mixture” as indicated on their
labels. However, the words have to be more than labelling words; they must do m ore
than identify the goods, they must also form part o f what they are in terms o f quality.
It is difficult to separate both description and quality in a “sale by description” .^^
Lord Denning in his support of this contention uses the example o f “new laid eggs”
as containing both quality and description words all in one.

36

A court must separate

words o f description from those o f mere representation to successfully identify the
Chris H ill L td

Ashington P ig g eries L td [1972] 441, 450.

T oepferv. Continental G rain Co [1974] 1Lloyds R e p . l l , 13.
Ibid.
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goods o f the contract. Then it can proceed to apply “sale by description” provisions to
discover whether the goods conform to the description o f the goods in the contract.
Deviation from Description of Product
Medicinal products have both qualitative and quantitative aspects. A product that is
not manufactured correctly may cause injury to the buyer. If there is a contract for
sale o f a medicinal product such as aspirin, and the label states that there are 300
milligrams o f the active ingredient per unit dose, then the unit dose must contain that
quantity to conform to its description under the Sale o f Goods Act. Deviation from
■57

the description can render the goods defective.

When the wrong drug is dispensed

or if it is too potent or too weak, the pharmacist becomes liable even though there
might have been no negligence on his part. Strict liability will be imposed. An Irish
case demonstrates that non-conformity with the product description will result in
liability being imposed. In O ’ Regan & Co v. Micro-Bio (Ireland) Ltd,

the plaintiff

purchased a chicken vaccine to prevent bronchitis in his flock. The vaccine caused
the death o f a large number o f the p lain tiffs chickens. McMahon J. held :

“There was a breach o f the condition implied by section 13 o f the Sale
o f Goods Act 1893 because the vaccine was sold under the description
H - 120 but did not correspond with the description because o f its
greater potency” .

In Best

V.

the Welcome Foundation Ltd,^^ Mrs Best sued successfully on behalf o f her

brain damaged son under the law o f tort. The vaccine, which was said by the
Supreme Court to have caused the damage, was found to be too potent. If she, and not
the Health Board, had purchased the product, she might have succeeded under the
sale by description sections o f the Sale o f Goods Act. Defects such as these would be

A rcos L td v. E A R onaasen a n d Son [1933] A.C. 4 7 0 , 480.
Unreported, H igh Court, February 20, 1980.
Ibid.,at p. 13.
[1993] 3 I.R. 421
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deemed manufacturing defects. In terms o f deviation from the description o f the
product, its estimation is readily available through modem chemical analysis.
However, design faults present a different picture.
Sale by D escription and Design faults

Most o f the cases discussed previously involve manufacturing defects that result from
a faulty production process. A product has a design defect when it conforms to the
manufacturers or regulators specification, “ but causes injury in ordinary use that was
not anticipated at the time o f design or manufacture” .'*’ Design defects also result in
the unsuitability o f a product for sale; however, they only account for a small number
o f liability cases.
The sale by description provisions o f the Sale o f Goods Act may not cover
medicinal product design defects. In Chris H ill L td v. Ashington Piggeiy Ltd,^^ where
herring meal had been fed to mink with fatal consequences, the majority o f the House
o f Lords held that the herring meal, though contaminated with a preservative, was
correctly described as “herring meal”. In this case, the herring meal had been
rendered impure by the use o f a preservative, sodium nitrate, in some o f the fishing
boats in Norway where the herring had been caught. The process o f preservation,
involved boiling the herrings with the preservative, sodium nitrate, which in the
presence o f herring meal converts to dimethylnitrosamine. This is a toxic substance,
but some animals are more sensitive to it than others. It was not known that mink
were particularly susceptible to the toxic effect o f this substance. The House o f Lords
found the compounders o f this meal not to be in breach o f the implied condition o f
sale by description, but in breach o f the fitness for purpose provisions o f the Sale o f
Goods Act. Lord Diplock said:

“The occurrence o f this (chemical) reaction may affect the quality o f
the meal: it does not affect its identity as herring meal”

See Jones M, M edical N egligen ce (1991, p302, Sw eet and M axw ell).
[1972] A .C .4 4 1 .

23

A serious side effect o f a drug is also a chemical reaction. If the dicta o f Lord Diplock
are followed, the manufacturer o f a medicinal product with a design fault might not
be liable under the Sale by Description section o f the Sale o f Goods Act.
Sale by Description and The Pharmacist's liability for Defective Medicinal
Products.
When a person purchases an over-the-counter medication, there is a contract o f sale
between him self and the seller or the pharmacist. When the pharmacist dispenses a
private prescription there is also a contract o f sale, but whether it represented a sale o f
goods or a professional contract o f service was debatable in the past. There is case
law that makes the dispensing o f a prescription a sale.'*^ In Benjamin Sale o f Goods'*'^
it has been stated that:

“In contract, a chemist who makes up a prescription sells it, since his
work and skill goes entirely into the product, it is simply a component
reflected in the price o f the goods”.

Pharmacists had sought in the past to have the dispensing o f prescriptions deemed a
professional service. This is no longer pursued because goods are now supplied under
a contract for service, the 1980 Act implies quality terms identical to those implied by
the Sale o f Goods Act 1893.
When a drug is dispensed, on the prescription o f a doctor, this is a sale by
description. The description refers to the words or the content o f the prescription.'*^ If
the pharmacist dispenses the correct drug and complies with the dosage and strength
requirements o f the prescription, he will not be in breach o f this section. In the case o f
a prescription compounded in his own phannacy on the prescription of a registered
medical practitioner, the Court o f Appeal in the Ashington case inferred that the
pharmacist would be liable “if the prescription was faulty” .
See The State (P h arm aceu tical S o ciety a n d O thers) v. The F a ir Trade C om m ission 99 I.L T .R . 2 4 .
1992 edition.
See C hris H ill L td v. A shington P ig g eries L td [1969] 3 A ll E.R. 1496 at 1518.
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Lord Justice Davies stated: “the pharmacist would be liable in damages
having sold by description - the description being the words o f the prescription goods which were not o f merchantable quality” .'*^ W hat Lord Justice Davies wanted
to include in his definition o f faultiness was the fitness for purpose provisions o f the
Sale o f Goods Act. He believed the pharmacist should be liable for the drug
prescribed by a medical practitioner where it is shown that this medicinal product is
not suitable for the consumer or patient In the subsequent appeal Lord W ilberforce
disagreed with Lord Justice Davies’s analysis, believing that;
“If the prescription is wrong o f course the doctor is responsible. The
fitness o f the prescription is within his field o f responsibility. The
relevant question is whether the pharmacist is responsible for the purity
o f his ingredients and one does not see why not”."*^

If the dicta o f Lord Wilberforce are followed, the pharmacist is only liable for the
ingredients when they do not conform to the description o f the product. Under the
analysis adopted by Lord Wilberforce, the doctor is liable for the fitness o f purpose o f
the prescription. In these circumstances, a person injured by an incorrectly prescribed
medicinal product will only have recourse under the law of tort, as the doctor will
have no contractual relationship with the purchaser.
The D istinction between Description and Qualitj'

Frequently goods may be held to conform to their description but will not be o f
merchantable quality or fit for the purpose for which the products are com monly
used. Description relates to the characteristics o f the goods as distinct from the
quality.'*^ Legal philosophers have argued over centuries about the distinction
betw^een identity and attributes o f products."*^ The judiciary have recognised the
difference between the identity and attributes o f products but have said that a

Chris H ill L td

A shington P ig g eries [1972] A.C. 4 4 1 , 494.

See O 'C onnor v. D on n elly [1944] I.R. Jur Rep 1, 8.
See G ood M, Commercial Law (1 9 9 5 , p306, Butterworths).
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metaphysical discussion is unnecessary when determining “a sale by description.”^®
Lord Wilberforce is correct in accepting that a commonsense approach is necessary,
when deciding whether what a buyer has contracted for has, in fact, been delivered.
This can be ascertained more easily than “the more delicate questions o f condition or
quality”^'which would be determined under clauses in the contract o f sale or the
relevant sections o f the Act. These include the implied undertakings by the seller o f
merchantability and fitness for purpose.
The Definition o f Merchantability
In the original Act o f 1893, merchantable quality was not defined. The term is and
always has been a commercial notion. It was not defined because “commercial juries
needed no direction in how to make the appropriate findings”.^^ Shortly after the Act
had been passed, it was stated that the word merchantability was more appropriate to
natural products such as grain than the technological products o f the period.
M erchantability was concerned about the state and quality o f the goods o f which
fitness for purpose was an important element. The concept o f the fitness for purpose
became the cornerstone of the new definition o f merchantability in the Sale o f Goods
and Supply o f Services Act 1980.
Introduction o f a N ew Definition

The Sale o f Goods and Supply o f Services Act 1980 states that “Goods are o f
merchantable quality if they are fit for the purpose or purposes which goods o f that
kind are commonly bought”. T h e definition of merchantability has been criticised as
being “veiy open and vague”.^^ Atiyah has described it as “an empty vessel into
which the courts can pour their own meaning, according to the particular type o f

See Lord W ilberforce in the A shington P ig g e iy case [1972] A.C. 4 4 1 , 489.
Ibid
See Benjam in's S a le o f G oods (2nd edition, 1981, para.80S,. Sw eet and M axw ell).
See Farwell L.J. in B risto l Tram w ays v. F iat M o to rs [1910] 2 KB 831, 840.
See section 13, Sale o f Goods and Supply o f Services A ct 1980.
See Ford M , Com m ercial Law (1998 p.76, Butterworths).
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goods and the nature o f the transaction”.^^ Bridge, referring to the elusive nature o f
the definition, states “it demands an imaginative judicial interpretation, since quality
is relative, elusive and dependent upon the type o f goods and the market”.
Merchantable quality was primarily “concerned with the requirement o f
commercial saleability in the market place”.

ro

Lord Reid in H e w y Kendall v. William

Lillico & Son Ltd'^ defined merchantable quality in general terms as being
“commercially saleable”, which means that goods once bought can be resold. This
definition reflects commodity trading where goods are bought to be sold on to other
parties, unlike the purchase o f a medicinal product that is generally bought to be used
immediately or in the near future. Because the Sale o f Goods Act 1893 did not define
merchantability, it was necessary for the courts to develop means o f assessing
merchantability prior to its statutory definition in the Sale o f Goods and Supply o f
Services Act 1980.
The first test was developed by Dixon J. in Australian Knitting M ills L td v.
Grant^^ and is founded on the acceptability o f the goods to the buyer. The consumer,
who is fully conversant with all the facts relating to the product and is aware o f
hidden defects, would buy the product. The test also links price to standards o f
quality. It is unlikely that a purchaser o f a medicinal product would accept a
reduction o f safety standards due to a drop in the price o f the product. This aspect o f
the test would not have application in medicinal product litigation.
The second test is based on the usability and fitness for purpose o f the
product. Lord Wright, in Cammell Laird & Co Ltd v. Manganese Bronze and Brass
Ltd,^^ defined the test for merchantability in terms o f fitness o f purpose. This has

See Atiyah P., S. Sale o f G oods (7th edition 1985, p .136, Pitman Publishing).
See Bridge M G, the Sale o f G oods (1 9 9 7 , .p302, Clarendon Press).
See Brown I, Commercial Law( 2001 p.468, Butterworths).
” [1969] A.C. 31, 75.
“ [1933] 50 C.L.R, 3 8 7 ,4 1 3 .
[1934] A.C. 402, 403.
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been further refined by Lord Reid in H en iy Kendall and Sons v. William Lillico and
Sons Ltd,

f\0

when he stated that:

“M erchantable quality is that the goods in the form in which they were
tendered were o f no use for any purpose for which the goods which
complied with the description under which these goods were sold
would normally be used, and hence were not saleable under that
description” .

The test for merchantability in the Sale o f Goods and Supply o f Services Act 1980 is
based on this test. Lord Denning believed that in 1976 that a similar section in The
Supply o f Goods (Implied Terms) Act 1973 “is the best that has yet been devised.
The definition section 7 (2) o f the Supply o f Goods (Implied Terms)
states:

“Goods o f any kind are o f merchantable quality within the meaning o f
this Act if they are as fit for the purpose or purposes for which goods
o f that kind are commonly bought as it is reasonable to expect having
regard to any description applied to them, the price (if relevant) and all
the other relevant circumstances; and any reference in this Act to
unmerchantable goods shall be construed accordingly. “

The legal consequences o f the fitness for purpose provisions have yet to be tested in
the Irish courts. Clarke states that “this flexible definition o f merchantable quality has
yet to be considered in Ireland in any reported case” .^"*

“ [1969] A.C. 31,75.
See C eh ave v. B rem er m bH [1976] 1 Q.B. 4 4 ,6 2 . But this did not refer to defective m edicinal
products.
Clarke R ,Contract Law in Ireland, (1998, p. 174 Round Hall). In O 'Donnell v. Truck a n d M a c h in e iy
Sales [1997] I.L.R.M . 4 6 6 , 472-473. Moriarty J. held that a number o f mechanical sh ovels did not
breach the im plied term o f merchantability. H e stated: “I am satisfied that on no realistic appraisal o f
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One difficulty in using judicial definitions o f merchantability prior to 1980
was that the bulk o f the case law referred to non-consumer products such as animal
feed and natural p r o d u c t s . I t has been stated judicially that the UK definition which
is equivalent to the definition found in thel980 Irish Act “was clear and free from
technicality and that prior case law should be used in exceptional cases.”^^ It remains
to be seen whether Irish courts will refer to cases determined prior to 1980. In relation
to the use o f such cases in Irish courts, Forde correctly argues that “ any decisions
which are inconsistent with that meaning (the definition o f merchantability as
contained in the 1980 Sale of Goods and Services Act) can no longer stand.”^^
Forde suggests that consideration be given to the purpose or purposes for
which the goods are purchased. He advocates the following:

“Using reason or ordinary commonsense coupled with an instinct for
fair play, ask yourself first whether the goods as described in the
circumstances are appropriate for that purpose or for any o f those
purposes.”^*

Goods are deemed not merchantable if they are not fit to be used for the purpose for
which the goods are commonly bought. Under this new definition the concept o f
fitness for purpose o f a product is central to any discussion o f defectiveness.
Medicinal products ingested or introduced into the human body are not merchantable
if they are unsafe.

appropriately proven defects in the L 150s supplied that they were not o f merchantable quality or
reasonably fit for the purpose for w hich they w ere required” . The judge did not analyse the term
merchantability in his judgment.
See the Law C om m ission, W orking Paper N o. 85 and The Scottish Law C om m ission, Consulted
Memorandum N um ber 58 Sale and Supply o f G oods.
See Mustil L J. in R o g ers

Parish M otors (Scarborough) L td [1987] 2 All E.R. 232.

See Forde M, Commercial Law, p.47
Ibid.
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Fitness for Purpose and the Safety o f Medicinal Products
One o f the criticisms o f the definition is that it does not include safety as a factor to
be considered in any determination o f merchantability. Notwithstanding the fact that
merchantability is normally associated with the state and condition o f the goods,
courts have always imposed liability for unsafe goods. Lack o f safety in a product
will lead to an automatic finding that merchantability is absent.^^ Benjamin states:

“It is hard to imagine a court holding any unsafe goods to be o f
70

merchantable quality under the present law”.

It does not matter whether the defect is discoverable, strict liability will be imposed.
Lord Reid has said, “The seller is liable for defects which are latent in this sense that
even the utmost skill and judgm ent would not have detected them”.^' W hether such a
statement is just and fair to the seller is irrelevant.
If a person purchases a medicinal product that has been incorrectly
manufactured, then that product is not suitable for human consumption. This may be
the case where an injectable product has not been sterilised adequately and has been
contaminated by micro organisms.’^ This product is not fit for the purpose o f treating
disease according to its description. Safety is not an absolute concept and medicinal
products demonstrate this. M any drugs have unavoidable side effects, many o f w hich
can be serious for different individuals and for sections o f the population. It has been
argued that medicinal products that have unavoidable side-effects do not lack
merchantability.^^ The English Law Commission maintains that the insertion o f the
phrase “as it is reasonable to expect” into the definition o f merchantability in the

See Wren v. H olt [1903] 1 K.B. 610.
™ See B enjam in’s Sale o f G oods (3rd edition 1987, p .132, Sw eet and M axw ell).
See K en d a ll v. L illico L td [1969] A.C. 31, 84.
The Irish M edicines Board has reported 69 physical defects in its last report. The Irish M ed icin es
B o a rd R ep o rt 2001.
See C ook Jabari and D oyle, Pharmaceutical B io - technology and the Law (1991, p.352, Stockton
Press).
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1979 Act contributed to a lowering o f standards. This can allow the seller to establish
that goods o f a particular type such as a medicine can have minor defects.^'’ The
Commission made its comments in relation to minor defects in motorcars. The
Commission believed that these types o f defects in cars should not be ignored in any
determination o f merchantability.
Case law recognises the probability o f side-effects or minor defects in
medicinal products. The “purpose” o f a medicine may be interpreted to mean what
the drug is intended to achieve in terms o f its description. In Buchan v.
OrthoPharmaceuticals (Canada) Ltd^^a young woman suffered a stroke as a result o f
taking an oral contraceptive and the court held that “contraceptive pills were
reasonably fit for the purpose for which they were supplied - that is contraception” .^^
On that basis, the drug thalidomide would have not been declared unmerchantable as
it was “reasonably fit” for other purposes. Though thalidomide was not fit for use in
morning sickness, it could still be merchantable for other uses, such as in the
treatment o f leprosy or multiple myeloma, under the fitness for purpose provisions o f
the Sale o f Goods Act.
Such observations are based on Kendall v. Lillico Co Ltd.

77

•

In this case, the

plaintiffs bought animal feed for their pheasants which had been contaminated with
an extract of Brazilian ground nut. The extraction was perfectly suitable for use in
making up animal feed for cattle and other animals. The mixture was found to be
unsuitable for the feeding o f pheasants. The House o f Lords ruled that the feed was
merchantable and based its decision on the argument on a fitness for purpose as
described in the contract. The decision was made on the grounds that the product was
fit as feed for cattle and therefore fulfilled its main contractual purpose. The basis o f
the decision was that the feed could be used for one o f the main purposes o f the
product.

See Law C om m ission Paper N o 85, p. 17.
■ ^ 8 D L R 4 t h 3 7 3 ,3 8 3 .
Per Holland J., ibid.
[1969] A.C. 31.
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The House o f Lords beheved that it would be unreasonable to say that
because the goods were not suitable for one of the possible uses that they would be
treated as unmerchantable. This interpretation has been criticised for being “over
legal” and based on the “acceptability test.’^ However, the Lord’s approach has been
confirmed in the m odem decision o f Aswan Engineering Establishment Co v.
Liipdine Ltd^'^ where the Court o f Appeal found that plastic pails were o f
merchantable quality if they were fit for most o f the purposes for which they w ere
used. The pails had melted in the extreme heat on the docks o f Kuwait and could not
be stacked to the required height. Nichols L.J. stated that a reasonable purchaser
could not expect the pails to withstand all climatic conditions and all temperatures.
On this basis, it could be argued that a medicinal product that was not suitable for a
class o f persons or a therapeutic condition, but suitable for other conditions, might be
deemed merchantable.
This test for merchantability does not use acceptability as its basis; it leans
towards usability as the means o f determining fitness for purpose and hence
merchantability. There have been no Irish cases where the concept o f fitness o f
purpose has been analysed and none involving defects in medicinal products. A
similar situation is found in the United Kingdom courts where most o f the cases have
involved non-pharmaceutical products.
One inteipretation o f the 1980 definition o f merchantability is found in
DA

Rogers v. Parish,

a defective motorcar case, where Mustill L.J. extended the

meaning o f “purpose” to include comfort and handling etc. The effect o f this
approach is to give importance to issues peripheral to the basics o f the mechanical
functioning o f the vehicle. By analogy, if this approach were applied to medicinal
product defects, courts might extend the meaning o f purpose to include trivial side
effects. This could lead to many more drugs being declared not merchantable and to
increased litigation for pharmaceutical companies. More critically it could lead to the
withdrawal from the market o f drugs that fulfil an important function for sufferers o f
See A ityah P. S., Sale o f Goods, (7 ”’ edition, 1985, p .143, Pitman Publishing).
[1987] 1 W .L.R. 1.
“ [1987] 1 Q.B. 3 3 3 ,3 4 4 .

32

various conditions. However, Irish courts may not be willing to follow Lord Justice
Mustil's approach in extending the meaning o f fitness for purpose. In Leaves v.
Wadham,^’ a Leyland Princess motorcar was still held to be merchantable despite
having a leaking boot, a defective bonnet, a loose door and a defective fan belt. In the
Irish High Court, Griffm J. in Leaves v. Wadham noted that while these faults m ight
be irritating to the purchaser o f a new car they were all minor. Thus in Ireland, it is
unlikely that the purchaser o f a medicinal product could expect a judge to expand the
meaning o f fitness for purpose to include minor side effects. Also, in his efforts to
establish the lack o f merchantability o f a medicinal product, the purchaser may find
an additional obstacle in the licensing for use o f the product.
Fitness for Purpose and Regulatory Standards
Most defects in medicinal products do not occur until the product has been used by a
significant proportion o f the population and for a number o f years. If a product has
been licensed, there is a presumption that most or all safety standards have been met.
What are the consequences in terms of merchantability and fitness for purpose, for a
medicinal product complying with standards laid down by an organisation such as the
Irish Medicines Board? There are a number o f decisions which might support the
proposition that compliance with such a standard while not an inclusive factor, could
be: “An important factor which should be taken into acc o u n t... in favour o f the seller
on the issue o f merchantability” .*^ When the manufacturer complies with an
institutional safety standard a condition o f merchantability may be presumed for the
product.

If these cases were to set a precedent on merchantability, the seller o f a

medicinal product could base his defence on compliance with institutional safety
standards. For the purchaser, the fact that the Irish Medicines Board had licensed the
product would mean that he would have to rebut the presumption o f merchantability.

[1980] RT.R. 308.
Neuberger J. in Medivance Instruments Ltd v. Gaseline Pipework Services Ltd (CA) and others
[2002] E.W.C.A. relying on other Court of Appeal cases: Ward v. The Ritz Hotel (London) Ltd [1992]
P.I.Q.R. 315 and Green v. Building Scene Ltd [1994] P.I.Q.R. 259.
Ibid.
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Thus the purchaser would have to prove that the product did not conform to the
provisions o f the drug authorisation, which might be a difficult task. According to M r
Justice Neuberger, a judge would be entitled to conclude that the product was o f
merchantable quality if it conformed to a recognised standard. In relation to fitness
for purpose, having listened to expert evidence he then would be able to determine
whether the product was suitable for the purpose for which it was intended.***
However, whether a product confirms with the fitness for purpose provisions depends
on how specific that purpose is.
Latent defects and the Pharmacist
When the buyer either expressly or by implication makes known a particular purpose
for which the goods are being bought, and where there is a reliance on the seller's
skill and judgment, then the goods should be fit for that purpose.

QC

When the

disclosed purpose is a broad one, “it could be said that goods need to be little if
anything more than merchantable”.

By contrast when a disclosed purpose is narrow,

then the court will probably determine that the supplier was in breach o f the implied
condition o f fitness for purpose. This can be seen in the Ashington Piggeiy's case,*^
where compounders o f animal feed were held liable when herring meal, an ingredient
o f the feed, was found to be toxic to mink. The supplier did not know this but the fact
that he knew the feed was to be fed to animals in general was enough for the defect to
come within breach o f the fitness for purpose provisions. These cases impose upon
the supplier, in respect o f latent defects, a standard o f care that is equivalent to
absolute liability. The supplier cannot plead that even “the utmost skill and judgm ent
on his part could not have detected them” .
A pharmacist may find him self liable for a latent defect that was not
discovered at the time o f delivery o f the product. Certainly the comments o f Diamond

See Medivance Instruments Ltd v. Gaslane Pipework S en ’ices Ltd [2002] E.W.C.A. Civ. 500.
See section 14 (4) Sale of Goods Acts 1893 - 1980.
See Aswan Engineering Establishment company v. Lupdine [1987] 1 ALL E.R. 135, 149.
[1972] A.C. 441
See Kendall v. Lillico [1989] 2 A.C. 31, 84.
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and Howells reinforce this view for the dispenser o f a medicinal product with a latent
defect.

“W henever drugs are supplied the pharmacist will know the particular
purpose for which they are being obtained in so far as that purpose is
for administration to a human being. There will, however, be no
implied terms o f fitness for the particular purpose where the
circumstances show that it is unreasonable for the patient to rely on the
pharmacist’s skill and judgment. The pharmacist might call in aid this
provision on the ground that his skill could not be expected to detect a
hitherto known side-effect; the reply to this is that it is irrelevant: for
example the retailer in Grant v. Australian Knitting M ills Ltd could not
have detected the chemicals in the underpants but was nevertheless
on

liable when they caused the purchaser to contract dermatitis”.

In the case o f a prescription presented for a particular condition, the reliance placed
by the buyer on the seller's skill and judgm ent will depend on the circumstances o f
the case. However, where it is shown that the buyer does not rely, or that it is
unreasonable for him/her to rely, on the skill and judgm ent o f the pharmacist then the
pharmacist can avoid liability because there is an absence o f reliance by the
purchaser. Recent case law indicates that the buyer “must specify his purpose
expressly and meticulously” .^*^ The retreat, from what is known as caveat venditor,
where the court would be willing to imply that the purchaser had communicated the
particular purpose for which he required the goods,^’ has commenced.^^ Courts have

See D iam ond A & H ow ells G, Pharmaceutical Product Liability in the U nited Kingdom . Product
Liability, Insurance and the Pharmaceutical Industry. An A nglo - A m erican Comparison (editor
H ow ells G, 1991, p. 19, M anchester U niversity Press).
N ew Z ealan d C ourt O f A p p ea l in H am ilton v. P apaku a Z).C.[2000] 1 N .Z.L.R . 265.
See P reist v. L ast 1903 2 K.B. 148.
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been willing to modify the process by which this implication is made. In Slater v.
Finning Ltd^^ Lord Steyn demonstrated that the move away from caveat venditor
was underway when he stated: “To uphold the present claim would be to allow caveat
venditor to run riot”.^'* This swing o f the pendulum from caveat venditor to caveat
emptor assists the pharmacist when the buyer has not specified the purpose for which
he requires the medicine. This means that the buyer’s communication o f his particular
purpose might not be so readily implied.
Under the Act there is an onus on the consumer or patient to prove reliance on
the pharmacist. A pharmacist may demonstrate in his defence that “the implied
condition was negated by the private patient’s reliance on the judgm ent o f the
prescribing doctor”.^^ In his effort to establish reliance, partial or otherwise, the
patient could point to case law which would indicate that the pharmacist has other
duties than just ensuring compliance with the doctor’s prescription requirements. In
Prendergast v. Sam and Dee L t(f^ and Dwyer v. Roderick, i t was shown that courts
were willing to hold that pharmacists had expertise in the supply o f medicines and
patients relied on that expertise. In these cases the pharmacist failed to note obvious
prescription errors.
In the dispensing o f a prescription, how much reliance a patient places on his
pharmacist can be a question o f fact, which is judged on a case-by-case basis.

OS

In

such an evaluation, the reliance that a patient can reasonably place on his dispensing
pharmacist is, o f necessity, limited because the dispensed medication originates from
the prescribing physician. The court would take into account that usually the origin o f
a prescription is the doctor and the reliance by the patient on the pharmacist is partial.

See B rown I, The Sw ing o f the Pendulum from Caveat Venditor to Caveat Emptor, L a w Q u a rterly
R eview V o l. 116 (2 0 0 0 ) p.537.
” [1997] A.C. 473.
Ibid., at 488
See T e ff H Principles o f M edical Law 2 0 0 2 p .753 Butterworths.
[1986] 1 M e d ic a l L a w Journal 36
[1993] 127 S o licito rs Journal 806.
See Atiyah P. S. and Adams J. N , The Sale o f Goods (1995, p. 165, Pitman Publishing).
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While a partial reliance can involve the seller in liability, this can only occur w hen
“the reliance in question must be such as to constitute a substantial and effective
inducement which leads the buyer to agree to purchase the commodity” .E v e r y d a y
experience indicates that the average consumer who purchases the prescription
medicine does so not at the inducement o f the pharmacist but in the belief that what
the doctor has ordered will effect a cure.
A woman, who believes that she, may or may not be pregnant or is pregnant
and who does not inform the doctor o f this fact, and unaware o f her condition, he
prescribes a drug that is contraindicated in pregnancy. On presenting the prescription,
she asks the pharmacist whether this drug would be suitable for her condition despite
her pregnancy. In these circumstances, she has placed reliance on the skill and
judgm ent o f the pharmacist that the product was reasonably fit for the purpose for
which the medicine has been prescribed. If the pharmacist dispenses the prescription,
he will be liable to the buyer due to the reliance on his skill and judgm ent, because
courts will tend to imply “a skill and judgm ent factor in any sale and it will be
unusual for them not to do so” .'®° If her resulting condition is associated with the
pregnancy then the pharmacist will be liable to the buyer. However, if the condition is
not associated with pregnancy, then the pharmacist may not be liable if he can show
the drug was reasonably fit for the purposes for which the drug is normally used.
Case law involving medicinal products does not support the main thrust o f
this argument. In Buchan v. Ortho Pharmaceuticals (Canada) Ltd, Holland J.
contradicted the assertion that pharmacists may be liable for an undetected side effect.
In this case a contraceptive had caused a young woman to suffer a stroke. Holland J.
stated “no liability can arise under section 15 o f the Act (Ontario Sale o f Goods)
because no reliance was placed on the seller's skill or judgment, that is on the skill or
judgm ent o f Shoppers Drug M art”."^’ This argument is reinforced by the dicta o f

See Lord Sumner in M ed w a y O il S to ra g e C om pan y L im ited i’. S ilica G el C orporation (1 9 2 8 ) 33
Com. Cas. 195, 196.
See Lord Reid in K en d a ll v. L illico [1969] A.C. 31, 82.
8 D .L .R . (4“’) 373, 383 (1984)
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Lord Wilberforce in the Ashington case,'*’^ where he contended that the pharmacist is
responsible for the purity o f the ingredients o f a prescription and the doctor is
responsible for the fitness o f that prescription. Then if this were so, under Sale o f
Goods legislation, it is not the pharmacist who might be liable for an unseen or latent
side effect but the prescribing physician. If the consumer pays the doctor for his
services, the doctor is supposed to perform the service with due skill, care and
diligence. Though the pharmacist may be liable for defects that he could not have
detected, there is case law that suggests that where no reliance has been placed by the
purchaser on the pharmacist’s skill and judgment, then no liability will arise.
R isk and M erchantability

In this section the conditions that might make a medicinal product not merchantable
or unfit for the purpose for which it has been prescribed, are explored. Case law
demonstrates that medicinal products unfit for human consumption are not
merchantable. Most drugs and medicines cannot be taken without proper instructions
cind when these are lacking they will be unsafe and unfit for the purpose for which
they are commonly bought. Holland JA stated in a case where there was a failure to
warn about a serious side effect that:

“It is suggested here that the selling o f a drug which involves some
inherent risks without warning o f risks in some way makes the drug
unmerchantable. This is not a case where the risk o f taking the drug is
so high that it becomes unmerchantable. Here the absolute risk o f
injury is quite low and it could not be said that Ortho Noven 1/50 was
not of merchantable quality”.'®^

Important facts relating to merchantability can be deduced from the judges'
comments. A high degree o f risk will render a medicinal product not merchantable
and a pharmaceutical company need only warn if the risk is very high to avoid a
[1972] A.C. 494
Buchan v. Ort/jo Pharmaceuticals (Canada) Ltd 8 DLR (4th) 373, 383 (1984).
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breach of the implied term o f merchantability. In this case the risk o f a stroke as a
result o f taking an oral contraceptive was judged to have been 19 times the normal
risk factor by the Royal College o f General Practitioners in England. An increased
degree o f risk to the user o f a product will lead to a breach o f the implied terms o f
merchantability “as is reasonable to expect having regard to a description and all
other circumstances”."^'*
In assessing what risk a reasonable buyer would expect it must be a risk that
would affect in a material way the fitness for purpose o f the product. ’^’^The side
effect that caused the stroke in the Buchan case did not impair the effectiveness o f the
contraceptive properties o f the product. Blood infected with HIV or Hepatitis C
would be unsuitable for the purpose for which blood transfusions are used.'°^. If the
risk is o f such a magnitude that it affects significantly the fitness o f purpose o f the
product by making it unfit for human consumption then it becomes unmerchantable.
In determining merchantability o f a medicinal product, there is a coirelation between
risk and merchantability. Decreasing risk increases merchantability; increasing risk
lessens merchantability. The quantum o f risk is a judicial determination depending on
the purpose for which the goods are commonly bought and which would be
reasonable to expect taking into account all other circumstances.'^’
In determining merchantability courts have to set objective quality standards.
Rogerson and Trebilock state that:
“The concept of a defect is worked through the interpretation o f the
terms ‘particular purpose’ and ‘reasonably fit for purpose’” .

108
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In resolving whether the product is unfit, courts have in some cases applied a Learned
Hand negligence formula, which, assesses the probability o f harm times, the
seriousness o f harm (a risk benefit analysis) and detennines whether the degree o f
risk warrants the imposition o f liability.'®^ This formula is discussed more fully in the
strict liability and negligence chapters.
Lord Pearce’s judgm ent in K endall v. Lillico”° demonstrates the convergence
o f the theories o f negligence and warranty by the use o f a risk benefit analysis in the
determination o f the fitness for purpose o f a product. This can be seen in the
following judgment:

“I would expect a tribunal o f fact to decide that a car sold in this
country was reasonably fit for touring even though it was not well
adapted for conditions in a heat wave, but not if you could not cope
adequately with the rain. If, however, it developed some lethal or
dangerous trick in very hot weather, I would expect it to be found
unfit. In deciding the question o f fact the rarity o f the unsuitability
should be weighed against the gravity o f the consequences. Again, if
food was merely unpalatable or useless on rare occasions, it might well
be reasonably suitable for food but I should certainly not expect it to be
held reasonably suitable if even on very rare occasions it killed the
consumer.”

This thesis proposes that risk benefit analysis is the best method o f determining the
defectiveness o f medicinal products. However, the paucity o f cases applying risk
benefit analysis demonstrates a general failure to utilise this effective method o f
determining fitness o f purpose. As was demonstrated by the Buchan case, the latitude
o f risk required for the product to become unmerchantable is quite considerable. It is
difficult for the purchaser to establish that a medicinal product is not merchantable or
fit for the purpose for which it was intended on the basis o f side effects, either hidden
'°U h id .
A C 196931,115.
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or obvious. An exception to this occurs when the product is totally unfit for human
consumption. Blood products infected with HIV or Hepatitis C fall within this
category.’" Supply by a blood bank, as distinct from a hospital, was construed as a
sale o f goods permitting an action for strict liability and breach o f warranty.
However, in the subsequent hearing blood and blood products were held to fall within
Comment K o f The Restatement (Second) o f Torts section 402A, which excludes the
application o f strict liability to “unavoidably unsafe” products."^ A further issue
relating to medicinal products is that drug injuries may not occur for some time after
marketing. Foreseeability thus becomes a factor in cases where injury is caused by
medicinal products.
Foreseeability and Fitness for Purpose.
Foreseeability in medicinal products relates to unforeseen reactions to a drug. A
product that is reasonably fit for all ordinary uses, but not fit for unusual purposes,
raises the issue o f the liability o f the seller for injury caused. Case histories in nonpharmaceutical cases demonstrate a variety o f different approaches. What courts have
to consider is whether a breach o f contract in relation to fitness o f purpose has arisen
due to the disregarding o f a foreseeable risk. In Vacwell Engineering v. B D H
Chemicals, t h e

defendant sold boron tribromide to the plaintiff for use in a

manufacturing process. It was not known by the defendant that when mixed with
water the chemical could cause a violent explosion. This happened and it resulted in
the death o f one o f the p lain tiffs employees and considerable damage to his building.
The defect was not latent and foreseeable and the injury occurred because no warning
labels were placed on the ampoules o f boron tribromide that would indicate to the
user the consequence o f mixing it with water. This was not a latent defect, though not
mentioned in the modem textbooks o f the time; it had been noted in earlier French
Texts o f the 1920s and 1930s. It is interesting to quote the judge

See A. 1’. Tlw N a tio n a l B lo o d A u th o rity [2001] 3 All E.R. 28 9 and B elie B onfils M em o ria l B lo o d
Banic
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H ansen 579 P 2d 1158(Col Sup Q ) (1983)..
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“As a result o f the breach o f contract in the instant case, an explosion,
albeit o f a small or m inor kind, was reasonably foreseeable. Explosion
o f the magnitude that did occur was not reasonably foreseeable, but I
find it was a direct result o f the supply o f boron tribromide, without an
adequate warning label for use in Vacwell's manufacturing process.
Looking at the whole o f the circumstances disclosed by the evidence. I
hold that the explosion was caused by the breach o f contract.” '

If the reasoning o f Rees j. is followed, a reaction to a drug that was not reasonably
foreseeable could be laid at the door o f the seller if the seller had not warned o f the
danger to the buyer. Included in such a breach o f contract would be a failure to test
the diTJg and the incon'ect manufacture o f the product. What the court did was to
extend the meaning o f puipose to an event or consequence that was not reasonably
foreseeable. Liability for defects that ai'e not reasonably foreseeable could have farreaching consequences for the supplier or manufacturer, as this would make them the
virtual insurer for all types o f defects. But the effects o f extending the meaning o f
foreseeable purpose can be ameliorated by the rule relating to the remoteness o f
damage.
Fitness for Purpose and Remoteness of Damage
Under the general rule o f remoteness o f damage, the injured party is only entitled to
recover damage for what was reasonably foreseeable at the time o f the contract.*'^
Foreseeable in this context has been defined as “that which is capable o f being
foreseen as a real risk or serious possibility resulting fi'om the breach”."^
“Reasonably foreseeable” depends on the knowledge o f the parties at the
contemplation o f the contract, and applies specifically to the party that com mits the
breach. The knowledge, which can be actual or imputed, is ascribed to a reasonable
'

See R ees J. in V acw ell E n gin eerin g v. B D H C h em icals [1969] 3 A ll E.R. 1681, 1696.
See H erron // [ 1 9 6 9 ] 1 A .C . 3 5 0 , 382, 383.
See A squith L.J. in Victoria L a u n d ry

N ewm an Industries [1949] 2 K .B . 528.

42

person who “in the ordinary course o f things” is aware o f the loss that will result from
the breach.*'^
As in negligence, the knowledge that a manufacturer should have at the
contemplation o f the contract is deemed by the courts to be that o f the reasonable
pharmaceutical manufacturer. A manufacturer cannot foresee a loss from a breach o f
contract if he is unaware o f how that breach may occur. It is impossible to attribute
losses resulting from a breach o f implied quality terms when it is applied to latent
defects, simply because the defaulting party could not have been aware o f such
defects when contemplating the contract.
The scope for discovering defects is quite broad- - “less than an even chance
but nevertheless not very unusual and easily foreseeable.”

1 1Q

The chance o f

discovering a defect in a drug would be much less, because the licensing system
would eliminate most defects prior to marketing. Another factor, which influenced
the judge in the Vacwell case to extend the meaning o f “purpose “to any foreseeable
purpose, was the high degree of risk associated with the use o f the product and the
considerable damage that occurred as a result o f the absence o f a necessary
w arning.''^ As has been already noted in other cases, a high degree o f risk from a
product is a factor in determining the merchantability o f a medicinal product.

1

20

Fitness for Purpose and Idiosyncratic reactions
The strict approach o f Rees J. in Vacwell Engineering v. B D H Chemicals

can be

contrasted with the position adopted by the courts in relation to an idiosyncratic
reaction. Lord Wilberforce in Chris H ill L td v. Ashington Piggeries'^^ said that if the
consumer possessed an idiosyncrasy, then the consequences should be borne by the
buyer rather than the seller. An allergic or idiosyncratic reaction is an unexpected side
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effect exhibited by certain members o f the population to a drug. Courts as a general
rule, where the buyer is an abnormal buyer, state that he must communicate that
abnormality to the seller because the seller, if he is uninformed, cannot use his skill
•

and judgm ent in providing goods that are best suited to the buyer's sensitivities.

t ^

Though it has been accepted that establishing “where normality ceases and
abnormality begins is not a precise science”, it was assumed that courts should have
no difficulty in establishing that line.'^"* The abnormality argument has found success
recently in the House o f Lords decision o f Slater v. Fleming

where the court

was willing to imply a fishing boat engine to be abnormal or idiosyncratic. The
abnormality argument lessens Lord Reid's argument in Kendall v. Lillico that the
seller is liable for all latent defects.

Unusual risks do not automatically attract

liability.'^’
The sale o f goods legislation only obliges the seller to supply goods that are
“reasonably fit for the purpose “for which the goods are commonly bought. Side
effects o f medicines do not affect the majority o f the population. The relatively small
group o f consumers suffering side-effects may in fact be considered abnormal and as
a consequence their “protection becomes seriously eroded by the courts that readily
accept the abnormality argument.” '^* In the final analysis, a medicinal product is
usually fit for the purpose for which it has been purchased. An allergic reaction,
unless it interferes with the purpose o f the product, does not affect this. However,
privity o f contract can present, in certain circumstances, a greater problem for an
injured consumer than the application o f the implied terms such as fitness for
purpose.

See G riffiths v. P e te r C on roy L td [1939] 1 All E.R. 685.
See Sir W ilfred Green M.R. G riffiths v. P e te r C on roy L td[\91>9] 1 All ER 6 8 5 , 691, 692.
'-^ [1997] A .C . 473
S e e [ 1 9 6 9 ] 2 A .C . 3 1 ,8 4 .
S ee R ogerson C& Trebilcock M Product Liability and the A llergic Consumer: A Study in The
Problem o f Framing an E fficient Liability R egim e 1986 36 U niversity o f Toronto Law Journal 52,60.
'■* See B row n I, Commercial Law, p.496. Butterworths 2001
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The Privity Problem

Privity determines the contractual relationship between parties and also provides legal
grounds for one party to sue another for breach o f contract. A party who is not
directly involved in the contract does not have this right. This form o f privity is
known as horizontal privity. It means that a person injured by a defective medicinal
product has no possible action against the pharmacist unless the victim is the
purchaser o f the drug. Horizontal privity has come in for criticism from consum er
groups, who believe that this is restrictive and anti-consumer. Privity has been
redressed in the United Kingdom by the Contracts (Rights o f Third Parties) Act
1999.The doctrine o f privity remains in place in Ireland. The restriction caused by the
rule tends to lessen the application o f sale o f goods legislation for people not party to
the contract.
Under vertical privity a phamiacist, who is sued under contract law by the
consumer, can recover any damages in turn, by suing the supplier or wholesaler who
supplied the defective product. The pharmaceutical wholesaler then sues the
manufacturer. For a consumer, the procedure is a very cumbersome m ethod o f
providing him with a legal remedy against the manufacturer. This is especially so
since an exclusion clause may be inserted in the contract o f supply by the
manufacturer exempting him from liability which could mean that the cost o f liability
is borne by the pharmacist not the manufacturer. Unlike the retailer or a pharm acist
the manufacturer can exclude the implied terms relating to the quality o f the goods.
These terms are subject to the test o f reasonableness.

19 Q

It is, however, unlikely that a

drug manufacturer would not indemnify a pharmacist in respect o f liability arising
from a defective medicinal product. The circumstance where this may not happen is
where the manufacturer goes into liquidation leaving the unfortunate pharm acist
carrying liability.
Brushwood has suggested that the imposition o f strict liability, through the
Sale o f Goods Act, could prejudice the dispensing o f generic drugs because generic
pharmaceutical companies might not have adaquate financial resources to fight

'■’ S ee section 54(4), Sale o f G oods Act 1893 and the Sale o f G oods and Services A ct 1980.
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successful product liability actions. This leaves the pharmacist as the only source o f
r e d r e s s . T h e French Civil Code provides a solution not only for the consumer but
also the pharmacist where it permits the manufacturer of defective goods to be sued
directly.'^' This has also been a feature of American jurisprudence since the 1950s.
132

In Ireland the Woman’s Status Act of 1957 has ameliorated the effect o f the
privity rule. Woman's Status Act 1957, section 8(1). This provides that a husband,
wife and children can sue by either of them on behalf of the other when the contract
is made for their benefit. The extension of this form of legal redress to third parties in
Ireland has not taken place. Lord Denning, who believed that the rule created
u n f a i r n e s s , w a s instrumental in the introduction of the Contracts (Rights of Third
Parties) Act 1999 in Britain. The Irish judiciary seems to prefer the maintenance of
the status quo as the following comments of the Chief Justice indicates: - In Glencar
Exploration PLC v. Mayo County Council, Keane C.J. stated:

“If A sells B an article which turns out to be defective, B can normally
sue A for damages for breach of contract. However, if the article
comes into the possession of C with whom A has no contract, C cannot
in general sue for the defects in the chattel unless he has suffered
personal injury and damage to property within the Donoghue v.
Stevenson principle. And this would be even where the effect was
latent and did not come to light until the article came in to C's
possession. To hold otherwise would be to expose the original seller to
actions from an infinite range of persons with whom he had never had
any relationship in contract or its equivalent.”

See Brushwood D, The Pharmacist Drug Information Responsibility After M cKee v. American
Home Products F ood and D rug Law Journal (1993) Vol.48 377, 379.
See Calais-Auloy J, Consumer Leglisation in France (1984, p.27, Van Nostrand Rheingold).
Note this is discussed in the Theory o f Strict Liability Chapter. 5
See B esw ickv. Beswick [\9 6 6 \ Ch. 538,557.
See Glencar Exploration PLC v. M ayo County Council [2002] 1 I.L.R.M. 505, 513.
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The British legislature has recognised not only the unfairness o f the privity rule but
also the limitations o f the definition o f merchantability in their Sale o f Goods Act
1979. This is similar to the Irish definition contained in the Sale o f Goods and
Services Act 1980. It was felt in Britain that the definition focused too much on the
usability o f the product and not on its general condition. For that reason
‘merchantable quality’ was replaced by ‘satisfactory quality’.
Should the “Satisfactory Quality” Test have been adopted in the Sale of Goods
and Services Act 1980?
Under the definition o f merchantability adopted in the Irish Sale o f Goods and
Services Act 1980, the focus is on usability requiring that the product be fit for one or
other purposes for which it is normally bought. Therefore, a car is merchantable if it
is capable o f being driven from one place to another; a washing machine is expected
to wash clothes adequately without breaking down frequently. The consumer expects
the new car or washing machine to be free from minor defects and blemishes upon
purchase. While functionality was previously the norm for products such as cars and
washing machines, improved technology has raised expectations o f consumers.
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The English Law Reform Commission demonstrated awareness o f these new
consumer expectations when they proposed an expansion o f the quality provisions o f
the A ct to include safety, appearance, finish and freedom from minor defects. The
commission proposed the replacement o f the term “ merchantability “ with the term
“satisfactory quality” . In doing this, they downgraded the usability criterion and gave
prominence to the issue o f acceptability. Goods are o f Satisfactory Quality:

“If they meet the standards that a reasonable person would regard as
satisfactory, taking account o f any description o f the goods, the price
(if relevant) and all other relevant circumstances” .

See R oger

V.
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Parish (Scarborough) L td [\9 ^ 1 ] Q.B. 933 C.A. at 944.

See section 14 (2) o f the Sale and Supply o f Goods Act 1994.
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The definition, reflecting the acceptability approach, “goes beyond pure functionality
and to the overall condition o f the goods” . I n

the Law o f Product Liability Chris

W illett states:

“In short, the acceptability approach could be viewed as a move
towards a reasonably comprehensive minimum quality standard” .
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The important issue is whether this acceptability test represents an improvement on
merchantability? AG Guest comments that this change from merchantability to
satisfactory quality is “plainly directed towards finding a formulation which is
appropriate to the consumer as well as to commercial s a l e s . H o w e v e r , the term
satisfactory quality does not offer a clearer definition and is directly linked to the
concept o f the “reasonable person” . Atiyah has commented that tests “which depend
so heavily upon standards o f reasonableness tend to be somewhat circular in
practice”. W h e n imprecise terms, such as merchantability and satisfactory quality,
are introduced, judgm ents as to how a reasonable person may behave in any given
circumstances relate less to fact and more to evaluation. Atiyah is correct when he
criticises the concept o f reasonableness in determining defectiveness:

“Questions o f reasonableness require the court to provide the answer
from its sense o f justice, but that means that detailed analysis and
illustration must remain necessary unless every case is to be disposed
of by an appeal to the court's idiosyncratic views o f what justice
demands. That would, surely, be quite unacceptable in such a large and
important area o f the law such as this. This same point can be made in
relation to the new section, which provides the goods are o f a

See W illett C, The R ole o f Contract Law in Product L iability, Ed Grubb A (2 0 0 0 , Butterw'orths).
Ibid., z x p . l l .
See Benjam in's Sale o f G oods (sixth edition, editor G uest A G, 2002,- p.498 Sw eet and M axw ell).
See Atiyah P S, The Sale o f G oods (ninth edition 1995, p .140 Pitman Publishing).

48

satisfactory quality if they meet the standards a reasonable person
would regard as satisfactory” .''*'

In relation to determining the defectiveness o f a product as a fact, the 1994 UK Sale
o f Goods and Services Act definition o f satisfactory quality does not improve on the
definition o f merchantable quality as defined in the Irish Sale o f Goods and Services
Act 1980.'^^
The definition “satisfactory quality” mentions safety specifically, which is o f
the great relevance in determining the defectiveness o f medicinal products. Safety
was a factor in the old test o f merchantability though specific reference was not m ade
to it. Chris Willett makes the point that quality is a broader and more dem anding
requirement than safety in its own r i g h t . I t is doubtful that quality could be
elevated above safety in respect o f a wide variety o f goods.
The Concise Oxford Dictionary defines quality as a thing o f excellence and
safety as a condition o f being safe or freedom from danger or risks. Thus safety is a
prim ary concern for most products. Quality, which refers to the condition o f the
goods, is a very important factor in respect o f motorcars and washing machines.
However, it is generally accepted that safety is the dominant factor in the
defectiveness o f medicinal products. A reference to safety in deciding satisfactory
quality emphasises its importance to the consumer in his/her expectations o f a
product. In the final analysis The Law Reform Commissioners concluded that a
reference to safety was important to highlight the issue but it was deemed equally
important to avoid the argument that its omission downgraded its relevance.'"''*

'•*' Ibid.
''*■ See section 13(3), Sale o f G oods and Supply o f Services A ct 1980. In the 1980 A ct there w a s an
im plied condition that the sale o f a m otor car was not dangerous. N o mention o f safety requirem ents
for other products w as mentioned in the Act.
See W illett C, The R ole o f Contract Law in Product Liability in The Law o f Product
Liability(editor H ow ells G 2000, p .77, Butterworths).
See 3 .4 4 -3 .4 6 Law C om m ission Report n o .160 Sale and Supply o f G oods 1987.
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The Law Commissioners have pointed out that the reforms were “intended to
be useful but not revolutionary” . T h e r e have been a number o f cases w here the
definition o f satisfactory quality has been used to determine the defectiveness o f
products under the Sale o f Goods Act 1994.’'*^ However, no cases involved defective
medicinal products. An analysis o f the cases suggest that “it is doubtful if any o f the
cases referred to above would have been decided any differently under the previous
definition” ''^^ If this is true, then satisfactory quality has added little to the
determination o f defectiveness under the Sale o f Goods legislation. An additional
factor in medicinal products is that injuries do not sometimes occur for a considerable
number o f years. The time o f determining liability for post marketing or post delivery
defects under the Sale o f Goods Act becomes an issue.
M erchantability and Post Delivery Defects
M erchantability is determined at the date o f sale or delivery. In the case o f medicinal
products the date o f delivery and the data o f sale are the same. A supplier is liable for
all defects either hidden or otherwise at the date o f delivery or sale. If a medicinal
product is found to possess a toxic characteristic, which was latent or hidden, after the
date o f delivery or sale, should a court take into account this fact when deciding the
merchantability o f the product? Lord Reid posed this question as follows: “So the
question arises to judge merchantability at the time o f sale or in the light of later
knowledge?” This question was posed in Kendall v. William Lillico,^'^^ where a novel
feature o f the case arose. At the date o f trial it was found that the Brazilian groundnut
extract was not suitable for feeding to poultry. Subsequently it was discovered that it
was fit for feeding to cattle provided that it did not exceed 5% o f the total feed. The
Ibid., at para.1.11.
These include alleged defective boilers - see Jewson i’. K elly (2003) E.W.C.A. Civ. 1030 2004 1
Lloyd’s Rep. 5056: a defective motor car see Thain v. Anniseland Trade Centre (1997) S.L.T. 102 and
a very expensive new yacht approved and found not to be ocean-going see Clegg i’. Anderson [2003]
E.W.C.A. Civ. 320 [2003] 1 All E.R.(Comm) 721.
See Ervine W C H, Satisfactory Quality: What Does It Mean? Journal o f Business L aw (2004)
November Issue 684, 703.
[1969] A.C. 31, 75.

50

question for the court was whether it was proper to introduce in evidence this
subsequent fact in determining merchantability. Lord Reid stated in answer to the
question that:

“it is quite clear that some later knowledge must be brought in for
otherwise it would never be possible to hold the goods were
unmerchantable by reason o f a latent defect. By definition a latent
defect is something that could not have been discovered at the time by
any examination which in the light o f then existing knowledge it was
reasonable to make. But there is a question as to how much latter
knowledge ought to be brought in

In medical product defect litigation a reverse situation prevails to which occurred in
the Kendall case, a medicinal product, which was thought to be defect free, develops
a serious side effect which was latent at the date o f supply or sale.
In addition to the issue o f later knowledge raised by Lord Reid, another
question arises for consideration is the amount o f time that can reasonably elapse
from the date o f purchase to the buyer becoming aware o f the defect.'^® Lord Diplock
has recognised that there is a “continuing warranty” that the goods will be fit for a
particular purpose for a reasonable time after the date o f delivery.’^'
Recently in Viskase Ltd v. Paul Kiefel GmbHm,

1 ^9

•

•

Chadwick L.J. m the Court

o f Appeal doubted whether there could be a continuing w'arranty that goods would be
fit for a purpose after the date o f delivery. Because it was recognised by the Court in
these circumstances “it is difficult to see what the retailer could do to guarantee ftiture
performance” .'^^

^^Ubid.
. See Rougier J. in B ernstein

P am son M o to rs L td [1987] 2 All E.R. 220, 227.

See L a m b ert v. L ew is [1982] A.C. 225, 276.
'^ -[1993] 3 All E.R.. 362, 368.
I b id
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By analogy, in a medicinal product defects case, it could be impossible for a
retailer or Pharmacist to see what can be done about future hidden side effects after
the date of sale.’^'*
If the latent defect materialises within a reasonable time, “there may be a
(rebuttable) presumption that the breach occurred at the time of delivery”. L o r d
Diplock observes that a reasonable time o f discovery of latent defects depends on the
type o f goods. In the case of a post marketing defect in a medicinal product, this may
not manifest itself for some time. Twiggs-Flesner suggests that;
“Lord Diplock’s reference to a reasonable time after delivery is probably best
interpreted as going towards the burden o f establishing that a latent defect was
present at the date of delivery”.
However, recently the Court o f Appeal in VAI Industries (UK) Ltd v. Bostock
Bramly^^^ has stated that the assessment o f a breach of quality warranty should be
done at the time of delivery or supply and not at the time the breach is discovered.
This has potentially severe consequences for the victim o f a latent defect that is not
discovered within a reasonable time after the purchase o f a product, and then the
quality provisions relating to merchantability and fitness for purpose will not apply.
There is an added burden on the plaintiff, for the victims o f a medicinal product
accident will have to prove that the defect was knowable in the light o f then existing
knowledge.'^^
The admittance by courts of acquired knowledge of the defect raises issues of
fairness particularly for the manufacturer. Professor Good states:

See VAI Industries (UK) v. B ostock and B ram ley Transmissions L td et a l [2003] Building Law
Reports 359, 367.
Twiggs-Flesner C, The Nature o f Express Quality Warranties (2004) Law Q uarterly R eport
V ol.120, 214,216.
^^Ubid.
[2003] E.W.C.A. Civ. 1069. [2003] Building Law Reports 359
See Lord Reid in K endall v. William Lillico [1969] 2 A.C. 31,75.
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“The crucial question is whether after acquired knowledge o f the fact
that a substance originally believed harmless is in fact injurious should
be taken into account in the first place”.

If after acquired knowledge were used to determine the m erchantability o f a
medicinal product, the seller w ould be liable for all risks o f a defect from the date o f
contract to the date o f trial. The House o f Lords decided the Kendall case on a
m ajority verdict w here after acquired knowledge was accepted by the court in its
determination o f merchantability. If the m ajority view in the K endall case w ere to
influence judgm ents

in

similar

cases,

the

p la in tiffs

chances

o f obtaining

com pensation would be greatly enhanced and the supplier unfairly disadvantaged.
Professor Goode makes a valid point when he states:

“The parties must be assumed to have contracted in the light o f the
state o f knowledge prevailing at that time o f delivery. After acquired
knowledge whether as to unsuspected toxicity or as to unsuspected
immunity or antidotes should be ignored”.

The House o f Lords decision in the Kendall case is a correct decision, in the
circumstances o f the case, for it w ould be unfair to expose a defendant m anufacturer
to an action in damages for having originally rejected goods as being not
m erchantable which later turned out to be merchantable because o f scientific
research.'^' Due to the special facts o f the case, it is unlikely that Irish courts would
use, in their deteiTnination o f merchantability o f medicinal products, scientific
inform ation garnered after the date o f delivery. The H ouse o f Lords did not reach a
unanimous verdict on post contract acquired knowledge and for this reason Irish
courts would distinguish the case on grounds o f fairness alone. The admission o f

S ee G ood e R C om m ercial Law(third edition 20 0 4 ) p .314 L exis -N e x is .
Ibid.
Ibid. B row n I, C om m ercial Law (2 0 0 1 , p .2 4 3 , Butterworths).
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scientific evidence after the date of delivery is one area of potential unfairness to the
supplier for:

“It seems unreasonable that the party who acted on the basis of rights
existing when the goods were delivered should have those rights swept
away because of the latest scientific developments, of which he could
not have been aware”.

Another source o f unfairness is the imposition of strict liability on the supplier for a
breach o f the quality provisions of the Sale o f Goods Act.
Strict L iab ility -- H ow fair is the im position o f Strict L iability?

One o f the major debates is whether product liability should be based on negligence
or strict l i a b i l i t y . I n the 1980s there was considerable controversy in Europe as to
whether strict liability should be introduced for defective products under the Product
Liability Directive. In the argument surrounding its introduction, it was rarely noticed
that strict liability has always been imposed on the seller of defective products under
the Sale o f Goods legislation. This section will discuss the development o f this
system of liability and its fairness in relation to the unforeseeable effects o f medicinal
products.
In the 19th century, equity was the most important factor in deciding the
fairness of contractual exchange.'^"' In their attempt to achieve fairness between
contracting parties the courts developed warranty concepts which were contractually
based. These wan-anties arose because in many cases the buyer o f goods was
geographically distant from the seller who knew more about the quality of the
product than the purchaser. Stoljar observes in the case o f a sale by description o f
peas:
See Forde M, Commercial Law, (1990, p.78, Butterworths).
See H ow ells G., The Law o f Product Liability (2000, p.20, Butterworths).
See Atiyah P, The Rise and Fall o f Freedom o f Contract (1979, p.479. Clarendon Press).
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“It was not acceptable to argue that all the seller was promising to do
was to take all reasonable care that what he delivered was peas rather
than beans. He had to deliver peas. Insomuch as the idea o f implied
agreement formed the basis o f this warranty, a strict obligation
reflected market sense. In cases, whether goods met the contract
description but suffered from a substantial defect in quality, the
analogy with the strict obligation relating to description probably
seemed strong, and certainly the two w airanties were often run
together in the early cases.”

These transactions

were commercial in nature but it was

not long

before the buyer

was able to obtain compensation not only for economic loss due to the supply o f
inferior goods but also compensation for physical d a m a g e . T h e r e f o r e , it was
pointless for the vendor to attempt to show that he had exercised all reasonable care
in discovering the potential defects in a product. Strict liability was imposed. As early
as 1903, an unfortunate publican in Wren v. H olt was sued successfully for supplying
beer that contained arsenic though nothing less than an analysis by an expert could
have revealed the presence o f the a d u l t e r a n t . T h i s im position o f strict liability on
the seller o f defective products provides a powerful and convenient rem edy for the
buyer.
Surprisingly, this burden o f strict liability on the seller has provoked little
criticism. M iller and Goldberg in their book on Product Liability have suggested that
“that the law is adm ittedly open to criticism in adopting this position” '^^ They base

Stoljar S, Conditions, Warranties and Descriptions o f Quality in the Sale o f Goods (1952) 15
M odern L aw Review 425, 435, 436.
See R andall

V.

Newson [1877] 2 Q.B.D 102, 103.

See [1903] 1 K.B. 610.
See Stapleton J, Products Liability (1994, p .15, Butterworths).
See M iller CJ and Goldberg RS, Product Liability (second edition, 2003, p.4, Oxford University
Press).
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their criticism on Professor Waddam’s contention in his book “Product Liability “
that under contract law there is an entitlement to recover the price when the goods do
not meet the conditions as promised in the contract. This entitlement does not
necessarily translate into a right to obtain compensation for physical injury resulting
from the use of a product.
The right to recover price arose, because it was decided in the 19th century
that a seller of goods might, in some circumstances, be held to warrant the quality o f
his goods even though he made no express affirmation.'^' This principle was codified
in the Sale of Goods Act.'^^ Because the seller's statement had caused the purchaser
to acquire the product, the seller became liable for the loss caused by the defect in the
product. However, when goods injure the purchaser, he is not particularly interested
in recovering damages based on the value of the product; he cares only in obtaining
compensation for his injuries. This is a different type of claim from that o f recovering
compensation for the loss of value o f the p r o d u c t . T h e courts over the years failed
to differentiate between the loss of value in the product caused by the defect and the
damage caused by its use. In a series of cases, the courts held that the seller was liable
for a breach o f warranty and he also was liable for all foreseeable damage caused by
the defective condition o f the goods.'’'* It was held in warranting that the goods were
merchantable, the seller undertook responsibility for all foreseeable consequences o f
a breach of his promise. This was especially true in the case o f implied warranties,
because in most cases he would not have made a statement as to the quality o f the
goods. Professor Waddams observ'es:

W addam s S. M . Product L iability (fourth Edition, 2 0 0 2 , p .80, C resw ell).
See G a rd in er v. G ra y [1815] 4 Camp 144 and Jon es v. J u st [1868] LR 3 Q .B . 197.
S ee W addam s SM , Products L iability and Strict L iability, Warranties and the Sale o f G oods (1 9 6 9 )
19 U niversity o f Toronto L a w J o u rn a l 157.
''^^Ibid., 160.
See B row n v. E dgin gton [1841] 2 Man & G 2 7 9 , R a n d a ll
G reen [1875] 2 Q .B .D 102 (C A ).
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R a p e r [1858] BL &EL 84 and Sm ith v.

“In reality therefore, it is submitted that the imposition o f liabiUty on
the seller for damage caused by the use o f the goods was a pure
creation o f law, achieved by fictitiously implying the existence o f a
prom ise”.

Professor W addams further developed these ideas in his book ‘‘'Product L iability'’’ in
2002 .

“In my view the historical explanation for these anomalies lies in the
fictitious use o f contract theories in order to achieve a result quite
unconnected with the purposes sought to be served by the law o f
contract. The extension o f liability for breach o f the implied warranties
to consequential damages had the effect o f imposing on the business
seller, irrespective o f any real promise, strict liability for injuries
caused to the buyer by defects in the goods. In my view the conclusion
can only be justified, not on contractual principles, but on principles o f
risk spreading and allocation o f losses. If this argument is accepted,
there can be no justification for limiting the application o f the liability
by principles that have to do with the enforcem ent o f promises. It
would appear, therefore, that the next step in the development o f the
law must be the open recognition o f the principle o f strict liability in
tort, independent o f contractual limitations which would extend
liability against any business supplier o f defective goods to any person
injured by them. As is well known, ju st such a principle has been
adopted in a majority o f American jurisdictions.” ’’^

However, as will be seen later in Chapter 4 on: the Conceptual Basis o f D efectiveness
under Strict Liability’ and Its Relevance to M edicinal Product Defects, most A m erican
See Waddams S M, Products Liability and Strict Liability, Warranties and The Sale o f Goods
(1969) 19 University o f Toronto L aw Journal 161.
See Waddams SM, Product Liability (fourth edition, 2002, p.80, Creswell).
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jurisdictions have adopted the Second Restatement on Torts which imposes strict
hability for defective products. The restatement ameliorated the effects of strict
liability by imposing it only on manufacturing defects and failure to warn omissions
by manufacturers. In the case of design defects that were undetectable at the date o f
circulation of the product, they allowed the manufacturer the state o f art defence,
which allowed him to escape liability for undetectable defects. The manufacturer or
seller has no such defence under the Sale o f Goods legislation. This is unfair to the
seller particularly in the case of medicinal product defects, which may have been
undetectable when the product was first introduced to the market. It could be said that
there is an unjust imbalance of rights between the consumer and the supplier.

An Im balance of Rights Between the Consum er and the Supplier

The application of strict liability under the Sale o f Goods Acts provides a powerful
remedy for those injured by medicinal products defects, but it also creates an
imbalance o f rights between the consumer and the supplier/manufacturer. Strict
liability was the creation of the judiciary when products were o f natural or o f simple
origin. Today’s drugs are of considerable complexity and require major investment
but also have considerable social benefits. The seller is liable for hidden defects under
the Sale o f Goods Legislation which is not the case under negligence and the form o f
strict liability as introduced under the Liability for Defective Products Act 1991.
Miller and Goldberg have noted this disparity when they state:

“Nonetheless, the development o f contractual and tortious liability
over the years produces a comparison which some may find difficult to
justify. But for many years the general rule in tort was that even the
careless defendant would not be liable. Whereas in contract or sales
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law, liability was imposed although the defect was undetectable
through the exercise o f utm ost care” .

There is no limit to contractual liability under the Sale o f Goods Acts and different
US state courts have taken widely divergent positions in attributing liability in
defective blood cases. This lack o f cohesion on this issue arose from a genuine fear in
some states that the imposition o f strict liability under strict tort or warranty theories
would severely curtail the supply o f blood products. In the State o f N ew York the
Supreme Court in the case o f Pearlmutter v. Beth Davis H ospitaf''^ refused to im pose
strict liability on policy grounds that the virus Hepatitis C. was not detectable. This
case has to be contrasted with that o f Cunningham v. M acNeal Hospital^^'^ where the
Supreme Court o f Illinois took an opposite position to that o f the New York Supreme
Court. On policy grounds the Supreme Court o f Illinois said that not to im pose
liability would emasculate the doctrine o f strict liability. There is a fundamental
problem o f whether “liability should, in any event be imposed in respect o f risks
which may well have been scientifically unforeseeable at the time the product w as
mai'keted”.'*°
Coupled with this difficulty is the question o f whether, in the case o f
medicinal products that the actual product caused the injury complained o f T h e
consequence o f this is that absolute liability is imposed on the vendor and through the
chain o f liability to the m anufacturer leading to issues o f insurance risk for new
products and possible curtailment o f innovation in the development o f m edications
that have potentially beneficial uses for society as a whole. Such issues have
impacted on drug manufacturers in the United States where the liability system has

See M iller CJ and G oldberg R, Product Liability (secon d edition, 2 0 0 4 , p. 148, Oxford U n iv ersity
Press).
123 N E 2 d 792(N Y , 1954).
” ’ 2 6 6 N E 2 d 897 (ILL, 1970).
M iller and Goldberg, Product L iability (second edition, 2 0 0 4 , p .150 Oxford U niversity Press).
T his w ill be discussed in Chapter 8 on Causation.
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been the most rigorous in the world. Courts under the sale o f goods legislation have
imposed absolute liability for hidden defects.
The EU Directive on Product Liability imposes a form o f strict liability but
ameliorates its consequences by the Development Risk Defence. There is a need
under sales law to achieve a greater balance between the manufacturer/supplier and
the consumer and this will be achieved by the introduction o f a contractual state-ofthe-art provision in a new Sale o f Goods Act. In addition, any reform o f the Sale o f
Goods legislation should include a separation o f the consumer and commercial codes.
Separate Commercial and Consumer Codes of The Sale of Goods Act-A Long
Overdue Concept?
The original Act o f 1893 did not recognise a separate code for consumer transactions.
It was envisaged that the Act would apply essentially to the sale o f goods between
traders who had equal bargaining power. The consumer would not been prominent
until the 20th century. The complex products, which were bought by these
consumers, could not have been foreseen at the end o f the 19th century. This was
particularly true o f medicinal products, which were not developed in their current
form until the mid-20th-century. This technologically based product has always been
difficult to accommodate within the law o f sale, which is a branch o f commercial
Law, arising from 19th century case law.'^^ The implied terms o f description, fitness
for purpose and merchantable quality, were laid down in a series o f 19th century
judgm ents before they were consolidated into the 1893 Sale o f Goods Act. This case
law related mainly: “to small commodities agreements and the sale o f goods for
industrial use and consumption”.'^^ Therefore the law upon which the Sale o f Goods
Act was based did not include consumer durables or the complex m anufactured goods
found in modem case law.'^^
There have been numerous attempts to reform the Sale o f Goods Act and to
make it more responsive to consumer demands. In the UK there been two attempts:
'*■ See H olsw orth W S, A History o f E nglish Law (1 9 3 8 , p.524, Sw eet and M axw ell).
See B ridge M G, The Sale o f G oods (1 9 9 7 p.2, Clarendon Press).

'^Ubid.
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the 1979 Sale o f Goods Act and more recently the Sale and Supply o f Goods Act
1994.
In Ireland, the Sale o f Goods Act 1893 was amended by the Sale o f Goods
and Supply o f Services Act 1980. The Irish Act o f 1980 is more com prehensive than
the UK Sale o f Goods Act 1979 because it requires goods “ to be fit for the purpose
or purposes for which goods o f the type are commonly bought” and also dem ands
that they are “as durable as it is reasonable to expect” .'*^
Brown comments that in spite o f the amendments to The Sale O f Goods Act:
“It remains a feature o f English Law that overall, the principles relating to the sale o f
goods are o f general application and there is no decisive separation o f commercial
sales from consumer sales’’.'*^ Reynolds rejects the idea o f a separate code for
consumers. However, he believes that the better o f the two approaches is to m odify
general rules o f law to take account o f special consumer problem s.'*’
It has been demonstrated in this chapter that there are specialised consum er
problems relating to medicinal product defects. Brown argues the issue o f specialised
consum er problem s as follows:

“Once it is recognised that there are specialised consumer problems, it
is difficult to see why there should not be separate coherent rules
designed to solve them. A collation o f such rules in an exclusive
consumer code would surely be desirable in promoting certainty in the
law and is an important step in seeking to inform consumers o f their
rights” .'**

See Sale o f G oods and Supply o f S en 'ices A ct 1980, section 10 am ending section 14(3), Sale o f
G oods A ct 1893.
See B row n I, C om m ercial Law (2 0 0 1 , p.245 Butterworths).
See R eynolds, ‘The A p plicability o f General R ules o f Private Law to Consum er D isp u tes’ in L aw
and the W eaker Party, an A nglo Sw ed ish Comparative Study (editor Anderman V ol.II p .91 1982).
See B row n I, Com m ercial Law (2 0 0 1 , p.245, Butterworths).
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The European Union has produced a separate sales code, which provides a minimum
level of protection for consumers and encourages cross-border trading. It is not clear
whether this will add greatly to the existing consumer protection offered under Irish
sales law.'^^ In fact the existing legislation is a patchwork of EU and national law that
leads to a degree of overlapping and unfortunate omissions. What is required is an
interlocking set of rules that separates the commercial and consumer codes.
Furthermore, the consumer code should not apply to all goods and medicinal
products. A radical separation of general goods and medicinal products is required.
Such a code has been developed in America where the special problems associated
with medicinal product defects has been recognised in the Second and Third
Restatement on Torts.
America has largely abandoned the use o f the warranty theory as a means of
determining defects in medicinal products. Drug liability claims that allege a breach
of either the implied warranty of merchantability or fitness for a particular purpose
are seldom litigated.’^' Courts have amalgamated both claims o f breach of warranty
and negligent failure to warn and treat them as a single claim for failure to warn in
drug defect c a s e s . T h e courts have viewed a theory of liability based upon implied
warranties “as congruent in nearly all respects with the principles expressed in section
402A o f the Restatement (Second) of Torts (1965)”.’^^ The Massachusetts Supreme
Court has recognised that the prescription drug cases must be evaluated under
negligence principles. As the court explains:

See White F, The EC Directive on Certain Aspects o f Consumer Sale and Associated Guarantees:
One Step Forward, To Steps Back? (2000) Com mercial Law P ractitioner 3.
For the development o f these codes refer to the chapter on Strict Liability.
See Douglas RA, Renewed Look at the Duty To Warn and Affirmative D efences (1994) 61 Defence
Counsel Journal 205, 207.
See M acD onald v. Ortho Pharmaceuticals Corp 394 M ass.131, 475 NE 2d 65 (1985) cert denied,
Sanderson v. Upjohn Co 578 F Supp 338 D. Mass. (1984).
See Sprague v. Upjohn Co US District Court (1995) WL 376, 934.
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I

“Public policy favours the development and marketing o f new and
more efficacious drugs. The Restatement (Second) o f Torts recognises
this policy by rejecting strict liability in favour o f negligence for drug
related injuries”.’^'*

As yet Europe has not experienced the explosion in medicinal product defect
litigation that has occurred in the United States. This chapter demonstrated that the
Sale o f Goods Act is difficult to apply to medicinal product defects. It will be shown
the consumer expectation test developed in America has its origins in the w arranty
theory o f sales law. The sale o f goods legislation in America proved to be ineffective
for deciding on the defectiveness o f medicinal products. This was replaced eventually
by a combination o f strict liability and negligence. The second chapter on strict
liability will demonstrate that judicial activism was responsible for this new policy.
The paucity o f cases concerning the medicinal product defects would indicate that
among the public that sale o f goods legislation has little relevance. There is need to
examine the possibility o f having only one legal form o f consumer protection for
medicinal product defects by combining the other two, that is negligence and strict
liability as envisaged under the Liability for Defective Products Act 1991.
C onclusions
The issue o f whether the Sale o f Goods Legalisation provides an effective remedy
for victims injured by medicinal product defects was addressed at the beginning o f
this chapter. Case law indicates that where a drug is totally unfit for human
consumption, the sale o f goods legislation provides an adequate remedy for the
victim. Consumer activists have queried the real ethos o f the sale o f goods legislation.
Critics claimed that while it puq^oits to be consumer oriented it is mercantile in
character. This can be seen, in the type o f cases that were used in support o f different
arguments, in this chapter, most o f which related to commodity trading. Due to the
paucity o f the use o f the sale o f goods legislation, courts, particularly the House o f
Lords, have relied on the Kendall case and the Ashington Piggeries case to determ ine
See Payton v. Abbott Laboratories M ass. 540, 573 (1982).
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defectiveness. Indeed, it could be argued that cases such as these because o f the
nature o f the products involved, add little to the deteiTnination o f medicinal product
defects. Lower courts, because o f the precedent rule, are forced to use these confused
judgm ents in consum er disputes.
Proponents o f the sale o f goods legislation put forward the dicta o f Lord
W right in Grant v. Australian K nitting Coinpany^^^ in his finding that the retailer is
strictly liable for defects, hidden or otherwise, in the goods he sells. However, for
medicinal products this argument may not be applicable. M ost medicinal products,
due to their licensing requirements, have a presumption o f merchantability. The
licensing procedure for medicinal products is rigorous and lengthy, and the product
receives statutory approval before going to market. It m ay be difficult for the
purchaser o f a medicinal product to rebut this presumption. The use o f the “usability”
test to determine m erchantability produces a low standard o f defectiveness. It relies
on a simple fact that the defect must interfere with the use or uses o f the medicinal
product. Unless the drug is unfit for human consumption, it will not usually interfere
with the main uses o f m ost medicaments. Case law relating to medicinal products
defects, though sparse, demonstrates this point.
In the case o f a prescription medicine, the risk to the buyer must be very high
to make the medicine not merchantable. Courts have not indicated the degree o f risk
which must be present in a drug to make the product not fit for the purpose or
purposes that a person would reasonably expect when using it. Courts have always
held that the risk in the use o f a medicinal product is not absolute. This can be seen in
the application o f the sale o f goods legislation to the abnormal or idiosyncratic buyer.
Such an interpretation would undermine the application o f strict liability as
1 Q*7

enunciated in the Grant case

where liability is imposed w hether the retailer knew

o f the defect or not.

[1936] A.C. 36.
See Buchan v. Ortho Pharmaceuticals (Canada) [1984] 25 DLR 383.
[1936] A.C. 85.
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It is difficult to apply the fitness for purpose test to consumer goods, because
most goods are suitable for some purpose for which these goods are com m only
bought. The extension o f fitness o f purpose to include non-core elements o f the
product has been criticised. These defects which are minor in nature, include dents
and appearance in the case o f consumer durables. This does not easily have
application in medicinal product defects. If the merchantability provisions o f the Sale
o f Goods Act were applied to the minor side effects o f drugs, it is probable that m any
drugs would be found not merchantable. If people were not willing to accept this type
o f defect, the liability consequences for both the pharmacist and m anufacturer w ould
be considerable. The extension o f the implied terms o f m erchantability to such
defects would lead to considerable numbers o f medicinal products being deem ed
unfit for the purpose or purposes for which they are com monly bought. Pharm acists
might, without proper indemnity from the manufacturer, refuse to stock them and
manufacturers might not develop and manufacture new and beneficial products. It is,
however, unlikely that courts in Ireland will adopt such a restrictive stance, because
the legislation implies only reasonable expectations in respect o f fitness for purpose
provisions.
The Law Comm ission in the United Kingdom in its report on The Sale and
Supply o f Goods’^^ criticised the emphasis on usability in the definition o f fitness for
purpose to the exclusion o f all other aspects o f quality. In the case o f defective
medicinal products, safety is an important element. It has always been held that an
unsafe product is not merchantable. The implied terms do not reflect the varying
degrees o f safety that are associated with product use. Different products present
different standards by which risk and safety should be judged.
A great problem is that the implied terms o f merchantability and fitness for
purpose have to apply to products fi'om airplanes to defective medicinal products. In a
consultation document the UK Law Comm ission have stated that the replacem ent o f
the tenn merchantability by satisfactory quality might prove that:

Cm 137 Law Com No. 16.
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“There was no ‘m agic’ formula which would provide an instant
answer to the question whether goods meet the standard o f quality
which they should have”.'^^

It has been shown that in the few cases where satisfactory quality has been
determined by the courts as a replacement for merchantable quality that the outcom es
have not been substantially different.
In America, different standards o f quality have been proposed for various
products. The introduction o f the Consumer Regulations as provided for in the
Directive has provoked writers on product liability to call for different standards o f
quality for both business and consumer. Professor Bridge is correct when he proposes
that the time has come to separate consum er and non-consumer sales. He further
reiterates, “a consumer sales statute is imperatively needed”.^®®
This thesis goes further and suggests that since medicines are unique am ong
consum er products there is a need to have an entirely separate code for medicinal
product defects. This would benefit the consumer because m erchantability is difficult
to prove for medicinal product defects. Under the present regime o f Sale o f Goods
legislation, absolute liability is imposed on the pharmacist/supplier for hidden defects
o f the medicinal products. Any com parison between negligence and the “ Strict
liability” regime as initiated under the Liability for Defective Products Act 1991
highlights the incongruity and unfairness at the imposition o f strict liability under the
Sale o f Goods Acts without some form o f development risk defence or state o f art
defence.
It is questionable whether com pensation for physical dam age should be
available to the purchaser in addition to remedies such as rescission o f the contract.
Compensation for physical damage should only be obtainable under negligence
principles and under legislation such as the Liability for Defective Products Act 1991.

Ibid., p.24.
See what is to be Done about the Sale o f Goods Act? (2003) Law Q uarterly R eport 173, 174.
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It will be proposed in a subsequent chapter that consumer legislation combining both
the Sale o f Goods legislation and negligence principles should be instituted.
The American Law Institute has formulated standards for medicinal products,
by which defectiveness can be judged judicially. Comparable judicial standards can
be devised and implemented by European legislators.
In conclusion, the sale o f goods legislation cannot provide an adequate answ er
for the victim who has been injured by a defective medicinal product. W hile liability
for m anufacturing defects is comprehensively addressed under the Sale o f Goods Act,
liability for design defects in complex medicinal products is not best determined by
recourse to this legislation .
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Chapter 3
T he Morality' o f the Im position O f Liability R esulting from the Use of
M edicinal Products w ith Particular R eference to N egligence and Strict
Liability Regimes

This chapter examines general morality relating to product liability law and
focuses on the moral issues raised when defective medicinal products cause
injury. It also deals with the moral implications arising from the implementation
o f a strict liability regime in EU states.
Issues addressed in this chapter include the concept o f the common good,
the role of subjective and objective judgem ent o f fairness and equity when
weighing the position of the consumer and the idea o f corrective justice.

Law and M orality

Cicero defined the moral law as:

“ A natural indication to love our fellow men,”'
He believed that mutual love fonned the foundation o f justice. This concept was
further developed in the Hebrew-Christian tradition and has been expressed in the
injunction” : “ Love thy neighbour as yourself.” Lord Atkins applies this dictum to
his development o f the concept o f a duty o f care in Donoghue v. Stevenson?
The concept o f mutual love fonns one basis on which to judge the effect o f
moral law on tort law, particularly in cases where injury has been caused. The
principle that a person is liable for damage or injury due to his/her fault is o f long
standing in tort law. The development o f intent in canon law ensures that a person
should not be punished for damage caused unwittingly.
Lord Atkin in his famous speech in Donoghue v. Stevenson
rooted the tort o f negligence in moral law, when he said:

' Lev 19, 17.
^ [1 9 3 6 ] A .C . 562.
Ibid.. at 580.
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fonnally

"The liability for negligence whether you style it such or treat it as
in other systems as a species o f culpa, is no doubt based upon a
general public sentiment o f moral wrongdoing for which the
defendant must pay".

Donoghue v. Stevenson established the concept o f the “neighbour principle” as a
legal duty o f care. This principle altered the grounds o f legal liability by
transfonning the Christian precept o f love for one’s neighbour into a legal
responsibility. Law and morality thus overlaps in this area o f liability law and the
issue o f who a “neighbour” may be defined as is addressed by Lord Atkins;

"Who, then, in law is my neighbour? The answer seems to be,
persons who are so closely and directly affected by m y act that I
ought reasonably to have them in contemplation as being so
affected when I am directing my mind to the acts or omissions
which are called in question

The Donoghue v. Stevenson case illustrates the extent to which the law can
accommodate a moral content.

Moral Content of the Law

"The content o f the law is moral in that it is an indication o f good
and evil. In turn good and evil are the conditions o f legal
obligation".^

This statement by d'Entrever indicates that the basis o f natural law and a system
o f justice is moral. Central tenets o f the justice system are the safeguarding o f
right and the punishment o f wrong. In its concern for issues o f right and wrong,
good and evil temporal justice is similar to theological value systems. Temporal
justice is administered to deliver equitable judgments though as a system, it

^

Ibid.
d'Entrever AP, Natural Law. An Introduction to Legal Philosophy, (p.84, Hutchinson University Library).
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sometimes fails in its moral objectives. It is a frequent occurrence in legal
jurisdictions around the world that defendants are absolved o f culpability while
the general public feel that real justice has not been served. The expectation o f the
average citizen o f the justice system is that right will be rewarded and wrong will
be punished. This expectation is moral. Lord Devlin states that:

" Without shared ideas on politics, morals and ethics no society can
exist

Society shares a common morality and a detennination to arbitrate publicly on
issues o f good and evil. It enacts a punishment system for wrongdoers. Public
morality is measured against the right-minded and reasonable man the figure on
the Clapham omnibus. However, this right thinking figure cannot be the arbiter o f
the justice system entirely because the dispensing o f law must be based on purely
rational considerations. The right thinking person sits on juries on a daily basis
and it is evident from case law that jury members can be swayed by emotional
factors. The average, fair-minded person’s goal o f doing right may not always
lead to good legal outcomes especially in high profile trials where the media and
other factors intrude.
Legal morality and theological values are concerned with universal truth
that a large section o f society can identify with. However, on issues o f sexual
morals in an increasingly liberalised age, the legal system reflects sociological
realities. The position relating to homosexuality, which was fonnerly criminalised
in high profile cases such as the Oscar W ilde trial, has been changed on the
grounds that the sexual preferences o f consenting adults had to be formally
recognised. While the legislative posifion has moved on in this respect, a num ber
o f religions still hold that homosexuality is deviant, immoral behaviour.
Costello J., writing in the Irish Jurist in 1986, indicated how the legal
system should deal with the morality issue o f the rights o f terminally ill patients.
W riting in the Irish Jurist o f 1986, Costello, J said:

* Devlin Lord, The Enforcement o f Morals, (pp. 10-11, Oxford Univeristy Press).
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"The courts will then determine the issue not in accordance with
dogma or moral teaching o f the Christian church o f the majority or
which is common to all Christian churches, but by means o f a
reasoned determination o f the rights to which the citizen is entitled
by

virtue

o f the

particular

human

personality

which

the

Constitution recognises each individual citizen possesses "27

In this statement, Costello J. enunciates the legal positive theory which holds that
the law operates by a system o f rules made by the legislature. In this case the rule
system is the Irish Constitution. However, there are two considerations here in the
operation o f a system base ultimately on legal principles; the Irish Constitution is
regarded by many as having a Catholic/Christian ethos, and judges are potentially
as susceptible to subconscious influences and prejudices as any other individual.
Ronald Dworkin argues that:

"That moral principles which exist prior to legislation are a part o f
the legal system ".

o

He also contends that, in cases where the legal outcome is unclear, a judge m ay
have no option but to refer to his own moral judgment.
A significant difference between legal and moral principles is that the
fonner can be changed by judicial action and legislation while, the latter remain
fixed. The evolution o f legal principles is protean; law accommodates the shifts in
morals and beliefs in society. M any former legal practices, such as the
criminalisation o f homosexuality are no longer acceptable to modem liberal
societies. In such circumstances today, the moral content o f the law is different to
theological or established systems o f morality.
The concept o f natural law, which is derived from the philosopher
Aquinas, has been invoked by certain judges as an extra legal standard.^ In a case
involving the expropriation o f a person’s property, Walsh J. stated:

^ The Irish J u rist (1988, p.l.)
* Dworkin R, "Taking Rights Seriously". (1978, p. 123-124, Duckworth).
In relation to the Natural Law Aquinas states:” So the validity o f law depends on its justice. But in human
affairs a thing is said to be just when it accords a right with the role o f reason, and as w e have already seen
the first rule o f reason is the natural law. Thus all humanly enacted laws are in accord with reason to the
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"But by reason o f constitutional provisions such as those found in
the Irish Constitution, which pennits courts to condemn such a law
it is because the courts are pennitted to and have a duty to judge
and condemn by extra legal standards o f justice

The core values o f natural law are justice and reason. Aquinas states; “If a human
law is at variance in any particular with the natural law, it is no longer legal but a
corruption o f the law.” For Aquinas, natural law is the law o f God which takes
precedence over human laws.

Temporal law finds its justification in the established corpus o f legislation built up
by societies over long periods of time. This law also is based on principles o f
justice, equity and the application o f reason. It is therefore possible to claim that
human contracts o f law are based on moral principles, but are not necessarily
theological in their scope.
In Article 26 reference to the court o f the Regulation o f Information
(Sei'vices outside the State fo r the termination o f pregnancies) Bill 1995,^^ the
Supreme Court o f Ireland recognised the Constitution as being the fundamental
law o f the State. The court accepted that the provision o f abortions services was
contrary to natural law. In dealing with this contentious issue the court found that
the provisions o f the Constitution took precedence. However, this outcome has
produced an anomalous situation since the Constitution in Article 41.1.1
recognises a higher law distinct from human law. Thus the set o f principles which
ultimately detennine the validity o f the law in Ireland, contain within them an
acceptance o f a higher morality.
In conclusion morality plays a lesser or greater role in all aspects o f the
judicial system. This may range from the basic standpoint o f a demand that justice
be done to the complexities o f a case involving moral issues such as divorce,

extent that they d eriv e from the natural law .A nd if a hum an law is at variance in any p a rticu la r w ith th e
natural law , it is no lo n g er legal but a corruption o f the law ".
S e e S um m a T h e o lo g ic a qu 24 A rticle 2.
W alsh J. in an a rtic le "T he Ju dicial P o w er and th e C o n stitu tio n o f Ireland" C urtin and O 'K e e ffe E d ito rs;
C o n stitu tio n a l A d ju d ica tio n in th e E uropean C o m m u n ity and th e N atural L aw ". (1 9 9 2 p. 147,
B u tte rw o rth s, D ublin).
" [1995] 2 I.L .R .M . 81.
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abortion or euthanasia. The moral content o f the law is reinforced by Goldsmith
when he states;

"Moral norms are directly relevant to the reasoning by which every
case is decided for there is always a moral background.”

12

The Corrective Justice Approach
Philosophers over the centuries have attempted to justify one o f the aims o f tort
law, which is the compensation o f those who have been wrongftilly injured. In
this section the moral concept o f negligence employing the Aristotelian corrective
justice theory from a negligence and a strict liability perspective is examined.
In tort law, a civil wrong is committed when harm is inflicted on one person
by another. The distinctive moral structure o f that harm and its consequential
suffering was first noted by Aristotle who termed it "corrective justice” .
Corrective justice has as its main fiinction the correction o f hann that has been
done to a victim. Judges in applying corrective justice principles attempt:

"to equalise things by means o f the penalty taking away the "gain"
o f one party and restoring the "loss" o f the other.

Aristotle also recognised that compensation could be accommodated within this
principle because o f the character o f rectification which must involve m onetary
advances.'^ Tort law does not usually pursue wrongful harms in the abstract: it
must be against a specific tortfeasor who must respond to the damage that he has
caused. In relation to the plaintiffs right o f compensation and the defendant's duty
to compensate, it has been said:

G oldsw orth J The S e lf D estruction o f Legal P ositivism . O x ford J o u rn a l o f L e g a l S tu dies V o l. 10 N o .4
^1990) 449.
A ristotle. N icom ach ean Ethics V 2-4
A ristotle. N icom ach ean Ethics V IV 1132.
Colem an J, Moral Theories ofT orts. Part 11 (1 9 8 3 ) 2 L aw a n d P h ilosoph y A at 12.
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"The defendant must pay because he has used up the plaintiffs
resources for his own ends

Within the fault principal o f negligence a victim has a claim to compensation only
if his loss results from another's fault. The plaintiff shows that harm has been done
to him by the fault of another which gives him a right o f repair, which can be
grounded on the principle o f corrective justice.’’
An essential part o f the Aristotelian theory o f corrective justice is the need
for a causal nexus between the parties to the transaction which led to the harm. It
has been thought by some classical scholars that Aristotle believed a person was
liable for an injury caused either negligently or intentionally.'* However, most
now agree with Thomas Aquinas' interpretation that a person can only be liable
for those whom he has injured through negligence or lack o f due diligence. He is
morally guilty and under an obligation to compensate the victim.'^ Under
corrective justice principles, as is typically understood, a person is only
responsible for harm to the extent that he causes that hann.
To understand Aristotle's concept o f corrective justice, one must consider,
a person's involvement in the sequence o f events that led to the injury. In other
words as Fletcher says in interpreting corrective justice, one must consider the
facts that underlie the case.

In any analysis, causation must be a factor.

Causation is a necessary part o f corrective justice as can be seen in what Aristotle
has stated:

"For it makes no difference whether a good man has defrauded a
bad one or vice versa, nor whether a good man or a bad one has
committed adultery: all that the law considers is the difference
caused by the injury; and it treats the parties as equals only asking

G ordley James. Tort Law in the Aristotelian Tradition. Essay in Philosophical Foundations o f Torts. Ed.
David O w en (1996, p. 139, Clarendon Press).
Colem an J. Moral Theories o f Torts. Part II L aw a n d P h ilosoph y ( \ 9S3) 5 at 9.
Ibid., p. 140.
1o
Aquinas, In Decem Libros A ristoteles E xposito No. 2 at Lib V Lecto XIII N o. 1043.
Posner R.A, Tlie Concept o f Corrective Justice in Recent Theories o f Tort Law Jou rn al o f L eg a l S tu d ies
^ 198I)p .lO .
■' Fletcher G. Fairness and Utility in Tort Law. 85 H ansard L aw R eview (1 9 7 2 ) 537. 5 2 Aristotle Ethics
Book V Ch. IV (Trans Thompson and Tredennick K..) 1976.
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whether one has committed and the other suffered an injustice or
whether one has committed and the other suffered a hurt"."

22

Under Roman Law liability was imposed for harm whether it was caused
negligently or intentionally.^^ Thomas Aquinas and the Canon Lawyers changed
this approach and as a result causation became a requirement o f corrective justice.
Although Aristotelian philosophy was assimilated into Roman Law it has never
been able to explain strict liability in its pure form because o f the requirement for
a causal nexus.
This problem arises from causal indetenninacies which are characteristic
o f what in America is termed "mass exposure injuries". This is demonstrated by
one o f the famous cases which has become a feature o f American jurisprudence
(though a narrow one). Sindell v. Abbott Laboratories

demonstrates the features

o f this type o f injury. In this case liability was imposed on a number o f drug
companies in proportion to the share o f the market they had achieved in the
marketing and sale o f a drug called Stilboestral. This drug produced cervical
cancer in the daughters o f those women who took the drug during pregnancy.
Presented with the unfairness that would arise from the plaintiff being denied
justice, the Californian Supreme Court, in order to justify their decision imposed
liability on Abbott Laboratories, on the basis that they probably caused the injury.
How does the market share liability rule stand up against the Aristotelian concept
o f corrective justice? The court though accepting that corrective justice duties
exist in such a case did violate one o f the principles o f the theory; one may only
use facts that connect the injured person to the alleged injuries. Thus corrective
justice duties are in personam', to the person; one cannot owe a duty to somebody
that has not been h a r m e d . T h e moral consequence o f this is that under such
principles o f justice, mass exposure tort jurisprudence has to be rejected. As
Strudler says:

Aristotle Ethics Book V Ch. IV (Trans Thom pson and Tredennick K.) 1976.
Daube Roman Law. Roman Law Linguist, Social and Philosophical A spects. (1 9 6 9 131 and 156).
Sindell v. Abbot Laboratories. 607 P 2d 924 (Cal 1980)
Strudler A, M ass Torts and Moral Principals. 1(9 9 2 ) L aw a n d P h ilosoph y 11, 297 and 304.
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"Thus if a court lacks a good moral reason for taking money from a
DES manufacturer in order to aid accident victims, such a transfer
of wealth may appear to be nothing more than a benevolent theft".

But could corrective justice be expanded to accommodate a strict liability regime?
Epstein puts forvv'ard in his "Theory o f Strict Liability"^^ the Aristotelian theory
that any person who causes injury to another should not be able to justify the loss
imposed on the accident victim by gains to himself. The principle o f corrective
•

•

justice requires the annulment o f wrongful gains and losses.

9R

Epstein puts

forward this view as:

"Once a defendant is allowed to excuse him self on the grounds that
he acted with due regard for the plaintiff, it follows that he will be
able to keep the benefits o f his actions even if he imposes their cost
upon a stranger.

As Perry pointed out, in rejecting strict liability on corrective justice grounds, that
when an accident occurs, both parties to the accident would be seen to pursuing an
activity from which both expected to benefit.^'’
A person taking medicine knows there may be risks in the use o f such a
product but hopes his condition may be alleviated by the use o f the product. The
manufacturer by preparing and marketing the product hopes to gain financially by
the sale o f the product.
In corrective justice tenns there may be no gain or losses, but where an
extra risk is created that is what Fletcher describes as "an non reciprocal risk".^’
For the proponents o f the Aristotelian theory o f corrective justice, in principle.

Ibid., at 305
The Journal o f Legal Studies. 1973 at 151
Coleman J. Moral Tlieories o f Torts. Part II. 2 Law and Philosophy (1983) 6.
Epstein R. Intentional Hanns and Theory o f Negligence. (1975) 4 Journal o f Legal Studies.
Perry S, Tlie Impossibility o f General Strict Liability, The Canadian Journal o f Law and Jurisprudence
Vol 1 No. 2 (1988) 147.
Fletcher G. Fairness and Utility in Tort Law. 85 (1972) H arvard Law Review 527.
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liability should be imposed on a defendant who for his own gain imposes an
especially high risk.
Fletcher though not relying on corrective justice principles rests on a rights theory
when he says that;

"All individuals in society have the right to roughly the same
degree o f security from risk.

Liability is imposed for what he terms a non reciprocal risk. This would occur
where the risk would pose a greater threat to the victim than would be imposed on
the injurer. What the advocates o f the "high risk" theory are proposing is that strict
liability should be imposed for such activity. The proponents o f this theory believe
that strict liability should be the norm when assessing liability for dangerous
activities such as blasting, storing explosives, keeping wild animals, and
marketing or manufacture o f drugs. W hat is the morality behind such a principle,
when strict liability can sometimes be regarded by lawyers and philosophers as
immoral? Nagel says that it: "may have its uses but seems irrational as a moral
position.
Part o f the irrationality in this form o f liability lies in the way a person can
be found liable for injuries he may not have committed. Notwithstanding this, the
outcome o f a permissible but dangerous activity should, according to Tony
-j c

Honore in "Responsibility and Luck, the Moral Basis o f Strict Liability" , be
strict liability. To justify such a position, he proposes a test o f outcome
responsibility where an extra element o f risk to the consumer is needed to ground
a legal sanction. That risk entails a special risk o f harm o f the sort that has in fact
come about.^^ Inherent in Honore's argument is a belief that there is "an enhanced
responsibility" over and above the norm for a dangerous activity such as the
manufacturing and marketing o f drugs. However, one must question the inclusion
o f the marketing o f drugs with such dangerous activities as storing explosives and

■ Gordley J, The Aristotelian Tradition in Tort Law, Essay in Philosophical Foundations in Tort Law. Ed.
David Owen, (1996, Clarendon Press, 155).
Fletcher G. Fairness and Utility 85 (1972) H w v a rd Law Review 531 at 550.
Nagel T. "Moral Luck". And Mortal Questions (1979, p.31, Princeton Univeristy Press).
Honore T, "Responsibility and Luck the Moral Basis o f Strict Liability" (1988) Law Quarterly R eview 530
at 541.
“ Ibid.. at 541
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keeping wild animals. Before thalidomide the manufacture and marketing o f
pharmaceuticals may have been a hazardous activity, but in today's regulated
world, it hardly merits the same risk factors as those other activities in the
dangerous or risky classification. Morally one may ask why the manufacturing
and marketing o f drugs used in treatment regimes by physicians are subject to
strict liability, but the riskier surgical and therapeutic treatment is subject to
negligence only? In medicinal product liability, there is a difference in the extent
of the knowledge available to the manufacturer and the patient about risk.
Both physicians and manufacturers are required to provide infonnation;
the former under the doctrine o f informed consent and the latter under the learned
intennediary rule.^’ It is hard to justify morally the imposition o f strict liability
principles on the manufacture and marketing o f pharmaceuticals, taking into
account the unfair classification o f medicinal products as a dangerous activity and
its position vis-a-vis the type o f liability imposed on the medical profession for
their use.

Unforeseen Risks and the Aristotelian Theory of Corrective Justice

Should phannaceutical manufacturer be liable for unknown risks or hidden
defects? James Gordley says;

"The Aristotelian account, however, can explain why the defendant
is not liable unless he knew o f the risk and chose to go ahead. On
Aristotelian principles one cannot attribute an action to a person
unless he acted voluntarily".

George Fletcher supports such a view where he claims:

The doctrine o f the learned intermediary rule places on the prescribing physician responsibility to warn
o f any potential dangers o f prescription drugs.
G ordley, J. The Aristotelian Tradition in Tort Law, Essay in Philosophical Foundation. Foundations o f Tort
Law. Ed. David Owen (1996. p. 155, Clarendon Press, Oxford).
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"The Aristotelian categories o f compulsion and unavoidable
ignorance would count as excuses.”

Corrective justice principles do not make a manufacturer liable for unforeseen
side effects. However, under strict liability principles liability would be imposed
for a resultant injury. Thus on corrective justice principles the imposition o f strict
liability, particularly for unseen side effects o f drugs, could not be considered to
be morally correct.
The Modern Moral Philosophical Theories of Product Liability
It is accepted that the traditional corrective justice model cannot provide a
complete moral justification for the imposition o f strict liability for product
liability. David G. Owens in "The Moral Foundations o f Product Liability Law
Towards First Principles" recognises that there is a deficiency:

"In organising product liability round a single moral pole, you
therefore exclude from consideration other perspectives that enrich
the analysis. "

In tort and product liability law the orthodox goals considered are compensation,
risk spreading and deterrents."*' Do these aims o f product liability have a moral
standing? Kantian principles o f freedom and autonomy might provide such an
answer; these being the sole and the original right that belongs to every hum an
being by virtue o f his humanity.'‘^When people's interests collide, the law draws
boundaries one o f which is equality. In an accident situation, equity demands that,
as a general rule, the interests o f the victim should not be favoured over the
interests o f the injurer or manufacturer.

Such interests are uni-directional in the

sense they tend to favour only the victim but would be two directional in a

Fletcher G, Fairness and Utility in Tort Law. 85 Hai-vard Law Review (1972) 537 at 550.
Owens G, The Moral Foundations o f Product Liability Law Towards First Principles. (1993) N otre D am e
Law Review 68 No.3 427 at 431.
Owens G, Product. Liability Principles o f Justice. (\9 ^ \) A n gh American Law Review 238 at 242.
Kant L The Metaphysical Elements o f Justice. 17 97 56.
Owens G. the Moral Foundations o f Product Liability Law Towards First Principles. Notre D ame L aw
Review 68 No. 3 (1993) 442 at 443.
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contributory negligent situation. In that situation, the principles o f equality do not
apply.
But do these modem principles o f justice require that compensation be
paid in all product liability cases? In America, empirical studies show that the
plaintiff prevails in half o f the product liability cases t r i e d . A person, who
suffers harm from a medicinal product, particularly if such damage is serious, is in
need o f money. Does this mean that the manufacturer concerned should
compensate such the victim? The neediness o f the person cannot o f itself provide
a moral justification to compensate and in such case compensation does not have
a moral content unless there is some additional factor involved in the case.
Compensation envisages the transfer o f resources from one person to
another and in some cases, involves a needy defendant having to compensate a
much wealthier plaintiff:

"The fact that the defendant is rich is no ground for imposing
liability and the fact that the defendant is poor is no ground for not
imposing liability. Most people accept as morally right this
principle o f equality before the law regardless o f fault.''^

Since Aristotle, corrective justice requires the annulling o f wrongful gains in
tortious disputes. The principles o f the theory o f this type o f justice require that
proof be provided o f the damage before compensation is paid. While corrective
justice requires that no compensation be paid unless harm be done, redistributive
justice does not have such a requirement. Society tends to apply resources in a
"just society" in such a manner that people's needs are met by the provisions o f
tax and social insurance. Though many academic writers have pointed to the
corrective justice principle as being a norm it has been said:

Empirical Studies suggest that the plaintiffs prevail in h alf o f the cases tried. Keaton N. Owen D,
M ontgom ery J. and Green A , Product Liability and Safety 1996. (2nd Ed., 1989, pp.21-25, Foundation Press).
A tiyah's A ccident Com pensation and the Law (5''' ed. 1993 p. 151, Butterworths).
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"Universal trends in accident law have pointed in the other
direction: ideas of distributive justice have become dominant in a
more and more collectivist society.

This may be so because society has deemed it to be morally correct that in certain
cases compensation should be paid to victims of harm. In distributive justice:

"The relationship between the claimants who can in theory be any
number, is always mediated by the scheme of distribution.

Thus tort law embodies corrective and not distributive justice. The requirement of
factual causation establishes the indispensable nexus between parties by relating
their rights to a transaction in which one has directly impinged upon the other.

"(Tort law does not) typically pursue wrongful conduct in the
abstract. It concerns itself with such conduct only when it
materialises in hann to a given person so that compensation can
flow from a particular tortfeasor to his particular victim."'*

In this statement, the proposition can be deduced that compensation arises from
wrongful conduct. However, does it apply in strict liability? In this scenario, the
principles of corrective justice do not apply but those of redistributive justice
apply. Thus in comparison with corrective justice it can be said that:
"With distributive justice a given resource is distributed among
competing claimants in accordance with the ratio that states a
criterion of merit.
46

Englard L, The System Builders: A Critical Appraisal o f M odem American Tort Theory. (1980) Journal o f
Legal Studies 27 at 68.
W einrib E, Towards a Moral Philosophy o f Negligence Law. L aw a n d Philosophy 2 (1983) 37 and 38
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In these circumstances compensation is morally neutral because there is no
blameworthiness for the conduct o f the manufacturer but only for the defect in the
product.
Compensation may not always be a means o f making good a loss sustained
as a result o f injury;

"Compensation is a useful social instrument through which injurers
express their regrets and apologies to the victims for their
misdeeds. If that is so strict liability may be an immoral standard o f
liability. By requiring an injurer to compensate his victim, strict
liability may compel an injurer to offer apologies when he has done
nothing for which he ought to apologise. What may be wrong with
strict liability as a standard o f tort responsibility is that the act o f
compensation it compels is a source o f undeserved responsive
attitudes and unfair judgements o f blame.

From the above arguments it can be deduced that strict liability can be difficult to
justify morally under the principles o f distributive justice. Similarly an expression
o f regret and/or remorse by the perpetrator o f the injury by means o f
compensation may be a correct stance in negligence terms, but hardly has viability
from a moral stand point when strict liability is imposed.

Risk Spreading

Risk distribution is one o f the goals o f accident prevention theory^' by which the
C ')

manufacturer externalises risk in the price o f the product. ' The law allocates the
risk between certain parties after the occurrence o f a harmful event rather than
decide the cause o f fault. The idea o f risk allocation is the basis o f strict liability
law and other means o f legal redress such as workman's compensation. In a just
society, risk should be shared equally as is the risk o f death in war but in some
Colem an J. Market M orals and The Law. 1988 P. 177 Cambridge University Press.
Calebresi G. The Cost o f Accidents. A Legal and Econom ical Analysis. N ew Haven and L ondon.(1970,
p.21, Y ale University Press),
at 21
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circumstances most risk should not be shared.^^ H ow should risk be allocated in a
product liability scenario? The proponents o f the Economic Theory o f Law
suggest that, from an efficiency and fairness point o f view, the risk associated
with the product should lie with the manufacturer. This involves considerable
safety precautions together with, particularly in the case o f pharmaceuticals, the
cost o f regulatory compliance and the necessary insurance. These cost factors add
a premium to each product's price. The third party form o f insurance must reflect
past wrongs and estimate future harm. Because o f potential litigation and high
insurance costs, it is unfair on the consumer who pays an added premium as part
o f the product’s price.^"* What is involved is that:

"Third party insurance requires low income individuals to subsidise
both the pecuniary and non pecuniary losses o f high income
individuals

It would be fairer and more morally correct for consumers to take out insurance
against the chance o f harm for a defective medicinal product. If this was coupled
with public health assistance for those who did not wish to insure or were unable
to insure, a more equitable position would be achieved. But whether the political
will exists to provide such assistance for injury which results from the use o f
phamiaceutical products, considering the wealth o f multi-national phannaceutical
companies, is doubtful. Another factor militating against private insurance is the
fact that it is difficult for the ordinary consumer to adequately estimate the risk o f
a defective product such as a drug or medicine and to take out preventative
insurance against such a risk. In such circumstances it might be equitable if the
risk remained with the manufacturer.

Owen, D, Product Liability Principles o f Justice. Anglo Am erican Law Review (1991) 238 at 245.
Priest G. The Current Insurance Crisis and M odem Tort Law 96 Yale Law Journal 1521 at 1558-60.
Ibid.. at 1558.
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Deterrents

It is doubtful if deterrence has any moral consequences economically in reducing
product accidents.^^Judgments against a product cause higher prices to consumers
and sometimes a reduction in the use o f the product.^^This may result whether the
product is "good or bad

In certain cases, liability tends to be unidirectional

towards the manufacturer, creating a potentially inequitable outcome. The threat
o f liability can lead to curb on innovation with negative consequences for the
common good.^*.
When a drug produces an unforeseen effect, a manufacturer may be held
liable. It is morally questionable whether a producer, whose aim is to benefit and
not harni society, can be held accountable for undiscovered defects at the time o f
marketing. It has been said:

"While moral theory does not require that corporations be accorded
rights identical to those o f human beings, such institutions are
owned and controlled by humans and so should be provided with
the framework o f rules within which to operate which is
fundamentally fair.

The courts in Ireland have adopted a similar approach in relation to both
fundamental and personal rights under the relevant provisions o f the Irish
Constitution (Articles 40 and Articles 40.3.1-2).^'^The Supreme Court has
expressed no "opinion"^' whether artificial legal persons such as companies can
rely on these rights in the Constitution. The High Court has ruled that no personal
rights under Article 40.3 could not be invoked by a company.
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By adopting this stance a fundamental, fair approach, though not a full
one, can be adopted to rights o f corporations under the Constitution.

The Moral Foundation Approach

M oral concepts derived from Kant and other thinkers provide a fram ework for a
consideration o f the m orality attaching to product liability law. Freedom is a
moral principle o f justice and Kant him self in 1797 said concerning this ideal:

"Freedom (independence from the constraint o f another's will) in so
far as it is com patible with the freedom o f everyone else in
accordance with a universal law, is the sole and original right that
belongs to every individual being by virtue o f his humanity.

The legal philosopher Rawls, identifies liberty as the first principle o f justice;

"Each person is to have as an equal right the m ost extensive basic
liberty com patible w ith a sim ilar liberty for others.

From this param ount m oral value, the following moral concepts ensue:^^

i)

freedom and equality;

ii)

truth and expectations;

iii)

pow er and risk control.

U tility and efficiency also have a moral content, and is based on the philosophy o f
m axim ising total happiness. W ithin this moral framework it is necessary to
exam ine the relative moral authority o f the two systems o f liability: nam ely,
negligence and strict liability and product law.

Freedom and Equality

Kant 1, The M etaphysical Elem ents o f Justice (Rechstlere) 237. J. Ladd Trans 1965.
^ 96 Rawls J. A Theory o f Justice. (1971, p.60, Oxford Clarendon Press).
These categories are those taken fi'om an article by David Owen Products Liability - TTie Principles o f
Justice. A ng/o A m erican L aw R eview (1991) 238.
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Freedom or autonomy is the most important right and value in society. Hegel has
stated that the concept o f freedom is based on the possession o f free will, wherein
people have the capacity and means to select goals and plans for achievement in
their life.^^ Choice in the selection and achievement o f goals determines what is
good or beneficial for the individual. However, this freedom is constrained b y a
duty to respect the equal rights o f others and this is controlled in Ireland by the
Constitution, legislation and judicial action.
Within tort law, these boundaries to freedom between persons may be
construed as the rules o f liability, causation and damages in any conflict between
manufacturers and consumers. Freedom or autonomy is exerciscd, in product
liability law, by consumers in their purchase o f goods; indeed the very nature o f
exchange and use promotes the autonomy o f the human being.
But do pharmaceutical corporations have autonomy? Though legal persons, their
human nature or quality comes from the autonomy or freedom o f the individuals
that control and work at these corporations. Society is composed o f individuals
which in turn make up a community. Within this group o f people, it might be said
that the freedom o f the individual vis-a-vis the community may have little
intrinsic value to that community. Indeed it could be said that in certain
circumstances it might sometimes be in conflict. The proposer o f the moral
concept o f freedom qualifies this autonomy. Kant directed persons to harmonise
their goals with those o f their community. Thus a pharmaceutical manufacturer's
freedom to produce a new drug or medicine is limited by the regulatory authority
on the grounds of safety in the manufacture and marketing o f such a drug to the
community. But the victim loses his autonomy when he is injured by a drug or
medicine; he loses his freedom through hospitalisation and pain. In compensating
the victim's injury, the manufacturer's freedom is diminished, his resources are
reduced, with the resultant reduction o f choice.
Safety remains a high priority for the consumer in his use o f the medicinal
product. When a consumer purchases a drug there is a transaction or exchange, in
which both the supplier and he have freely entered. The consumer will have
balanced the benefits/risks o f the product before making such a choice, though it
Hegel G. The Philosophy o f Right. Para 4. T.M. Knox Trans 1965 1821 (1990, Encyclopedia Britannica,
C hicago London).
W einrib E. Right and Advantage in Private Law. '[Q Cardozo Law Review {\9%9) 1283, 1291.
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has to be accepted (as stated previously) that consumers possess imperfect
information particularly in relation to such risks and benefits.

In certain

treatments patients will opt to take medication where there is an excess o f risks
over benefits. Because o f this freely entered into transaction, can liability be
imposed under the autonomous concept? David Owen has stated that:

"By basing liability merely on the acts o f making and selling
products, this would produce a general rule o f strict liability that is
unacceptable on moral grounds.

A manufacturer's liability must rest instead on the consequences o f producing
injury. From an autonomy perspective, the maker can be held accountable for
hann only if the product, by some measure, will cause unwarranted harm to the
freedom o f product users.

"Yet freedom as a naked ethic cannot provide a method for
determining

whether hann

to

product

users

is proper

or

unwarranted or where or how the limits on a maker or user's
freedom should be drawn."

70

Mere manufacturing and selling does not morally justify strict liability, but it is
unwarranted actions which have been contemplated that should

be made

accountable; e.g. the deliberate act or a foreseen event. It is the freely entered into
transaction which precludes the placing o f liability on either party under the
autonomous concept.
But can a justification for strict liability and Calebresi's internalisation o f costs be
made? If the narrow view o f freedom as put forward by David Owen is not
capable o f imposing liability, then the principle o f aggregate autonomy might.
Twerski A. and Cohen J, Infomied D ecision Making and the Law o f Torts. The Myth o f Justifiable
Causation. (1988) U n iversity o f Illinois L aw R eview 607 at 626.
O wen D, The Moral Foundations o f Product Liability; Towards First Principles (1993) N otre D am e L a w
R eview . V ol 68 N o.3, 4 2 7 at 462.
70
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This proposal is the brainchild o f J. B. Attanasio Dean and Professor o f
Law at St. Louis University. He applies the principle o f aggregate autonomy to
the Calebresian approach to product liability. The two tenets o f Calebresian theory
o f liability are that the person who can afford to avoid the accident should bear the
cost and those costs should be externalised to price. While accepting that
autonomy is individualistic by nature Attansio believes that:

"The principle demands, an act to protect another individual from
being seriously injured by a common and namely beneficial activity
(like the consumption o f a product) wherever such prevention
requires slight wealth related interference with one's own life
plan."’ ’

Ultimately the principle involves the distribution o f autonomy across as many
individuals as possible. Support for such a proposition comes from John Rawl's
comments:

"Social and economic inequalities are to be arranged so that they
are o f the greatest benefit to the least advantaged. "

72

What is involved is:

"The small wealth infringements o f the broader community to
alleviate severe constrictions of one person's life plan.

The Attanasio concept o f aggregate autonomy has certain attractions in that what
is proposed is the surrender o f rights from one party and their transference in the
form o f compensation to an injured party. This is a form o f communal sharing
A ttanasio J, The Principle o f A utonom y and the Calebresian Approach to Product Liability. 74 V irginia
Law R eview . (1988) 677 and 723.
R aw ls J, A Theory o f Justice. (1971, p .302, Oxford Clarendon Press).
Attanasio J. A ggregate Autonomy, the Difference Principle and the Calebresian Approach to Product
Liability. Essay in Philosophical Foundations in Tort Law. Ed. David O wen, (1995, p.308, Clarendon Press).

ethic, though it can be argued that a fonn o f social welfare schem e m ight b e a
m ore appropriate vehicle o f com m unal com pensation. Aggregate autonom y faces
the m oral test o f equity:
"In a fair society, the law should not favour the victim s o f product
accidents over victim s o f other types o f m isfortunes; nor should
investors and consum ers o f apparently good products be singled out
to shoulder all such losses

The proposer o f the theory accepts that the principle does not address or condone
an incorrect im position o f liability:

"Finally it should be noted that neither the principle o f aggregate
autonom y nor C alebresian theory address - and certainly neither
condones - the adverse autonom y effects o f incorrectly im posing
liability or calculating damages.

It can be seen from this last statem ent that the aggregate autonom y concept does
not provide a moral justification for the im position o f strict liability in product
liability cases. Calebresi h im self puts one o f the goals o f accident law as justice;
the other was reduction o f accidents. He recognises there m ight be a conflict
betw een these two goals. D workin disagrees that there can be a trade o ff betw een
these two achievem ents believing that a balancing act can only be achieved b y a
principle o f fairness.

Truth and Expectations

The principle o f autonom y is dependent on truth because it detennines the extent
o f actual choice. Truth and expectations are rooted in the concept o f freedom and
as a result play a m ajor role in detennining m oral accountability for product
accidents.

’’ ’’
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"Product accidents simply would not occur at all if both the
manufacturer and the user truly understood all the characteristics o f
the product, the level o f the user's knowledge and skill, and the
70

context of the product's use. "

But it would be impossible for both manufacturers and consumers to possess
absolute information about a product. It is a fundamental fact that consumers
always possess imperfect information on the risks and benefits o f the products
they buy and use."^^
Incorrect infomiation about safety may cause the individual to overcome
self preservation. True safety infonnation not only enhances the value o f the
product but also enhances the autonomy o f use by the consumer in the choice o f
that product. If that infonnation is false their autonomy or choice is lost. A failure
to warn was considered a fomi of fi-audulent behaviour in both Roman Law and
by Aquinas.*^ Most people would expect to be warned o f the dangers o f medicinal
products. In making a statement about a medicinal product there is an expectation
that the statement be honest.
If a company makes a statement about the side effects o f a medicine
believing it to be honest and true, there should be no moral responsibility for such
a statement. But moral responsibility would attach if there were a degree o f
recklessness on the part o f the maker of the statement. Furthennore should there
be moral responsibility for hann caused by undiscoverable product dangers? Such
defects would be inherent in certain types o f product especially those o f medicinal
origin. Should moral responsibility be laid at the feet o f the manufacturer when
the inadequacies may lie in the technologies used.?
Ignoring the issue o f consent, people who take new innovative products
understand the risks associated with such treatment. Regulatory authorities and
people expect and demand that the drugs consumed by the public will be those
where the benefits exceed the risks o f use. Running parallel to this demand is
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another requirement: that the pharmaceutical industry produce remedies to cure
common every day illnesses. Another factor to be taken into account is that
phannaceutical manufacturers usually do not knowingly put into circulation a
dangerous product before adequately testing and marketing this particular
defective product. Thus a design defect in a drug which was unknown at the tim e
of marketing would not make the manufacturer morally liable.*'

"The freedom model thus appears to place responsibility for
unknowable

risks

on

the

consumer

rather

than

on

the

manufacturer."*^

This proposition should be contrasted with the position taken with manufacturing
defects. Here the background expectation o f corporate behaviour would indicate
an expectation that the product was safe and merchantable. The successive Sale o f
Goods Acts indicate a legal response to such expectations by the imposition o f
strict liability. The law has long believed in the extraction o f warranties as to the
soundness o f products believing that people should not be injured by badly
manufactured products.
For these reasons the expectations o f parties identify the manufacturer's
responsibility for harm from latent manufacturing defects.

This has been

recognised in Irish courts in Ward v. McMaster and Louth County Council and
Nicholas Hardy & Company Limited^'' following Junior Books v. Veitchi

where

it was held that a duty o f care existed for a manufacturer for hidden or latent
defects. Such cases do not pertain to product liability defects but are related to the
construction industry.
In pharmaceutical manufacturing, defects latent in origin, would usually
arise from non compliance with good manufacturing practice.*^ For instance in a
plant manufacturing penicillin products, failure to ensure proper containment o f a
drug could lead to cross contamination o f other phannaceutical products
81

O wen D. Moral Foundations o f Product Liability Towards First Principles N otre D am e L aw R e view V ol.
68 No. 3 (1993) at 427
O wen D. Products Liability, The Principles o f Justice { ] 9 9 \ ) A nglo Am erican L aw R eview 238 at 250.
Owen D, Moral Foundations o f Product Liability Towards First Principles N otre D am e L aw R eview . V ol.
68 N o. 3 (1993) at 427 at 465.
[1985] I.R. 29; [1986] LL.R.M. 43.
*^[1983] A.C. 530 HL 1982.
M edical Preparations (Licensing o f Manufacture) Regulations 1993-1996 S.L N o. 43 o f 1996.
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manufactured in the plant, with disastrous resuhs for patients with that particular
drug allergy.
So

why have

American

Judges

in many jurisdictions

separated

manufacturing defects from those o f design origin? Strict liability being imposed
for manufacturing defects and negligence being imposed for design defects. It
might be suggested that morally it would be unfair to burden the manufacturer for
unseen side effects of drugs and medicines and it is this that underlines the
judicial separation made by American judges in their application o f strict liability
and negligence. Such a separation has found favour in the third restatement o f
torts on product liability made by the American Law Institute.*^
There appears to be a consensus that to impose strict liability for
undiscoverable side effects o f medicinal products would lack moral content.

Equality, Power and Risk Control

Equality is another facet o f the importance o f freedom in any study o f the moral
foundation of product liability law. Kant believed that legislators should maximise
the freedom o f all persons.** It is not difficult to translate this Kantian concept to
manufacturers who must respect that freedom when producing products. Such
freedom is restricted when these products cause harm. In making product safety
decisions David Owen says:

"A manufacturing enterprise should accord equal respect to the
interest o f all persons likely to be affected - its owners, potential
accident victims, and the vast majority o f consumers who will not
be injured and who will need useful products that they can afford.*^

Under the principle o f equality of respect, morality dictates that the safety needs
o f the consumer are higher than the financial interests o f a multinational
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A m erican Products Law R evisited. (1988) C onsum er L aw Jou rn al 161 at 165.
Kant 1. Critique o f Pure Reason 1787 2nd Ed. 316/33373 (N. Smith Trans 1929[1965 Ed.]).
O w en D. Moral Foundations o f Product Liability Law Towards First Principles (1993) V ol. 68 N o.3
p.468.
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pharmaceutical corporation. This is based on the principle that a person should not
choose to hann others solely to advance financial interests.
Under the principles o f autonomy, coupled with the respect for the
consumer, is a belief that trust is an essential factor in a manufacturer/consumer
relationship. This is particularly the case with medicinal products where prior
examination will not reveal any known defects.

"(Misleading information) violates the consumer's trust that the
manufacturer will not deceptively and affirmatively place him in
greater danger than he reasonably believes to exist".
However, even in the case o f correctly provided infonnation, it is possible that the
consumer might not read the label or the patient infonnation leaflet.
Thus under the principle o f respect o f freedom it is necessary to balance
the interests o f the consumer against the manufacturer in tenns o f safety. The
moral question is what degree o f safety the manufacturer is bound to supply. In
such an exercise o f balancing interests there is an optimal point o f co-existence
between the safety o f the product, the price and utility. There is no absolutely safe
drug; the variation in population response would belie such a statement. Risk has
been defined in ordinary language as;

"Conduct is said to be risky when it gives rise to a chance o f a bad
outcome o f some kind. "

Perry, in attempting to attach moral concepts to risk, rightly states that, it is not
the harni but the probability o f the event occurring that is the important issue.
Courts have always taken a similar position, as in Bolton v. Stone

Q?

where the

probability o f a cricket ball hitting some person was considered too remote a risk
to incur liability. In Hotson v. East Berkshire Area Health Authority>,^‘^ the House
o f Lords rejected the contention put forward by a plaintiff in a medical negligence

Owen D, P hilosoph ical Foundations o f Tort. Essay in P hilosoph ical Foundations o f Tort Law. Ed. D avid
O wen (C larendon-press Oxford 1996: p. 217)
Owen D. Products Liability Principles o f Justice (1991) A nglo Am erican L aw R eview 239 at 250.
Perry S. Risk Harni and Responsibility. Essay in Philosophical Foundations o f Tort Law. Ed. David O wen.
(1997, p.322, Oxford Clarendon Press).
^ ^ [1951]A .C . 850 H L E ng.
[1987] A.C. 750
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case, that the risk o f damage was itself damage distinct from physical hann. This
distinction is important in drug use and therapy for if such a distinction were not
present, then a person could sue for a risk. It has been said that generally speaking
a serious side effect o f drug risk will not be tolerated for the treatment o f a non
life threatening illness unless the hazard occurs less frequently than 1:50,000.^^
Notwithstanding the rarity o f injury from the use o f medicines and the fact that the
public in certain conditions (e.g. treatment o f arthritis) will accept a much higher
incidence o f side effects than contemplated for nonnal use, there is an imbalance
between the power o f the manufacturer and the patient. Such an imbalance can be
seen in the safety infonnation that each party has in its possession, with the
manufacturer by the nature o f its activity, being the guardian o f such infonnation.
Unlike the manufacturer the position o f the consumer is one o f passivity unable to
influence the safety profile o f the drug. Apart from the regulatory authority, the
manufacturer, because o f this particular infonnation, must respect the safety
interests o f the consumer under the freedom principle. The safety o f the
manufacturing process is gennane only to the manufacturer and certainly would
not be within the capacity o f any consumer. Thus the power to prevent production
flaws in the manufacturing process lies with the manufacturer. It is difficult for
the victim to assess such relevant risk infonnation.^^Another factor is that a fair
price has been paid to obtain a defect free product, which in the case o f
phannaceuticals, because o f the absence o f the possibility o f prior examination,
would under any moral principle, involve a placing o f trust by the consumer in the
manufacturer. For these reasons it would be just for the manufacturer to bear
responsibility for injury caused by manufacturing defects in his products. Such a
moral stance is found in D onoghue v. Stevenson, where a manufacturer o f ginger
beer contaminated with a snail, was found liable to the ultimate consumer. This
obligation to the consumer pertains whether negligence or strict liability is
applied.
However, as David Owen says:

B u rley D .M . R isk A s s e s s m e n t and R e s p o n s ib ilitie s for Injuries w ith M e d ic in e s . A r tic le in P ro d u ct
L ia b ility In su ran ce and th e P h a n n a c e u tic a l Industry - an A n g lo -A m e r ic a n C o m p a riso n . Ed, H o w e lls G .
( 1 9 9 1 , p . 148 M a n ch ester U n iv e r s ity P ress).
^ S ta p leto n J. P rod uct L ia b ility . ( 1 9 9 4 , p .l 13 B u tterw orth s).
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“Perhaps the most perplexing doctrinal problem in product liability
law today, is the question who should bear responsibility for risks
that neither party could expect.

Obviously a manufacturer must warn about latent dangers that might injure.
Under negligence principles in EM I v. Independent Broadcasting Authority,
designers were held to be under an obligation to think through the problems that
might arise in the future. In strict moral terms, the manufacturer is only liable for
foreseeable defects.
Can strict liability be justified morally? Tony Honore in "Responsibility
and Luck. The Moral Basis o f Strict Liability"

attempts to do so. He accepts

Nagel's point o f view that strict liability: "may have its legal uses but seems
irrational as a moral position

b u t believes that strict liability can be justified.

For him strict liability is defined:

"When it attaches to us by virtue o f our conduct and its outcome
irrespective o f fault it falls typically on those who pursue
permissible but dangerous activities, storing explosives running
nuclear power stations, keeping wild animals, marketing drugs or
other dangerous products.

The basis for his argument lies in outcome responsibility theory, because risk and
benefit go hand in hand,'°^ and for that reason

"We live under a system by which a community allocates
1 A-J

responsibility according to outcomes".

O wen D. Product Liability Towards First Principles 1991 The A n glo American Law Review' 235 at 250.
[1980] 14 B.L.R. 1.
^ Honore T. R esponsibility and Luck - The Basis o f Strict Liability. The L aw Q u arterly R eview V ol. 104 at
530.
N agel T. "Moral Luck" and Mortal Questions. 1979 P .31.
H onore T. R esponsibility and Luck. Tlie Moral Basis for Strict Liability (1 9 8 8 ) L aw Q u a rterly R eview .
Vol. 104 530 at 537.
Justinian Inst. D19. 17.2.55 5 0 1 7 1 0 .
Honore T. R esponsibility and Luck. The Moral Basis for Strict L iability(1988) L aw Q u arterly R eview 5 3 0
at 537.
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In differentiating between strict liability and fault based liability under the theory o f
outcome responsibility the latter involves an element o f hostile action. In strict
liability:

"The extra element is usually the conduct o f the harni doer which
carries with it a special risk o f harm o f the sort that has in fact com e
about".

So the determ ining factor in outcom e responsibility is a special risk w hich only
attaches to a hazardous activity. A

criticism

o f the theory o f outcom e

responsibility is that it is based on activities, w hich are perm issible but dangerous.
As stated previously the inclusion o f m arketing drugs in the sam e category as
the storing o f explosives, or the keeping o f wild animals does not seem sensible.
The difference lies in the regulation o f activities, with the m arketing o f drugs
having as an activity m uch greater regulation than those other dangerous
activities.
This

distinction

betw een

dangerous

and

non-dangerous

has

been

doubted.'®^ Lord Atkin in D onoghue v. Stevenson put forward the contention that
this distinction should be dropped when he said:

"Personally I do not understand this difference betw een a thing
dangerous in itself as a poison and a thing not dangerous as a class
.... The nature o f the thing m ay very well call for different degrees
o f care".^^'*^

Lord M acm illan again in D onoghue

Stevenson doubted that dangerous products

should be given any different treatm ent than categories o f other products when he
said:

'^ U b id : at 537. 140
Ibid., at 537.
Salmond and Heuston. The Law o f Torts. (20'*' ed., 1992, pp.229-300, Sweet & M axwell, London).
' “’ [1932] A.C. 562 at 595-596.
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"I rather regard this type o f case as a special incidence of
negligence when the law exacts a degree o f diligence so stringent
as to amount practically to a guarantee o f safety"

The latter statement was referred to by O Tlaherty J. in Best v. Wellcome,

in his

efforts to establish that Wellcome should not have put into circulation a vaccine
that was manufactured defectively. While he believed in a greater degree o f care
in the preparation o f a vaccine, he did not appear to accept Lord M acm illan’s
belief that there should be no distinction between the treatment o f a dangerous and
a non-dangerous product as regard to their liability, believing that a pertussis
vaccine was a dangerous substance. The Irish judiciary should perhaps take note
o f the force o f the argument put by Sir Hartly Shawcross in Read v. J. Lyons,’
when he said:

"The true question is not whether a thing is dangerous in itself but
whether by reason o f some extraneous circumstances it may
become dangerous. There are really no categories o f dangerous
things, there are only some things which require more and some
which require less care".

If the essence o f the above argument is accepted, the basis for Honore's theory o f
outcome responsibility in relation to the morality o f strict liability seems less
credible, though his theory is not discredited in its entirety.

The Balance between Individual and Communit>' Freedom

In the preceding paragraph we have discussed the freedom o f the individual, but
there is also a collective freedom, that o f the community. The moral interest o f the
individual may in some cases be in direct opposition to the interest o f the

1932] A.C. 562 at 611-612.
[19931 3 l.R . 490.
" “ [1947] 1 A.C. 156 A T 161.
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community. This can be seen in treatment for rare diseases with no known cure
where individuals may morally feel that a particular drug should be licensed for
their condition and where the State may believe that such licensing would
constitute a danger to the public at large. If the principle o f freedom o f the
individual is accepted to be the ideal, should it take precedence over the freedom
o f the community? It is accepted that in certain circumstances the freedom o f the
individual should have a prior value. However, this could prove difficult in the
case o f community safety. In the licensing o f a drug or medicine the cost/benefit
analysis is done to ascertain the benefit/risks to the community at la rg e .'" W ithin
such analysis is the idea o f a standard or communal risk by which a medicinal
product is licensed, this standard o f safety is enshrined in Directive 2001/83/EC as
amended by Directive 2004/24/EC"^ which has been adopted by Ireland as its
standard o f drug safety."^ Drugs are licensed with the general population in mind
but morally should medicines be tested to include every known side effect even
though such testing is probably impossible? The doctrine o f utilitarianism deems
risks to be worth taking because o f the potential gains o f the activity. There is a
balance between the interests o f the consumer and the manufacturer: the interest
o f the patient would be considered publicly a worthwhile cause. However, “the
interest o f the risk creators cannot be discounted entirely
A balance has to be struck between the utility o f the product and its price,
excessive testing would lead to higher prices for a particular product. By requiring
excessive testing, the equilibrium in the totality o f freedom is weighted against the
manufacturer.
The need for testing o f a medicinal product over and above the regulatory
standards to avoid liability for an abnomial reaction could be considered immoral.
Such a situation occurs in the case o f an allergic consumer when:

"An allergy is caused by an unusual anti-body reaction in certain
individuals to a substance which is wholly innocuous to the vast
majority o f normal persons."^

O rganon v. 0 / /5 S [ 1 9 9 0 ] - 2 C.M .L.R .49.
"^O J L 3 1 1 .2 8 /1 1 /2 0 0 1 ; OJ L 136 3 0 /4 /2 0 0 4 ..
' Section 1, Irish M edicines Board Act 1995.
Schroeder C. Rights Against Risks (19 8 6 ) Colum bia L aw R eview V ol. 86 495 at 505.
Freedman J. A llergy and Product Liability. (1961 p.2).
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How should risk allocation be dealt with in the case o f an unknown reaction when
neither the manufacturer nor the patient knew o f this reaction?
Most courts approach the allergy problem through the concept o f
reasonable foreseeability, imposing liability on the manufacturer where they knew
or ought to have known o f the harm. In the United States most cases are brought
under a breach o f duty to w am ."^ In negligence the frequency o f occurrence o f
the reaction and the type and quantum o f harm is taken into account in any
detennination o f liability. Another factor is the knowledge o f the consumer
him self If he knows o f the allergy and does not infonn the prescriber, the
phannaceutical manufacturer cannot be liab le."’
In strict liability the manufacturer is prima facie liable to the consumer for all
losses caused by the product's defects irrespective o f whether they could be
avoided."*
This can be seen in K endall v. L illico ” ^ (though a case on contractual
liability), where under the skill and judgement provisions o f the Sale o f Goods
Act, a manufacturer need not know o f the latent or hidden defects o f the product
to be held liable under this fonn o f legislation. In these circumstances the effect o f
liability for hidden defects, such as one of a manufacturing origin, is that the
manufacturer will have to insure against such risks, which unlike in negligence,
will include both known and unknown defects.
This will lead to higher prices and from a moral point o f view, the general
public will have to subsidise, through such higher prices, this particular allergic
consumer.

19 0

Furthennore, there is a deterrence factor in the making o f the

manufacturer strictly liable for all known risks, including the allergic consumer.
The manufacturer is forced to undertake precautions to avoid such minimal risks
to the consumer, which may lead to a reduction in the availability o f products,
which may not have a beneficial effect in the treatment o f diseases o f affecting the

Rogerson C. and T rebilcock M. Products Liability and the A llergic C onsum er, A Study in the Problem s
o f Fram ing an E fficient Liability Regime. (1986) 36 University o f Toronto Law Jo u rn a l 52.
G riffiths V. Conroy. (1939) All E.R. 685 (C.A.).
Rogerson C. and Trebilcock M. Products Liability and the A llergic C onsum er, A Study in the Problem s
o f Fram ing an E fficient Liability Regime. (1986) 36 U niversity o f Toronto Law Journal 52.at 71.
''® [1 9 6 9 ]2 A.C. 31.
O wen D. P roducts L iability. Principles o f Justice A nglo A m erican L aw R eview (1991) 238 at 252

99

majority. In essence the right o f the individual would have priority over those o f
the majority. This could not be considered a moral proposition.

Utilitj' and Efficiency

In Chapter 4, there will be a critical analysis o f the applied use o f economics as a
means o f legal decision-making in product liability conflicts. In this section the
morality o f the concept o f efficiency and the philosophical and economic ideas o f
utility are examined. In Chapter 4 on The Theory o f Strict Liability, the difference
between these concepts is discussed, economic efficiency maximises wealth
whereas utility maximises both individual and communal satisfaction.
In a utilitarian product liability situation, it is the function o f the
manufacturer to maximise the welfare/happiness o f its consumers and sometimes
its shareholders. A product's utility is measured by its ability to accomplish the
consumer's goals among which is to satisfy his preference, in the case o f a
medicinal product to cure and rehabilitate the mind and body o f the patient or
consumer.'^' When a manufacturer produces a defective product, the consumer's
expectation o f safety is diminished with the resultant diminution o f his happiness
and welfare. What the proponents o f wealth maximisation hold is the goal o f the
efficient allocation of resources. A good way o f achieving this in the product
liability scenario is by utilising Calebresi's theory o f internalisation o f costs. The
efficiency model, as already stated in previous chapters, suffers from a deep and
false assumption: that o f perfect information upon which consumers make
choices. Safety infonnation for the consumer, particularly in the case o f medicinal
products, is not fi-eely or readily available. As a result o f this lack o f safety
information, the law relating to accidents and product liability can be used to
promote effi.ciency and hence utility, by deterring manufacturers fi*om producing
products with excess risk to the consumer.

Therefore the law should promote

research and development in product safety enabling the manufacturer to discover
defects and to reduce design dangers at the lowest possible cost.
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Owen D. Notre Dame Law Review H 993) Vol 68, No. 3. The Moral Foundations o f Products Liability
Towards First Principals. 427 at 470.
Ibid.. at 481.
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achievement o f such aims would be deemed a worthy and moral goal particularly
in the marketing and manufacture o f medicinal products.

Posner and Dworkin -- a Morality Debate

The main tenet o f economic analysis o f law is to act as a guide in the form o f legal
rules. It has been said o f the main advocate o f this theory, Judge Posner:

"The lenses he uses to view the law provide a virtually distortion
free vision o f individual behaviour and the market, a fuzzier view
o f collective decision making and almost completely filters out
issues o f equity".

This stance has found support among lawyers and philosophers who have
questioned particularly the equity o f wealth maximisation as a worthy goal. One
of these lawyer philosophers is Ronald Dworkin, Professor o f Jurisprudence at
Oxford University, who has argued that a System o f law designed to prom ote
efficiency is i m m o r a l . I n his paper "Is Wealth a V a l u e " a n d in other papers,
Dworkin has asked why judicial decisions should have as their aim the
maximisation o f social wealth.
Posner, in his defence, believes that a wealthier society is a happier
society, and that a greater utility to the public results in the increase o f wealth. In
essence, wealth maximisation is an attractive goal.
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It can be argued however

that wealth maximisation is at once a very appealing and distressing moral
principle. It is appealing because in general we should be happy to achieve
productive e ffic ie n c y .E ffic ie n c y occurs when resources are allocated in a
pareto manner, that is when an allocation is made but does not make one
individual better off without making someone worse off. Dworkin says:

■■ Posner R. and Landes W. The Economic Structure o f Tort Law (1992, Harvard University Press). Q uotm g
Dworkin in "Is W ealth a Value". 9 Journal o f Legal Studies (1980) 199.
'^^ (1980) Journal o f Legal Studies 91.
Kronman A. W ealth Maximisation and N onnative Principles. 9 Journal o f Legal Studies (! 980)227.
Hardin R. TTie M orality o f Law and Economics. 1 1 Law and Philosophy (1992) 331 at 338.
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"It w ould be absurd to say that Judges should m ake no decision
save those that m ove society from a pareto inefficient to a pareto
efficient state

Such a constraint on judicial decision-m aking m ight not lead to a correct and fair
result.
W hy should judges use the concept o f w ealth m axim isation in ju d icial
decisions? Posner believes that the m axim isation o f social wealth to be the special
function o f courts'^^ producing social w ealth single-m indedly w hich in turn could
lead to a w ealthier society with greater happiness or utility. D workin takes a m oral
stand against such a contention:

"Suppose therefore than an individual faces a choice betw een a life
that will m ake him happier (or m ore fulfilled) or m ore successful in
his own life or w hatever and a life that will m ake him w ealthier in
m oney or equivalent in money. It would be irrational o f him to take
the latter. N or - and this is the crux - does he lose or sacrifice
anything o f value in choosing the fonner. It is not that he should,
on balance prefer, the former, recognising that in the choice he
sacrifices something o f value in the latter. M oney or its equivalent is
useful so far as it enables someone to lead a m ore valuable life,
successful, happier or m ore moral life. A nyone who counts it for
more than that is a fetishist o f little green paper”.

19 0

Thus by assigning such a right to a party who can m ake m ost productive use o f it
Posner's wealth m axim isation theory, m ay be ethically flawed, in that m oney or
its equivalent m ay not be the sole individual goal.

^ Dworkin R. "Is Wealth a Value". 9 Journal o f L egal Stu dies {1980) 190.
Posner R. and Landes W, Econom ic A nalysis o f Tort Law. (1992, p .l9 , Harvard University Press).
Dworkin R. "Is Wealth a Value". 9 Jou rn al o f L egal Stu dies (1980) at 201.
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Professor Calebresi, in his book "The Cost o f Accidents", has said that accident
law has two goals: one is justice and the other cost reduction.'^*’ In a note to the
chapter on "Goals and Subgoals o f Accident Law", he says:

"Though I list justice or fairness as a goal, it will soon become
apparent that in this book I do not treat it as a goal as the same type
as cost reduction but as a veto, or constraint on what can be done to
achieve cost reduction. Viewed this way fairness becomes a final
test which any system o f accident law must pass

It is significant that the above statement only merits a note in Calebrasi's book in
favour o f the second goal o f accident reduction. It is not justice that pervades the
book but the pursuit o f efficiency. It has been said:

"That this is the theory that social wealth is worth pursuing for
some reason distinct fi'om justice. " 131

Within such a theory, there is what could be described, as a balance or "trade-off
between justice and efficiency. This has been denied by Calebresi who believed
that "trade-off” suggested by Dworkin was not correct and that there was in fact a
mix between total wealth and its distribution.'^^ While it is accepted that in
ordinary life, people do "trade-off a mix o f jusfice and efficiency to maximise
their utility, it has to be said that the application o f the cost reduction theory in the
cost o f accidents is "treated as a component competitive with jusfice.

It would

be accepted by most lawyers that in a ranking order o f morality, justice would
rank higher than efficiency If that is so, it would indicate the imposifion o f strict
liability on medicinal products may lack the necessary ethical basis.
Should the theory o f economic analysis be the method o f judicial
detennination "a guide that the courts have used in constructing the doctrine o f

Calebresi G. The Cost o f A ccidents, A Legal and Econom ic A n alysis.(Y aie U niversity Press. 1970, p .24).
' ' Dworkin R. "Why Efficiency". R esponse to Professors . Calebresi and Posner. (1980) H ofstra L aw R e view
Vol. 8 p.563.
■* Calebresi G. About Law and Econom ics: A letter to Ronald Dworkin. (1980) H ofstra L aw R eview v o l.8
p.553.
Dworkin R. "Is Wealth a Value". (1980) Vol 9 J ou rn al o f L egal Studies 191 at 203.
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tort law"?'^'’ The main criticism for the efficiency theory o f judicial determination
is moral. Though Posner and Landes in The Economic Structure o f Tort Law put
another side o f the argument:

"Despite all the criticism that tort law is grounded in wealth
maximisation, there is remarkably little agreement about an
alternative grounding. No theory o f tort law drawn from moral
philosophy commands wide support; and although, as we noted that
the basis o f tort law was the notion o f fairness, they are unable to
agree on what fairness requires".

W hat Posner believes is a superior method o f arriving at judgements, is the
scientific method as presented by economics which is his favourite field o f
scholarship. Perhaps it’s his criticism o f a part o f moral philosophy, which he
calls academic moralism, which has provoked such an outcry. This he believes is
"incapable o f contributing significantly to the resolution o f moral or legal issues
or to the improvement o f personal b e h a v i o u r " . T h i s populist view o f the
inference of moral philosophy certainly can be queried. The influence o f Burke on
conserN'ative politics in Britain in the Eighteenth Century, the influence o f
Rousseau on the French Revolution and more recently the influence o f the
Catholic encyclicals on the social content o f the Irish Constitution would all belie
Posner's contention.
Dworkin has questioned Posner's belief in the neutrality o f moral
judgements"' by stating:

"A Judge in deciding a "hard case" must take into account "the
moral rights o f the party that are pertinent to the issues raised by
the case

Posner R. Wealth M aximisation and Tort Law. An Essay in Philosophical Foundations o f Tort Law.
(1995, p .99. Clarendon Press).
Landes W and Posner R.A, The Econom ic Structure o f Tort Law. (1992 Harvard University Press P. 19).
Posner R, The 1997 Oliver W endell H om es Lecture: The P roblem atics o f M oral a n d L egal Theoiy. V ol
111 N o. 7 May 1998. 1637 at 1666.
Dworkin R, Political Judges and The Rule o f Law. (1980, p.268-269).
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But w hether you accept D workin's moral stance on hard cases, it can be said that
legal arguments m ay be a kind o f moral argument in such hard cases.

138

This can

be seen in the contention put forward by Harvard Law Professor Judge C harles
Fried when he states;

"I believe legal argum ents m ay be moral in the fuller sense though
to m ake it distinct and autonomous - respect for text, doctrine and
tradition, w hatever - are themselves political and moral constraints
subject

to

moral

interpretation

and

limit

on

the

kind

of

considerations that those who exercise a certain kind o f delegated
pow er m ay properly take into account

The extensive criticism levelled at Posner's efficiency theory has certainly
m odified his original proposition that it is superior to other m ethods o f analytical
decision making. This can be seen when he says:

"I have tried to show that a system o f tort law guided by the norm
o f wealth m axim isation is likely to be consistent with" the most
influential moral traditions in our society. That does not prove that
it is the right system to have but it ought to blunt philosophical
attacks upon it

M oral Enterprise Liability’

It has been argued from a philosophical viewpoint that it is unfair to hold
som ebody liable for an outcom e that was unforeseen and could not be helped.'"^'
In general the dom inant form o f liability used by courts is negligence, with strict
liability being applied in different specific fields o f activity, o f high risk content.
W hat the theory o f moral enterprise attempts to do is to establish a m oral
justification for strict liability. Jane Stapleton, an advocate o f this theory, says:
Fried C. P h ilo so p h y M atters. 1998 Harvard L aw R eview . V o l. Ill N o . 7. M ay 1998 1739 at I 7 4 8 . 176
P o sn er R A , W ealth M axim isation and Tort Law. E ssay in P h ilosop h ical F ou n d ation s o f Tort Law . Ed.
D avid O w en . (1 9 9 5 , p. 1 l,C la red o n P ress).
Ibid.. at 1748
141
S tap leton J. Product L iab ility, ((B u tterw orth s, p. 184.)
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"It is the taking o f risks in pursuit o f financial gain. A nonconsequential basis o f these liabilities m ight be expressed in terms
o f a moral argum ent that if, in seeking to secure financial profit, an
enterprise causes certain types o f loss, it should be legally obliged
to pay com pensation to the victim. This I will call moral enterprise
liability argum ent to distinguish it fi'om the diffuse concept o f
'enterprise liability' which has been used in m any different and
loose ways".''*^

To support her case she relies heavily on the "imputed negligence" o f vicarious
liability
"Law is som etim es prepared to hold one person liable for the
wrongs com m itted by another person even though the person held
liable is not at fault in the accepted sense o f the word".

But is product liability analogous to vicarious liability? Prosser and Keaton state:

"W hat has em erged as the m odem justification for vicarious
liability is a rule o f policy, a deliberate allocation o f risk. The
losses caused by the torts o f the em ployee w hich as a practical
matter, are sure to occur in the conduct o f the em ployer's enterprise,
are placed on the enterprise itself as a cost o f doing business. They
are placed upon the em ployer because having engaged in an
enterprise, w hich will on the basis o f all past experience involve
harm to others through the torts o f employees and sought to profit
by it, it is ju st that he, rather than the innocent injured plaintiff
should bear them; and because he is better able to absorb them and
to distribute them through prices, rates or liability insurance to the
public and so shift them to society, to the com m unity at large.
Added to this is the m ake weight argum ent that an em ployer who is
held strictly liable is under a greater incentive to be careful in the

■ Ibid.. p. 186
M cM ahon B. Binchy W, Irish Law o f Torts (Buttcrworths, p.48).
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selection instruction and supervision o f his servants and to take
every precaution to see that the enterprises are conducted safely".’'*''

The elements o f the moral enterprise theory as applied to product liability are
contained in the statement above. The allocation o f risk to the manufacturer, the
internalisation o f costs to the cheapest cost avoider and the need for proper safety
precautions to reduce accidents demonstrate the analogy.
The argument proposed is that if vicarious liability can be imposed on an
employee then why not product liability on the manufacturer? If it is moral for
employers to be saddled with strict liability, then by analogy the imposition o f this
type o f liability for product liability defects may have the same morality. The
historical origins o f both vicarious liability and product liability can be compared
to ascertain if such a similarity exists. With the exception o f thalidomide, the
passions aroused by harm done are different in the case o f vicarious liability. The
slogan for its introduction was: “The cost o f the product should not bear the blood
of the workman".'■’^The expansion o f vicarious liability (brought about by the
Compensation Act 1893) was, according to the then Home Secretaiy Asquith, based
on the proposition that if an employer creates risks for profits he should be civilly
r e s p o n s i b l e . I t is the risk and the creation o f profit that creates the moral
obligation to compensate whether that risk is foreseeable or not. In the United States
strict liability has been imposed for risky activity in Grimshaw v. The Ford Motor
Company (The Ford Pinto Case) and coupled with the pursuit o f profit when the
court said;

“The conduct o f the Ford management was reprehensible in the
extreme. It exhibited a conscious and callous disregard o f public
safety in order to maximise profits

Thus it can be seen that the pursuit o f profits is seen as a moral justification for
the imposition o f vicarious liability and strict liability for product defects. The
P ro sse r and K eeton. H andbook o f the L aw o f T orts. (5th E d., 1984, p .500).
Ibid., at p .573.
8 O fficial R eports (4 'h Series) 21 Jan. to Feb. 1893.
'■'^119 Cal A pp 3d 757 174 Cal R p tr 3 4 8 . (1981).
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courts in A m erica have sometimes adopted a different standard when profit w as
not the prim ary m otive o f the organisation producing the defective product, w ith
neghgence being the preferred judicial detem iinant. This is the case in blood
products and their derivatives. It is now accepted in the U nited States that a
patient injured as a result o f defective blood products m ay only bring an action in
negligence.’'^^The basis for such prohibition o f strict liability is found in
Perlm utter v. Beth D avid H ospital,’'’'^ when the court viewed the inflision o f a
defective blood product as a service and not a sale. The profit m otive was inverted
by the court's application o f w hat it described as the theory o f charitable
im m unity; as the hospital was a charitable institution, it was deem ed not liable.
In m ost cases, courts have followed this decision on the grounds o f policy.
If the voluntary blood banks are m ade strictly liable, then the supply o f blood and
its products m ay be curtailed due to a heavier burden o f litigation. In the U nited
States where the "manufacturer" is a charitable institution, negligence is the
standard applied. H owever, if the m anufacturer is a com m ercial com pany w ith a
profit orientation, then strict liability is the criterion applied. So the victim injured
by a defective blood product will not be able to utilise p laintiff favourable strict
liability because o f the profit m otive. WTiy should a profit m aking organisation be
targeted because o f the profit m otive? W ithout such a goal the necessary research
and developm ent to produce drugs and m edicines for today's life w ould not be
carried out. N egligence, or the reasonable conduct o f the m anufacturer should be
the standard m ethod o f assessing liability and not the fact that the m anufacturer
had profit as one o f the goals o f his organisation.

Conclusions

It is difficult to sustain a moral basis for strict liability. As this chapter
dem onstrates, the concept o f A ristotelian corrective justice fails to establish an
ethical basis for strict liability in its pure form because one cannot be liable for
han n that one did not cause. It is easy under either ancient or m odern m oral
philosophy to justify liability for m anufacturing defects w here such defects are
Blanchford T. Strict Liability for Manufacturers o f BDP. (1984) St. Louis Law Journal. 443.
308 N.Y. 100, 123 N E 2 d 792 (1954).
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not difficult to identify. This applies whether negligence or strict liability is used
as a means o f redress. The moral problem faced by product liability law remains
justification o f unforeseen design defects. Strict liability does not provide the
answer either under Aristotelian corrective justice principles or under the
principles o f freedom o f equality. It is for this reason that those who believe in
imposing liability for every harm ’^° have not found favour with the American
judiciary, which has reimposed negligence as the standard. One must speculate
that the Judges felt that such a legal position lacked the necessary ethical values to
impose strict liability.
One must sympathise with Dworkin in his belief that the economic basis
for strict liability is immoral and unjust. Rejecting the positive theory o f justice
there is some justification in the belief that: "Law is a moral science and Judges
acts as a moral agent

For that reason particularly in "hard cases", it was not

the principles o f economic theory that influenced the judiciary in their decision.
Whereas both Posner and Calebresi have put constraints on the use o f
economic theory injudicial decision-making by placing justice as a boundary, the
main thrust o f their argument remains economic in content. For this reason and for
its pure distributive effects, strict liability has attracted considerable criticism,
which will in the future modify its aims. There is another mitigating argument that
o f communal freedom or autonomy. Because o f the imposition o f strict liability,
there may a resultant reduction in the production o f innovative beneficial
medicines to the community. Thus in this case the freedom o f the community as a
whole is greater than the individual needs.

Epstein R. A Theory o f Strict L\ah'\\'\ty. Journal o f L egal Stu dies {\911i) 151.
Fried C. The Law o f Change. Tlie Cunning Reason in Moral and Legal History. Jou rn al o f L eg a l S tu dies
335.
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Chapter 4
The Theory of Strict Liabilitj': Justifying The Introduction of Strict Liability
by the use of the Economic Analysis of Law and Enterprise Liability Theory.
In this chapter w e accept the proposition that it " is a good thing, for to theorise the
law is to m ake sense o f the law with rigor and system". '
The previous chapter investigated w hether it was moral to im pose strict
liability for m edicinal product defects and the theories o f Aquinas and Kant and
other m odem legal philosophers were applied to see w hether this had validity. In
this chapter two non-m oral methods o f theoretical analysis, the Theory o f Enterprise
Liability and Econom ic Analysis o f Law will be analysed and exam ined. The
T heory o f Enterprise Liability has as its main aim the policies o f victim
com pensation and loss spreading.^ Econom ic Analysis o f Law focuses on liability
incentives for the prevention o f future injuries.^ These theories will be applied to
discover w hether strict liability is the best answ er for obtaining legal redress for
defective m edicinal products. As Geraint Howells states;

"There is a divide between those who believe negligence provides the
best balancing mechanism and those who feel strict liability provides
better incentives for producers to prevent hann and better internalises
the cost o f the activity.

The introduction o f strict liability for m edicinal product defects has been a feature
o f product liability law since 1985.H owever, the issue o f w hether it rem ains the best
answ er for obtaining legal redress still has not been resolved. The abandonm ent o f
strict liability by the American Law Institute in the Third Restatem ent on Torts for
design defects has placed this issue back in the academ ic m elting pot.

' See Penner J, Decent Burials for Dead Concepts. Current Legal Problems (2005) no 58 editors ,Holden J. and
O ’Ceineide C (2006, p .3 1 1, Oxford University Press).
^ See Ursin E, Judicial Creativity and Tort Law 49 George Washington Law Review (1981) 229, 302 n.470.
■ See Landes W & Posner R, The Economic Structure o f Tort Law (1992, Harvard U niversity Press); Shaveil S,
Economic Analysis o f Accident Law (1987, Harvard University Press).
See Howells G, The Law o f Product Liability 2000 p. 18 Butterworths. (This issue is discussed more fully in
chapter 6 on Negligence.)
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Aims o f the C hapter

A number o f issues will be addressed in this chapter, which will be divided into
three sections. The first section will trace the history and development o f the use o f
strict liability law in the field of product liability. Strict liability exists in several
forms. Absolute liability is its purest form and an examination is made o f its
application to medicinal product defects without the Development Risk Defence. A
feature o f both negligence and strict liability is that losses due to injuries arising
from the enterprise's activities should be internalised to that particular enterprise.
This is the basis o f the theory o f Enterprise Liability, which will be discussed in
chapter 5. This theory encompasses a deterrent function to encourage an enterprise
to reduce risks associated with its products and provides, through insurance,
compensation for the victims o f defective products. However, since internalisation
o f costs takes place, under both negligence and strict liability, an analysis will be
undertaken to discover whether the introduction o f strict liability is more favourable
to the victim's chances o f obtaining compensation than under negligence. In respect
o f the manufacturer, an examination will be conducted to ascertain whether an
increased internalisation o f costs affects the innovative activities o f the enterprise.
If the theory o f enterprise

liability

emphasises

the need

for

the

internalisation o f costs as a means o f deterring accidents, the theory o f economic
analysis o f law aims "to promote efficient resource allocation

so as to avoid any

future accidents. The third section examines the application o f the theory o f
economics and law to determine whether strict liability is the best form o f liability
by which to obtain the goal o f accident reduction. But first, it is necessary to trace
the development o f strict product liability law.

The D evelopm ent o f Strict Product Liabilit)^ Law in the U nited States

Strict liability was not a new phenomenon when it was applied to defective
products. In nuisance cases, see Rylands v. Fletcherf" where people kept dangerous
animals or things, courts imposed strict liability for any consequential injuries. The
imposition o f strict liability for defective products was developed in America,

^ See Landes and Posner, The Economic Structure o f Tort Law (1987, p.4. Harvard University Press).
*[1868] L.R. 3 H L330.
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because the judiciary believed that the injured were not obtaining just compensation
because of the privity rule. Privity was swept away in a number o f jurisdictions in
the United States, principally California, when Judge Traynor in Greenman v. Yuba
Power Products^ stated "that liability is not governed by the law o f contract
warranties but by the law o f strict liability in tort".
These developments encouraged Dean Prosser, who was then the reporter to
the Second Restatement o f Torts on behalf o f the American Law Institute, to
propose strict liability for defective products. The Restatement was by nature
persuasive, and many jurisdictions throughout America, invoked it when dealing
with defective products. As a result, the Second Restatement o f Torts, made the
sellers strictly liable for injuries caused by products which were "in a defective
Q

condition unreasonably dangerous to the user or consumer".
There is evidence to show that the American Law Institute, in moving to
abolish privity as a barrier to proper compensation for defective product injuries did
not foresee the consequences o f the introduction o f strict liability.^ This was
particularly evident in design defect and failure to warn cases, because in the
Second Restatement the principal emphasis was on manufacturing defects. This
resulted in conftision among the different states regarding how these types o f cases
should be t r i e d . A f t e r the initial period o f applying strict liability, a considerable
number o f the judiciary returned to negligence principles. The judiciary recognised
that both systems overlapped and that strict liability was not easily applied to design
and failure to warn cases. There was a perception that to try such cases successfully,
negligence principles were required to achieve a just result.
V

In this case, (Feldman

Lederle Laboratories), the manufacturer failed to warn the prescribing physician

o f a side effect o f a drug. The New Jersey Supreme Court refused to apply strict
liability and instead applied negligence principles on policy grounds because drugs
were vital to health.

’ 377 P 2 d C a l(1 9 6 3 ).
* See Restatement (Second) o f Torts section 402A (1965).
^ S ee Priest G, The Invention o f Enterprise Liability; A Critical History o f the Intellectual Foundations o f
M odem Tort Law, The J ou rn al o f L egal Studies
(3) D ecem ber (1985) 4 6 1 ,5 2 1 .
See How'ells G, M ildred M, Is European Products Liability More Protective Than Tlie Restatement (Tliird) o f
Torts: Products Liability? 1998, Tennessee L aw Review , vol.65 985, 989.
" See Feldm an v. L ederle L aboratories 97 NJ 4 2 9 .A 2d 374 (1982).
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The European D evelopm ent o f Strict Liability
In

the common-law countries o f the United Kingdom and Ireland, negligence

remained the most favoured method o f obtaining compensation for defective
medicinal products. Strict liability was imposed through the Sale o f Goods Act
1893. However, under this legislation only the buyer could enforce his rights and
obtain

compensation

through

the

warranties

o f fitness

for

purpose

and

merchantability. These concepts were not easily applied to medicinal product
defects.'^
In the United Kingdom, many different bodies had recommended strict
liability for defective products because o f the tragic consequences o f the
thalidomide drug.'^ In Ireland, not even the thalidomide tragedy had stirred the
waters o f reforni. In contrast some European countries, notably France and
Gemiany, had started to embrace the idea o f strict liability for defective products. In
France, using contract sales law, the privity requirement, which is an essential
component o f that type o f legislation, was circumvented by allowing a purchaser to
‘leap over’ an intennediary, such as a retailer, and sue the manufacturer directly.
Germany, on the other hand, in the movement towards greater consumer protection
did not adopt the contract law route, but chose instead to develop the tortious
method o f obtaining compensation for defective products. In the Chicken Pest Case
BGHZ, where 4000 chickens died due to a bacterial contamination by a defective
vaccine, The Supreme Court o f Gennany found for the chicken fanner and held the
manufacturer liable. Subsequently, Gennan courts eased the task o f establishing
negligence by shifting the burden o f proof in manufacturing defects cases to the
manufacturer and later to cases involving design defects and a duty to warn o f the
dangers associated with the use o f products.'"*
G erm any Introduces Strict Liability' for Defective M edicinal Products: A
Special Case?

However, it is in the field o f pharmaceutical defect liability that Germany created a
special liability regime. The country had been badly affected by the thalidomide
disaster, because the product had been developed and marketed in Germany. The

'■ See Chapter 2 on the Sale o f Goods Legislation and D efective M edicinal Products.
See R oyal C om m ission on C ivil L iability and C om pensation for P ersonal Injury, C om nd 7054 1978.
See (1 9 9 2 ) N eue Ju ristisch e W ochenschrift [N JW ] 560.
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German government responded to this tragedy by introducing legislation in 1976,
which imposed strict liability for defective medicinal products. However, this was
not full absolute liability and was restrictive in nature. Liability for compensation
only occurs if a drug has harmful effects, which go beyond a measure defensible
according to the findings o f medical science.'^ Relying on risk benefit analysis.
Article 5 o f the Phamiaceutical Liability Act 1976 states that a drug is not defective
under this regime when its "therapeutic value outweighs its harmful effects."
However, a shortcoming in the Act is identified in the following:

"The need to prove that the drugs harmful effects went beyond a
defensible measure requires expert evidence in order to establish the
level o f medical knowledge. Experts cost money, which may prevent
consumers fi'om prosecuting their claims."

Similar to the European Directive on Product Liability, there is a requirement that
the claimant prove that the product caused the injury. Furthentiore the amount of
damages recoverable fi'om death and injury is capped.
The Scandinavian countries also developed special liability schemes, either
statutory or voluntary, for drug-related injuries due to effects that the drug
thalidomide had on their p o p u la tio n s .A ll these schemes were ultimately to take
second place to the introduction o f the Product Liability Directive by the
Commission.
The Introduction o f EC Product Liabilitj' Directive

The European Commission, reflecting a previous Council o f Europe’s Strasbourg
Convention on Product Liability, produced a draft directive in 1976. It took another
nine years before the European Parliament passed a final directive. This was only
achieved by using the argument that not to pass the directive would distort
competition in the European community under the Single European Act. However,
little is known about the extent o f the impact o f liability rules on interstate trade;

Art.84 Arzneimittelgestz 1976.
See Howells G, Com parative Product Liability (1993, p. 140, Darthniouth).
See Fleming J, Drug Injury Compensation Plans, American Journal o f Comparative Law (1982) vol.30, 297,
301. These schemes are discussed further in Chapter 5, Development Risk Defence.
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"Canadian and American experience suggests that liabihty rules have a very little
impact on interstate trade.
The drafters o f the European Directive looked to the experience o f the
United States in product liability regimes for guidance. Ironically, this was at a time
when the United States was facing a liability crisis specifically relating to strict
liability. European industrialists, especially those in the pharaiaceutical industry,
were alarmed at the prospect o f stringent and anti- producer legislation being
introduced. Nevertheless, the directive eventually took its place in the legislation o f
the European Community. The main feature o f the directive was the setting o f the
standard o f defectiveness based on the consumer expectation test. In deference to
the need for continued research and development in different products, especially
medicinal products, a counterbalance was inserted in the creation o f a development
risk defence. The aim o f the defence was to ensure that no manufacturer could be
liable if the defect in the product was undiscoverable at the time o f supply.
Whereas the consumer expectation test, with its subjective connotations,
should have attracted considerable attention, it was the development risk defence
that was to cause more controversy. The pharmaceutical industry demanded its
inclusion and consumers and academic commentators questioned its inclusion, for
they believed that it diminished the effectiveness o f strict liability. Industry was
successful in ensuring the inclusion o f the development risk defence largely because
the United States and other major industrial powers had already incorporated risk
development in their strict liability systems. If Europe had not taken this step, its
industry could have suffered a loss in competitiveness in the pharaiaceutical sector,
(see Development Risk Defence Model where there is a fuller discussion.)

Aims o f Strict Liability'

As will be seen in the negligence model, any proper system o f liability recovery
should have certain aims. The aims recognised generally by academic commentators
are deterrence and compensation. The specific objective o f strict liability, as
introduced by the European Commission, is the setting in place o f a proper
compensation system for victims o f defective products. In lessening the burden o f
proof on victims and in placing a higher level o f responsibility on manufacturers for

S ee H ow ells G, C om p arativ e P ro d u ct L iability (1999, p.309, D artm outh).
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their products, strict liability exposes pharmaceutical companies and other
producers to potentially greater risk o f litigation and increased compensation
claims. In this sense, strict liability has a greater deterrent effect than negligence.
However, it is difficult to know to what extent pharmaceutical companies modify
their practices, in production and quality control etc, due to the fear o f litigation. As
will be discussed in the chapter on Negligence, it is unproven that deterrence
produces the desired effect on phannaceutical companies which the theory o f
deterrence promises. This theory is based upon encouraging both the manufacturer
and to a lesser extent the consumer to prevent accidents where possible.’^ However,
there is considerable evidence to suggest the regulatory procedures have a greater
deterrent effect on the behaviour o f manufacturers than the threat o f litigation.
Regulatory Procedures -A Greater Deterrent?
Regulatory procedures have a much greater effect on safety, than the threat o f any
future court action. One o f the good consequences o f the thalidomide disaster was
the establishment o f different regulatory authorities throughout the world because
prior to this, with the exception o f the Food and Drug Administration, there was
little regulation o f medicinal products. These bodies set standards for the licensing,
marketing and production o f pharmaceuticals. This action by national governments
had a greater impact on the safety o f medicinal products than any judicial action.
Many commentators have rated deterrence as one o f the foremost aims o f any
liability system. The deterrent effect depends on the product in question. If a
product has an everyday use, it will generate considerable income for a
manufacturer and is not likely to be dropped from general sale. However,
medications that are less profitable to a company, such as certain vaccines, may be
withdrawn from sale if litigation proves costly. Childhood vaccines and swine flu
fever vaccine, had to be supported by the United States government in order to
ensure their continued production. However, recently there has been a turnaround
in vaccine business, which is now increasing.
Today, as the Western world ages this elderly section o f the population is
increasingly offered flu vaccines by governments keen to keep health bills low.
Biotechnology, which has transfonned other dmg making processes, has also
19

See D anzon P, M edical M alpractices (1985, p .3, H arvard U niversity Press).
. See N ational C hild h o o d V accine Injury A ct 1986 and Sw ine Flu A ct 1976.
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allowed vaccine makers to combat new diseases and create higher margin vaccines
like Hepatitis B, for adult consumers willing to pay from their own resources.

21

The

vaccine business will grow larger as the world struggles to produce a vaccine
against bio terrorism. President Bush has pledged $6 billion towards the production
o f such vaccines.
For pharmaceuticals, the withdrawal o f a drug, or the reporting o f an adverse
side effect, can have a very significant effect on a pharmaceutical company.
Regulatory procedures and the reporting o f adverse side effects rather than the fear
o f litigation can influence the safety behaviour o f pharmaceutical companies. For
phannaceuticals the regulatory procedures can have considerable deterrent effect,
which may result in a sharp fall in the share price o f the company. 23
A recent report, that the testing o f a vaccine against Alzheimer’s disease,
resulted in increased inflammation o f the brain among some o f participants in the
clinical trial, caused a very serious slide in the share price o f the Irish
phannaceutical company Elan Corporation.^"' Not every drug faced with litigation is
withdrawn by its producer. Furrow states: "Potential profitability and the size o f the
drug market are the real sources o f drug development d e c is io n s .M e d ic in e s , such
as antidepressants, cholesterol reducers and antihypertensives, which generate high
profitability

and

are

high

volume

products,

are

rigorously

defended

by

manufacturers against litigation. Other products with low margins and volume are
frequently withdrawn if compensation from litigation makes their marketing
unviable. Therefore the effect o f litigation in producing deterrence is mixed,
because the continued marketing o f drugs often depends not only on issues o f safety
but also on financial considerations.
Compensation -- an Easier Option?
Like negligence, strict liability must have, as one o f its aims, the compensation o f
injured parties if the tort liability system is to have any validity. In the negligence
model, it will be shown that litigation for the plaintiff is an expensive means o f

“>1

See Business; Shot in the Ann; Vaccines, The Economist (London May 24, 2003) vol.367, issue 8325, p.664.
See Who Will Built Our Bio defences? Vaccines against Bio ten'orism The Economist London February 1
2003, issue 8309, p.60.
"^3
See Dranove D and Olsen C, The Economic Side Effects o f Dangerous Drug Announcements (1993) The
Journal o f Law and Economics 323.
See The Irish Times January 19, 2002.
See F uitow B, Enterprise Liability for Bad Drug Outcomes (1996) Drake Law Review vol. 44, 3 77, 418.
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obtaining compensation. Undoubtedly, strict liability, in theory, should prove less
expensive for the plaintiff. However, under the Directive, the plaintiff must prove
that not only was the product defective but the defect caused the damage. This
might suggest that the burden o f proof on the plaintiff is the same in strict liability
as it is in negligence. American commentators have noted that a plaintiffs need to
prove causation may not place him in a better position under strict liability than
under negligence principles. Keeton states:

"In a products case, the primary task o f the plaintiffs lawyer is
establishing that the damaging event, which occurred in the course of
the use o f the product was the result o f the defect and not due to some
other cause such as misuse".

The introduction of liability without fault on the part o f the producer will assist the
plaintiff, for it is often difficult, or even impossible, to prove negligence on the part
o f the manufacturer. Res Ipsa Loquitur can certainly assist the plaintiff, as it is a
fonn o f circumstantial evidence.^^ However, it must be sufficiently strong before it
can be recognised judicially. Wade states: "This is often not present, and strict
liability eliminates the need o f the proof.”

') 9,

So on paper, the introduction o f strict liability by the Directive should
produce significant change. Lord Griffiths then o f the House o f Lords, writing extra
judicially, stated: "We have little doubt that, once it is no longer necessary to prove
negligence, there will be a significant increase in product liability litigation in
England." ^^There has been little use o f strict liability in product defect cases
throughout the European Community and Lord Griffith’s prediction has not been
realised.
However, recent cases, particularly A v. The National Blood Authority^^
indicate that the Law Lord’s contention may have some validity. In this case,
Burton J. found for the plainfiffs under the UK Consumer Protection Act 1987,

See K eeton, Manufacturer’s Liability: Tlie M eaning o f "Defect" in the Manufacture and Design o f Products,
20 Syracuse Law Rev. 559, 563 (1969).
This is discussed more fully in chapter 6 on N egligence.
See W ade On the Nature o f Strict Tort Liability for Products 44 M ississippi Law Journal. 825,826 (1973).
See Lord Griffiths, De Val P Dom ier R. D evelopm ents in English Product Liability Law: A Comparison W ith
The Am erican System, Tulane L aw R eview v o l.62 (1988) 353, 373.
[2001] 3 All E.R. 289.
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which had implemented the Product Liabihty Directive 85/374 EEC. Using the
directive and not the equivalent national act, he found that:

"The purpose o f the directive is to achieve a higher and consistent
level o f consumer protection throughout the Community and render
recovery o f compensation easier, and uncomplicated by the need for
the proof o f negligence."^'

If these comments prove true, the use o f the directive throughout Europe will
continue to grow. However, this case has aroused controversy in Britain and as it
has not been appealed to a higher authority, the case now represents a judicial
standard by which medicinal product defects can be judged under the directive. It
remains to be seen whether the judge’s interpretation is correct and this will not be
known until higher courts adjudicate it. This case demonstrates that there is a
special regime for obtaining compensation for product injuries now available to
plaintiffs throughout the Community. This special liability regime has come about
due to the public reaction to the thalidomide scandal.
W hy A Special Liability Regim e for Product Injuries?

The introduction o f strict liability for product injuries by the Commission, in their
creation o f the Product Liability Directive 85/374 EEC, raises the issue o f why
special treatment is given to people who suffer from injuries resulting from the use
o f defective products. Some commentators claim that strict liability creates an
anomaly in the litigation o f cases o f personal injuries. A plaintiff injured by a
defective product is seen to enjoy special treatment, whereas a victim o f personal
injury resulting from the use o f a motorcar is not accorded the same legal
protection. For some this may seem not to be a just and equitable proposition.
The main reason for this lies in the thalidomide tragedy o f the 1960s, where
"the litigation, that it generated uncovered serious weaknesses in the law o f tort,
especially regarding proof o f fault and causation".

Images o f limbless victims

unable to obtain compensation under existing legal procedures produced a public
outcry for change. On account o f this, it was felt throughout Europe that some
See B urton J. in A v. N a tio n a l B lo o d A u th o rity et al. [2001] 3 All E.R. 289.
See C ane P, A tiy ah ’s A ccidents, C o m pensation and the Law (1999, p .87, B utterw orths).
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action had be taken to compensate these unfortunate victims. This class o f victim
was thought to be worthy o f compensation, while others were not. A form o f strict
liability was to be imposed on manufacturers o f defective products.
In deciding to compensate and single out the injuries o f the thalidomide
victims, there is a failure on behalf o f the proponents o f strict liability to recognise
the unfairness o f such a move to victims o f other types o f accident. With reference
to this point Peter Cane is correct when he states: "It is not easy to think o f any good
reason why victims o f product- caused injuries deserve better treatment than other
recipients of tort compensation, let alone the vast majority o f injury victims who
receive nothing from the tort system.
In favouring one group o f victims over another group, a vocal and organised
group o f victims tend to get more favourable treatment from governments sensitive
to public opinion. The Commission failed to recognise the unfairness o f the
introduction o f strict liability as a means o f obtaining compensation for product
defects, believing instead, that the introduction o f this fonn o f liability would go
towards "solving the problem, peculiar to our age o f increasing technology."^"*
However, the type o f strict liability introduced by the Commission was not absolute
liability, but one qualified by a defect requirement and a development risk defence.
This defence allows the manufacturer to escape liability when the defect is
unforeseen. This raises the issue as to what is the best solution to the compensation
o f victims of medicinal product defects.
A bsolute liability: The Optim al Solution for the Com pensation o f M edicinal
Product Defects

Under a negligence regime, it is not difficult to prove negligence for manufacturing
defects. However, proving negligence for design defects is problematic. The
plaintiff has to prove that the design defect of the drug was reasonably foreseeable.
In the case o f thalidomide, the effect on the foetus of the unborn mother was
unknown..Testing for such defects was not a feature o f phannaceutical practice at
the time o f circulation of this product. To enable victims of this drug to succeed in
court, the foreseeability issue had to be removed
In such circumstances, under negligence principles, courts have to raise the
standard of care, so that the defendants are seen to be negligent in failing to take
” Ibid.. p.87
See R ecital 2 D irective 85/374/E E C o f the 25th o f July 1985.
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preventative measures in relation to such a foreseeable risk.^^ In the case o f
thalidomide, it could not be said that the defendant manufacturer had failed to take
adequate care in respect o f this risk; he could not have foreseen, or been aware, o f
its tragic defects. Because o f the foreseeability issue, the victims o f the drug could
not have used negligence principles at that time because the techniques o f
discovering design defects in drugs were not yet developed. A counterview is
proposed in the Negligence chapter which suggests that the courts if they had
rigorously applied negligence principles at that time could have assisted the
thalidomide victims.
Thus negligence cannot cover issues o f foreseeability, but strict liability can.
Stapleton comments:

"Only under a strict liability rule can liability

for

unforeseeable risks be a c h i e v e d . T h e rule o f absolute liability renders the
manufacturer liable for foreseeable and unforeseeable risks associated with the use
o f a product.
The purest form o f strict liability is absolute liability and, as its name
implies, it is an unconditional liability. This liability relies "on a simple proof o f
damage caused by the product"^’ Absolute liability is not generally found injudicial
systems, though the New Zealand compensation system comes close to being an
■30

absolute system, in that it compensates on proof o f damage.

The landmark case in

strict liability o f Escola v. Coca Cola Bottling Company o f Fresno, i n v o l v e d an
exploding Coke bottle which injured a waitress who was serving it. Judge Traynor
o f the Supreme Court o f California stated, that in his opinion, "it should now be
recognised that a manufacturer incurs an absolute liability when an article he places
on the market, knowing it to be used without inspection, proves to have a defect that
causes injury to human beings". Though few attempts have been made to
compensate on causation alone, there are obvious advantages in having only one
factor (causation) in detemiining d efectiv en ess.H o w ev er, there are difficulties in
applying causation.

Stapleton J, Product Liability (1994, p.97 Butterworths).
Ibid., p.97
37
See H ow ells G, Com parative Product Liability (1993, p.7, Darthmouth).
M cLean S, A ccident Com pensation Liability without Fault, The N ew Z ea la n d E xperience Jou rn al o f S o cia l
W elfare L aw (1996) 31.
24 Cal 2d 453. (1944).
See H ow ells G. Com parative Product Liability 1993p 13 Dartmouth.
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C onsequences o f A bsolute Liability
W ithout the aid o f a definition o f defectiveness, courts w ould have to rely on
causation as the only m eans o f determ ining w hether the product caused the injury
com plained o f by the p lain tiff In m edicinal product litigation, the greatest problem
facing the plaintiff in a defective drug action is the difficulty in distinguishing
between the cause o f injury and the illness itself"*' For this reason it m ay not be
fitting to apply absolute liability to m edicinal product litigation. It will be seen in
The Chapter on Causation proving that the drug actually caused the injury
com plained o f is the greatest hurdle that the claimant has to face in m edicinal
product defect litigation.
A nother consequence o f the application o f absolute liability to design
defects o f m edicinal products is that the distinction between discoverable and
undiscoverable is eliminated and liability is im posed on the m anufacturer regardless
o f culpability. The bias this regim e establishes, in favour o f the consum er, raises
moral issues o f equity and legal objectivity. It raises social issues in relation to the
developm ent and supply o f medicinal products that are beneficial to a large num ber
o f people. Even cost benefit analysis, w hich is a fair m ethod used in the assessm ent
o f defectiveness o f medicinal products could not be applied in an absolute liability
regime. Jane Stapleton observes that under absolute liability, the m anufacturer can
be penalised for m inor side effects although the overall benefit to the patient far
outweighs any negative aspects. This w ould m ean that for a cancer drug, w hich
caused mild baldness, liability for that condition would be im posed, no m atter
whether the benefits o f the drug outw eighed its risks.
The w idening o f liability for the phannaceutical m anufacturer could have far
reaching consequences. Insurance m ight be im possible to obtain, because any
unseen side effect, how ever mild, would be actionable leading to a substantial
increase in litigation for the m anufacturer. This in turn w ould reduce the
profitability o f manufacturers causing a contraction in the research and developm ent
o f new and beneficial drugs for public use.'*^ A nother consequence o f the
application o f absolute liability is that it cannot be applied w ithout a defect
requirement.
See Chapter 8 on Causation.

See Products Liability Reform, O xford Journal o f L eg a l Studies, (1986) v o l.6 N o .3, 392, 402.
See Brown v. Superior Court 751 P.2d 470 (Cal 1988).
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Absolute Liability Cannot Float On Its Own —The Need for a Defect
Requirement
Twersky and Henderson make a valid point when they state:

" The products Habihty system rehes on the defect concept for
cohesion

...

the

defect

concept,

in

helping

to

define

the

compensatable event, frames the nature o f the plaintiffs underlying
entitlement. Even seemingly neutral, factual issues o f causation
become incoherent unless they remain anchored to some adequately
articulable basis on which the p laintiffs rights rest. Thus, any across
the board attempt to abandon the requirement for defectiveness will
place courts and the product liability system in total chaos.

The Australian Law Reform Commission proposed a fonn o f absolute liability in
which victims should only have to show their loss or injury, arising from "the way
the goods a c t e d " . T h e Commission believed that by relying on causation alone it
would avoid any subjective determination o f defectiveness. However, it has been
said with some justification that:

"The theories based on causation can often slide back into the
subjectivity trap they are seeking to avoid, since to assess whether an
accident was caused by the way the goods acted there is a need to
decide whether the fault lay with the product, how it was used or
other factors.""*^

American courts have never accepted that "across the board liability without defect
is not now and never has been the operative rule” . However, a number o f courts
have come close to adopting such a position without realising the scope o f their
pronouncements.
See Henderson J & Twerski A, C losing The American Products liability Frontier: The Rejection O f Liability
W ithout D efect N ew York University Law R eview 66 N ov 1991 N o 5 163, 1263, 1286.
See Australian Law Refonn C om m ission Report number 51 and Law Reform C om m ission o f Victoria's
Report number 27 Product Liability.
See H ow ells G, Introduction to The Law o f Product Liability, editor Grubb A (2000, p.24, Butterworths).
See Henderson J & Twerski A, C losing The American Products Liability Frontier: The Rejection o f Liability
W ithout Defect, N ew York U niversity L aw R eview 66 Novem ber 1991, number 5, 1292.
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In Barker v. Lull Engineering Company, a seminal case in product liability
litigation, the California Supreme Court held that a plaintiff can establish a prim a
facie case for defective design by showing that the injury was approximately caused
by the product’s design. Having allowed the plaintiff to establish defectiveness
without a defect requirement, the court then passed the burden to the defendant “to
prove in the light o f relevant factors, that the product is not defective”.
However, the court allowed the defendant manufacturer to disprove whether
the product was defective or not, by traditional means or on the basis o f a risk
benefit analysis. By shifting the burden o f proof to the manufacturer, because o f his
superior knowledge in relation to design matters, the court in allowing him to use
the usual means o f detennining defectiveness, under negligence principles, rowed
back from adopting a without defect decision. The need for additional qualifying
conditions, such as a defect requirement, was recognised by the Commission when
they fomiulated the Product Liability Directive. The need for the inclusion o f a
defect requirement in answer to liability raises the question o f whether this regime
offers the best means o f addressing claims for medicinal product injuries.
Is A bsolute Liability the Best M ethod o f Legal Redress?

For plaintiffs attempting to prove damage for the unforeseen defects o f a medicinal
product, absolute liability remains the best method o f legal redress. Unlike
negligence, the manufacturer will not be able to plead the unforeseen nature o f the
defect as a defence. Thus absolute liability should have been adopted in any reform
o f product liability law. However, pure and unadorned theoretical absolute liability
does not have the capacity to satisfy the original aim o f the directive, which was to
compensate for the unforeseen effects of products such as thalidomide.
The theory o f absolute liability relies on causation entirely as a means o f
detenTiining defectiveness. However, this can be very difficult to apply in the case
o f defective medicinal products."*^ For this reason, the theory does not provide an
adequate answer for both plaintiff and defendant manufacturer in medicinal defect
litigation. If absolute liability could be applied successfully to the manufacturer o f a
defective medicinal product, it would make him liable to compensate the injured
party. Losses incurred by the manufacturer due to litigation are recouped through
20 Cal 3d 413 431,
See C h ap ter 7 on C ausation,
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the market. As early as 1897 Holmes recognised that such a shift o f liability would
sooner or later go into the price paid by the p u b l i c . T h a t shift o f losses from the
victim to the manufacturer became a component o f the theory o f Enterprise
Liability.

The Theory of Enterprise Liability.

It has been said that the goal o f Enterprise Liability is:

"To hold business enterprises responsible for losses resulting from
their activities, so that they will have appropriate incentives to reduce
risk and provide victims with needed insurance against losses."^'

It has been stated that in relation to the application o f Enterprise Liability,
compensation is the primary aim o f tort litigation with the enterprise (The
Phannaceutical Corporation) the proper target for internalising those costs inherent
in his production o f g o o d s . T h e Commission drew its inspiration from this theory
and this can be seen as one of the main reasons justifying the introduction o f strict
liability. The producer was:

"The ideal centre to which to impute the damage, since he may
include the expenditure which he incurs to cover this liability in his
production costs when calculating the price and therefore divide
among all consumers o f products which are o f the same type but fi"ee
from defects

The manufacturer either by insurance or by bearing the losses from his resources
recovers this loss. The resulting deficit then becomes an expense o f the enterprise,
which can be obtained from profits or by increasing the price o f the product in
See Holmes OW, The Path o f the Law, 10 Hanrard Law Review (1897) 457, 467,
See Stewart R, Crisis in Tort Law? TTne Institutional Prospective (1987) 54. University o f Chicago Law
Review 184, 186 and Priest G, The Invention O f Enterprise Liability: A C ritical H istory o f the Intellectual
Foundations o f M odel Tort Law, (1985) 14 Journal o f Legal Studies 461.
See Chait J, Continuing The Common Law Response to The New Industrial State: The Extension o f
Enterprise Liability to Consumer Services U C L.A. Law Review (1974) vol. 22, 401, 431.
(fifth recital) see Tesauro AG in E C Commission v. United Kingdom [ 1997] 3 C M L R 923, 931.
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question. A price increase spreads the loss across every consum er o f the product.
Though the concept o f loss spreading is m ore particularly associated in the U nited
States with strict liability, losses are also spread to a lesser extent under negligence
principles.

The Theory Applies to Both Systems of Liability
M ost m anufacturers insure their product against any risk associated w ith its use.
That risk includes not only identifiable risks, but also potential or latent risks that
m ay have been created by the enterprise’s activities. It is correct to state that as
regards the latent risks o f m edicines "that com pensation aw arded years after the fact
for such hann is som e benefit, though the m inimisafion o f such a risk is alw ays
preferable."''^'’
In the case o f negligence, risk spreading thi'ough insurance or a price
increase is limited by the duty o f care concept. However, under both system s o f
liability, risk spreading occurs. U nder strict liability, the risk is borne b y the
producer; under negligence,

"the effectiveness o f the risk spreading — is

significantly im paired by the fact that recovery is less certain under negligence than
under strict l i a b i l i t y . U n d e r negligence principles, it can be m ore difficult to
prove that the product caused the accident than under strict liability, thus allow ing
the m anufacturer greater scope to escape liability. Though in theory, all the p lain tiff
has to do under the pure fonn o f strict liability is to prove that the product caused
the injury, in practice, as will be dem onstrated in the chapter on Causation, this can
be a difficult process when the products in question are medicinal products. In
negligence the p laintiff has to establish not only the cause o f the accident but also
that the m anufacturer was in breach o f his duty o f care to the victim. However, risk
spreading is com m on to both systems, and this results in costs being passed on to
the consumer. Because the probability o f being sued is greater under strict liability,
the cost to the m anufacturer will be m ore substantial under strict liability than under
negligence. Apart from cost considerations, a m ajor consideration relating to strict
liability is whether it produces equitable results in those cases to which it is applied.

See Furrow B, Enterprise Liability for Bad Drug O utcom es (1996) D rake L aw Review’ vol.44, 377, 380.
See Griffiths L.J, De Val P and D om er RJ. D evelopm ents in English Product Liability Law; A Comparison
with the American System Tiilane L aw R eview vol.62. (1988) 371.
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Ethical Considerations of Theory
The concept o f risk spreading has ethical considerations. Usually the manufacturer
insures his product against potential defects. This becomes a component in the price
that is charged by the manufacturer.
Epstein has challenged the assertion, that the manufacturers can most easily
and properly arrange insurance. In some cases, it may be easier for the victim to
arrange his own insurance suited to his individual n e e d s . T o insure him self
adequately, a consumer would have to be able to estimate the probability o f being
injured by a defective medicinal product. While this may be true for some
individuals, for the majority, particularly in the case o f medicinal product defects,
the correct estimation o f risk by the consumer may not be possible. Also, the m ost
voilnerable, with their lack o f resources, would most likely not take out insurance,
leaving them uninsured against any subsequent injuries.
With the cost o f insurance internalised, each product has within its price an
insurance component. Then the poor will pay the same amount as the rich when
they purchase the product. However, tort law awards pay higher damages to those
who have suffered a greater loss of earnings or to those who have a greater capacity
to earn more. Thus the poor, who do not have the opportunity to earn significant
earnings,

are disadvantaged.

Stephen Perry makes the

following

accurate

observation on enterprise liability.

“In effect the wealthy receive better coverage for the same premium.
This contrasts shaiply with loss insurance, where more extensive
coverage (for example, damage to a luxury car) requires the payment
of higher premiums. This aspect o f enterprise liability is somewhat
ironic, though one o f its merits is supposed to be the provision o f
insurance for the poor".^^

See Epstein R, M odem Products Liability Law (1980, pp.46 - 48, Little, Brown and Company).
Perry S. Tort Law Chapter in a Companion to Philosophy o f Law and Legally Theory, editor Paterson D
(2000, p.71, Blackwell Publications).
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The Effect of Enterprise Liability on The M anufacturer

Under strict liability, because proof o f fault is unnecessary, the cost o f risk is borne
by the manufacturer making it easier for the victim to obtain compensation. In the
case o f manufacturing defects, where the standard o f care required by the courts is
akin to absolute liability, the costs o f risk by the manufacturer is similar for both
negligence and strict liability/* Unlike manufacturing defects, design defects
present a different picture. Without having to establish a standard o f care, victims
under the strict liability regime may have a greater chance o f success. The complete
absorption of the cost o f risk under the theory o f Enterprise Liability has a deterrent
effect for the manufacturer, though it is difficult to estimate how great this effect is
on the manufacturer. Under negligence a similar pattern emerges, though there is
not a complete absorption of risk, but a partial one with a lesser deterrent effect. In
both cases, it has to be doubted whether the deterrent effect yields the results
expected by the advocates o f the theory. In relation to the deterrent effect o f tort law
Cane observes correctly:

"But the idea that being held liable in court for having inflicted a
particular injury will have a significant effect on the person's ftiture
conduct and, in particular, that will cause that person (and others) to
cause fewer injuries in the future is highly questionable".^^

Also insurance dents the theory and the more specific deterrence o f regulation by
such bodies as the Irish Medicines Board further reduces the effectiveness o f the
theory.
However, it must be stressed that under negligence and strict liability, risk
spreading and its consequence loss spreading, are factors to be considered. Under
strict liability the risk o f injury, resulting from the use o f the product, becomes the
sole responsibility o f the manufacturer except in instances in which the consumer
has contributed to the risk. With an increased risk o f being sued, comes a greater
insurance cost for the manufacturer, which in turn can lead to a reduction in

See Best v. The Wellcome Foundation Z,/;/ [1993] 3 l.R. 421.
C ane P, Tort Law and Economic Interests (second edition, 1996, p.469. Clarendon Press Oxford).
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resources being spent on research and development with the result that more
beneficial drugs are not bought to the market.^*^
Insurance is vital for the survival o f even larger enterprises, such as
pharmaceutical manufacturers, faced with potentially crippling lawsuits. Insurers
rightly perceive strict liability to be more expensive than negligence. This has m eant
that insurance premiums, in countries where strict liability is the norm, have risen
far more dramatically than under negligence. What is known as ‘the insurance
crisis’ has enveloped the pharmaceutical industry in the United States, resulting in a
reduction in the development of new and beneficial d ru g s .H o w e v e r, insurance
costs are a feature o f both systems and the differences lie in the extent o f their
application. A balance needs to be reached whereby the interests o f the victim o f
defective medicinal products and the manufacturer are safeguarded. Under the strict
liability regime, the victim will be adequately compensated and the manufacturer
will be hit by punitive financial constraints o f compensation and insurance, thus
compromising its ability to develop new products beneficial to society at large.

A Proper Balance Has To Be Struck between Competing Interests For the
Theory to Have Validitj'.

If the aim o f a legal liability system is to ensure that victims obtain compensation,
then the theory o f Enterprise Liability has validity. However, if the effect o f a strict
application o f enterprise liability is to deprive the general public o f potentially
beneficial medications, due to severe penaUies on phaiTnaceutical companies, then
the theory does not operate in the general interest. A balance has to be struck
between the interest o f the consumer and the manufacturer in the apportionment o f
risk. This is a difficult exercise involving the rights of the individual to be
compensated, and the protection o f the phannaceutical industry against liability for
defects that were not discoverable when the drug was first marketed. In the
Directive, this has been recognised, by the inclusion o f Development Risk Defence.

See L asagna L, T he C hilling E ffect o f P roduct L iability in "T he L iability M aze"; T h e Im pact o f L iability L aw
on Safety and Innovation, editors H u b er P& Lita, R (1991, p. 193, B rookings Institute).
Ibid.
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Whether a correct balance has been struck between these competing interests by its
inclusion will be discussed in a later chapter.

62

The theory o f Enterprise Liability has its origins, principally in the
judgments of the Chief Justice Traynor o f the Californian Supreme Court in the
1960s.^^ The basis o f the theory, the internalisation o f costs, particularly under strict
liability, has benefits for the victim. Nevertheless, if the litigation against a
particular product is extensive, then the internalisation o f costs can become too great
for the company to bear. A balance has to be struck between the common good o f
producing beneficial medicinal products and the interests o f the consumer.
However, the interests o f the injured party are paramount and the balance m ay be
tilted in that direction especially where the defect was foreseeable. In the case o f the
unforeseeable drug defect, there is considerable economic justification for imposing
enterprise liability on drug manufacturers for they are better able to absorb the costs
o f injury than the consumer.^'' However, insurance may be difficult to obtain for
high risk, though effective medicinal products, because o f the fear o f litigation.
Without insurance, consumers would be disadvantaged because they would have no
chance to be compensated for a bad outcome from a drug therapy whether it is
foreseeable or not. The Commission, in its review o f the Product Liability Directive
in 1999, recognised the problems o f the unforeseeable defect for producers and
insurers. Responding to criticism by consumer groups o f the development risk
defence, the Commission recommended in the Green Paper that the development
risk defence should be retained because o f the upheaval that would occur in
relations between producers and their insurers.
In America, enterprise liability fell into disrepute as a theory for
compensating v i c t i m s . S o m e scholars decried "the spectre o f runaway social
engineering with ill- considered emphasis on risk spreading capacity".

67

They

objected to a change in the system o f accident compensation from the system based

See Chapter 5 on Developm ent Risk D efence — a N ecessary Evil for Phannaceutical Products?
See E scola v. The C oca-C ola B ottlin g C om pany (1944) 24 Cal|. App. 2d 453 .150 P 2d 436 (1944) and
C reenm an v. Yuba P o w er P rodu cts Inc 59 Cal 2d 57. 27 Cal. Reptr. 697, 377 P 2d 897.
^ Furrow B, Enterprise Liability for Bad Outcom es From Drug Therapy: Tlie Doctor, the H ospital, the
Phamiacy, and the Drug Finn, D rake L aw R eview vol.44 N o 3, .377, 430 (1996).
Legrand B. L'impact de la Directive sur I'industrie des assurances: La Directive 85/374/EEC relative a' la
Responsibilite du fait des produits; dix ans apres Louvain- La N euve 1996.
Nolan V & Ursin E, Enterprise Liability and Econom ic A nalysis o f Tort Law (1996) Ohio State L aw J o u rn a l
S I 809 843).
K eeton R. Conditional Fault in the Law o f Torts (1959) 72 H arvard L aw R eview 4 01,444.
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on fault to that o f loss distribution or insurance.^^ However, Calabresi developed “ a
modified form o f enterprise liability” by applying the internalisation o f costs as a
means of reducing accidents, substituting the loss spreading policy o f the theory.
This approach had the efficiency goal o f reducing accidents by placing the costs on
the person who had caused the accident.^^ The theory o f Enterprise Liability
attracted the attention o f the academic proponents o f the Economic Analysis o f
Law.

Econom ic analysis o f law

The economic approach to law forces us to recognise that law has economic
consequences because it affects the use o f r e s o u r c e s .I n this section we apply the
theory o f economic analysis o f law to decide whether strict liability is preferable to
negligence “to ensure the products are produced to the extent that it is economically
efficient to do so, balancing the benefit to be derived from products against the
damage they may c a u s e " . T h e theory o f enterprise liability had as its main aim the
compensation o f the victim o f a defective medicinal product. While compensation is
a component o f the theory o f economic analysis o f law, its main aim is the
prevention o f future accidents resulting from the use o f a medicinal product.
However, before discussing the prevention o f future accidents, it is necessary to
examine the basics o f the theory o f economics as applied to law.
When a defective medicinal product injures a person, a court will award a
right or entitlement to obtain damages. This award will result in the shifting o f
resources from the defendant manufacturer to the plaintiff who has suffered loss due
to the use o f a defective medicinal product. The award o f damages has economic
consequences not only for the plaintiff and the defendant manufacturer but also for
society in general. The payment o f damages to the injured party means that such
resources are diverted from more productive purposes such as investment in
research and development for new treatments.

“ Ibid., at 508.
Calabresi G, Non Fault Accident Cost Allocation (1965) 78 Hai-vard Law Review 713, 745.
™ Stapleton J, Product Liability (1994, p.99 Butterworths).
Howells G, The Law o f Product Liability (2000, p. 18 Butterworths).
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It is recognised by most people that litigation is a costly process and efforts
must be made to ensure that such procedures are efficient. Underpinning this
economic theory is the efficiency o f the legal process. The Australian Law Reform
Commission, in recommending that strict liability should be instituted for product
defects, stated:

"There should be maximum access to compensation at minimum cost
for those properly entitled to it. To this end, the law should be as
clear and simple as possible. The cost o f covering compensation,
including the cost o f the court system, should be reduced as much as
possible."^^

However, in order to approach a legal problem from an economic
perspective one has to accept certain basic economic assumptions. The economic
approach assumes that individuals act rationally, maximise utility and thus can be
counted on to make wise choices from the alternatives available. It notes that every
choice involves a certain cost. This is the basis o f neoclassical economics, which the
proponents o f the economic analysis o f law use in their scrutiny o f the legal process.
In The Economic Approach to Law, Burrows and Veljanosvki summarizes the
economic approach:

"The economic approach places at the forefront o f discussion the
need to choose and the costs and benefits o f alternative choices,
which must always be a relevant consideration where resources are
limited. All too often lawyers discuss the law in language that implies
that costs are irrelevant or that a goal can be achieved at no cost and
with no sacrifice o f other goals. Economics tells us that nothing is
free from society's viewpoint. By increasing access to the courts,
consumer’s resources will then be unavailable for other uses, an
economic approach can assist in determining whether in allocating

B raddock R. Product Liability: E conom ic Im pacts P roduct-L iability R esearch P ap er N um ber T w o p .23
January 1989, A ustralian Law R efom i C om m ission. T hough R ichard B raddock do es not d escribe in his research
p a p er ho w this is to be achieved.
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resources for this purpose rather than for another, that society is
getting value for money.

The application of economics to the legal process
The law seeks to achieve efficiency by producing the required outcome at the lowest
cost to so c ie ty .H o w e v e r, this is an ideal, which is sometimes difficult to achieve.
Braddock states:

" The ideal is achieved in the area o f product-liability law when the
sum o f all the costs that can be related to some ‘defect’ in a product
and the costs o f avoiding ‘defects’ is minimised, as this will represent
the lowest burden on society overall, as the aim is to achieve an
economically optimal level o f defect avoidance and hence an optimal
incidence o f product related losses”. ( ‘Optimal’ means producing the
highest attainable level o f social welfare, which would be an
economically efficient outcome.) This often raises the response that
the community does not really want any such injuries or other
losses."

If the legal system is seen as a means o f ensuring the efficient allocation o f society's
resources, a central concept o f the economic theory o f accidents is the
internalisation o f the cost o f avoiding accidents to the perpetrator o f the accident. In
The Economics o f Welfare Pigou proposed that the producer o f a product that causes
damage should compensate the individual "and if this were not to happen, then legal
or state intervention should be in s titu te d .C o a s e , in his paper "The Problem o f
Social Cost", believed that “the cost o f compensation should be shifted to parties,
who could afford to bear them.”^^
This theory, originating from welfare economics, was developed by
Calabresi, and it has as its main rationale the concept that "a more efficient
Borrows P and Veljanovski C, TTie Economic Approach to Law (1981, p. 18, Butterworths).
See Braddock R, Products Liability Australian Law Refomi Com m ission Research Paper num ber two June
1989 p .l.
See Pigou, The Economics o f W elfare 1932, London Macmillan,
See Coase, RH Tlie, Journal o f Law and Economics (1960) 2.
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allocation o f resources will be affected by the imposition o f liability, which will
impose on the enterprise a particular cost ... which will lead it to consider whether
70

steps should be taken to prevent a recurrence o f the accident."
In his book, The Cost o f Accidents, Calabresi did not subscribe to the
traditional view that compensation was the main ftinction o f tort law. Calabresi
insisted that "apart from the requirements o f justice it is axiomatic that the principal
function o f accident law is to reduce the sum o f the cost o f avoiding accidents."
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Calabresi qualified his notion that the principal function o f accident law was to
reduce the cost o f avoiding accidents when he stated in a footnote in an article:
"Compensation is an equally important aim. As a result we would not want to go as
far as we would otherwise in trying to reduce the primary cost o f accidents if this
would be accomplished at the expense o f compensation”.
In his effort to allocate resources efficiently, Calabresi assigns that function
to what he calls "the cheapest cost avoider”. Markensis and Deakin, commenting on
this creation, state: "This frequently means assigning liability to the ‘ deep pocket’
defendant”,*' or in medicinal product defect litigation to the phannaceutical
manufacturer. The theory has certain attractions, because in most product accidents,
the party best able to avoid the accident and to bear the loss is the manufacturer.
However, where the manufacturer fails to take the necessary safety precautions to
avoid the consumer being injured then the court will assign a legal right to sue the
manufacturer. That assignment will not affect economic efficiency "as long as the
parties involved in a particular dispute can bargain costlessly, that is to say with
zero transaction costs (lawyer's fees and court costs) to resolve that dispute”.
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This

presupposes that most cases o f this type will be settled outside the court.
The Problem of Social Cost: Cease’s Idea of Bargaining Before Litigation
At the same time o f publication of Calabresi’s thoughts on the reform o f accident
law, Coase published his paper The Problem o f Social Cost^^ which is regarded by
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See Calabresi G, The Decision for Accidents: An Approach to Non - Fault Allocation o f Costs 78 Han>ard
Law Review 713, 734-735 (1998)
See Calabresi G, The Cost o f Accidents (1960) p.26. In The Decision for Accidents: An Approach to N on
fault A llocation o f Cost. H a n ’ard Law Review vol.78 (1965) No 4 p.713
See supra note 5 at 715.
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some commentators as the starting point o f economic analysis o f law.
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In contrast

to the traditional stance on victim compensation advocated by Pigou in The
Economics o f Welfare, which was that businesses that cause harmful effects should
be forced to compensate those who have been injured by the company's activities,
Professor Coase suggested that a more efficient method o f compensation should
include a bargaining process prior to litigation. Efficient allocation o f resources
would be achieved by this method o f dispute resolution, because o f the absence o f
transaction costs, e.g. lawyers fees etc.

Calabresi took this theory and married his concept o f the cheapest cost
avoider with the bribery concept developed by Coase. Coase believed that the
victim could bribe the producer to take more safety precautions and thus avoid
accidents to the injured. By marrying these concepts, Calabresi stated: "It is best to
allocate accident costs in such a way as to maximise the likelihood that errors in
allocation will be corrected in the market. This criterion assumes that despite
transaction costs, a tendency exists for the market to find the cheapest cost avoider
and influence him “by bribes” to ensure that his products are safer.
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Coase, Calabresi and Product Liability Law
Using the theories o f Coase and Calabresi, Jane Stapleton examines the case o f a
consumer injured by a product defect that is foreseeable. She states: "According to
the Coase Theorem, those endangered by it, (the product) will in the absence of
oz

transaction costs pay the cheapest cost avoider to prevent the defect."

If the victim

would have been willing, to bribe the manufacturer to take the necessary safety
precautions against the risk, then if the manufacturer refuses to do so, "then the Law
should assign him the right to sue the manufacturer”.

87

The Limits of the Cheapest Cost Avoider Concept.
The theory o f the cheapest cost avoider points to a strict liability regime that
o o

internalises both foreseeable and unforeseeable risks.

In contrast, a negligence-

M arkensis and Deakin, Tort Law (fourth edition, (1999, p.25, Oxford University Press).
S ee Calabresi G, TTie Cost o f Accidents: A Legal and Econom ic A nalysis (1970 p. 150, Harvard University
Press).
See Stapleton J, Product Liability Law (1994, p. 106 Butterworths).
Ibid. C oase RH, The Problem o f Social Cost, (1960) The Journal o f L aw an d E conom ics 2.
See Stapleton J, Product Liability Law (1994, p. 130 Butterworths).
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based rule by its very nature limits the internalisation o f liability to foreseeable risks
only. However, some commentators believe that Calabresi "had got bogged down in
the fine tuning o f the theory o f the cheapest cost avoider to deal with complex realworld

situations''.^^ The idea o f bribing or influencing a pharmaceutical

manufacturer to take greater safety precautions in the manufacture o f his products is
unrealistic, because o f the complex nature o f medicinal products, particularly where
the defect is unforeseeable. The basis of the bargaining process was that transaction
costs were zero. Coase defines ‘transaction costs’ very widely to include all barriers
to private exchange. Transaction costs could be described as the costs o f arriving at
an agreement monitoring during performance and enforcing it through legal or other
sanctions.
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However, transaction costs, which include consumer information, are never
zero. To bargain successfully, the consumer will need to acquire the necessary
safety information, which may not be readily available, or be too costly to acquire.
In relation to medicinal product accidents, sufficient consumer information is
necessary not only to bargain for safety but since economics is ultimately about
choice whether to use the product or an alternative. One case, where bargaining can
be seen to lead to a reduction o f accidents, is in the field o f industrial accidents. The
worker by making representations about the safety o f his workplace can influence
the employer to improve safety procedures. In defence o f the theory, it has to be
said that imposing liability on the cheapest cost avoider could improve efficiency,
especially in unilateral accidents where there is only one cause. In these
circumstances, it should produce a greater deterrent effect to insure a non
recurrence of the accident.
The theory does not easily accommodate the bystander, who has not been
party to the purchase or supply o f the medicine, and who is not in a position to
influence the safety considerations o f the manufacturer. Another problem relates to
the process of bargaining for safer procedures, where a latent defect only becomes
evident many years after the first marketing. Most defects in medicinal products
appear only when the drug has been used for a number o f years and by a
considerable number o f people. Because o f the failure o f Calabresi’s approach to
Ibid., at 105.
See Dahlan CJ, The Problem o f Externality’ (1979) 22 Journal o f Law and Economics 148 approv'ed by Coase,
in The Finn, The Market and The Law (1988, p .6, University o f Chicago Press, Chicago. London).
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deal adequately with the more complex situations that occur in accidents, the
proponents o f an economic approach to law have turned to the ideas o f wealth
maximisation, which has been developed by Judge Posner and the Chicago Law
School.^'
Wealth Maximisation
The proponents o f this theory, notably Judge Posner o f the seventh circuit o f the US
appeals court, start from the premise that the only social goal o f legal action is
financial wealth maximisation. If economics is the science or art o f resource
allocation, the efficient use o f these resources results in wealth maximisation for
society. Most Law and Economic scholarship assumes that the goal o f law should
be efficiency.^^
Characteristics of Wealth Maximisation
In contrast to legal scholarship, which uses “economics not to predict the impact o f
law but to describe and explain the law and provide with it an economic
r a t i o n a l e , s o m e economists take a positive or scientific approach to the analysis
o f legal theory.^'* Using this positive approach, the economist in his attempts to
determine what the law is, "uses the deductive approach to derive hypotheses about
the principles which underlie a judge's reasoning and then test those hypotheses by
comparing their predictions against the decision which the judges have made."^^ By
deriving a hypothesis from the principles that judges use in their decisions and
comparing these predictions with the actual decisions o f judges, economic analysis
o f law becomes a tool o f legal study by which judge’s decisions might be predicted
prior to the case.
All economic analysis of tort law starts with the hypothesis that judges
behave as “if they were attempting to devise legal rules, which would encourage
individuals to maximise social benefits net o f social costs.

Stapleton J, Product Liability' Law (1994, p. 105 Butterworths).
S ee Hanson J & Hart M , Law and Econom ics Chapter 20 A Companion to The Philosophy o f Law and Legal
Theory, editor Patterson D (1999, p .311, Blackwell Publications).
S ee Burrows P & V eljanovski C, The Econom ic Approach to Law (1981, p .18, Butterworths).
See Friedman M, Essays in P ositive Econom ics (sixth edition, 1969 p.7, University o f C hicago Press,
C hicago, London).
See Bruce C, A pplying Econom ic A nalysis to Tort Law. The Expert W itness N ew sletter Sum m er ( \9 9 8 ) v o l.3
N o 2.
Ibid., no 3.
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Posner, having reviewed 1,500 Federal cases in his "Theory o f Negligence"
believed that the sample confirmed that the courts have safety as their main focus.^^
He believed that "the dominant function o f the tort system is to generate rules o f
liability that, if followed, will bring about, at least approximately, the efficient cost
justified level o f accident and safety."^^ One o f Posner's theories is that commonlaw courts tend to pursue the goal o f welfare economics even if this is not done
e x p lic itly .S c e p tic a l commentators, who having examined these 1,500 cases have
stated that “even Posner seemed to sense the strain in his argument that a single
goal, efficiency, explained all o f negligence law and yet no court in a sample o f
1,500 opinions once mentioned efficiency”.
This conservative theory o f law and economics espoused by Posner means
“that individuals who are down on their luck, without a job or poor as a result o f no
fault o f their own or simply without a legally recognisable claim to any o f society's
resources"'^' cannot be accommodated within the theory. The general public and
some more liberal judges might find it hard to accept this aspect o f wealth
maximisation. Most European judges would not agree with the following comments
found in The Economics o f Justice when Posner states:

"Another implication o f the wealth maximisation approach, however,
is that people who lack sufficient earning power to support even a
minimum decent standard of living are not entitled in the allocation
of the resources o f someone who has wealth.

In his use o f the wealth maximisation principle, Posner believes in the
market approach. Where there are transaction costs, Posner argues that
efficiency will be maximised by the court transferring the right to sue to the
person who values it most highly. As wealth maximisation is defined in
financial tenns, that right is valued by a willingness to pay. This results in
the right being allocated to the party who makes the highest bid. Posner sees
See The Journal o f L egal Studies (1972) 1, 29.
See Posner RA, Economic A nalysis o f Law (1972, p. 18, Little, Brown and Company, Boston).
See M arkesinis B & Deakin S, Tort Law (1999, p29, Clarendon Press).
See Hanson & Hart, Law and E conom ics chapter 24 Editor Patterson D Com panion to Philosophy o f Law
and Legal Theory (1999, p.312, Blackwell Publications).
S ee M alloy R, Law and Econom ics. A Comparative Approach to TTieory and Practice (1990, p.61 W est
Publishing Company).
See Posner R, The Econom ics o f Justice (1983, p. 76, Har\'ard University Press).
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the market as a solution to disputes and in this sense the court tends to mimic
the market. The consequence o f this type o f court action will be, in most
cases, a redistribution o f income by the court to the rich. This has been the
major criticism o f courts using wealth maximisation as a judicial goal. The
following comment indicates that justice is not a central tenet o f Posner's
approach.

"The economic approach o f wealth maximisation as an approach to
justice is not coherently and singularly dispositive o f the question o f
justice and rights. If there is a dispositive link between justice and
economics, wealth maximisation is not it."

Though, accepting that his concept o f wealth maximisation may have redistribution
problems, Posner believes that the social goal o f wealth maximisation will only be
achieved by the courts adopting rules o f liability that bring about cost justified
levels o f accidents. Courts in assessing these rules o f liability must use, according to
Posner, the Learned Hand Formula: "Negligence means failing to avoid an accident,
where the benefits o f the accident avoidance exceeds the costs."'®'' Posner believes
that negligence is a more efficient strategy.
Under strict liability, the manufacturer must pay all the losses o f the victims
o f accidents whether or not the accident was worth preventing. Under negligence
principles, the injurers only have to pay where the cost to them o f preventing an
accident is less than the expected cost o f the a c c i d e n t . I n applying this analysis to
medicinal product defect litigation, the following emerges. It does not matter how
extensively the manufacturer tests his product to avoid defects under strict liability
he will be liable for all consequences. Under negligence, there is a cut off point
where the cost o f testing the drug does not produce any additional benefits. A more
efficient result under strict liability, not only from the manufacturer’s position but
also for the general public, is the testing o f drugs so that all defects are discovered.

See Samuels N and M ercuro N, Posnerian Law and Economics on the Bench (1984) Internaiional Review o f
Law and Economics no A , 107, 123.
104
See Posner RA, Tort Law Cases and M aterials (1982, p.2, Little, Brown and Company).
See Law and Economics, Hanson J & Hart M A, Com panion to Philosophy o f Law and Legal Theory p.313
editor Patterson D (1999, p.313, Blackwell Publications).
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However, this m ight result in a dram atic increase in its price, w hich m ight m ean that
only the rich can avail o f its benefits.

Strict Liability Versus Negligence and the Unilateral Accident: A Theoretical
Comparison Using Economic Analysis of Law.

The econom ic analytical approach aims to determ ine w hich system o f liability is:

"The m ost suitable to

im prove welfare by

first encouraging

individuals to engage in safer activities by providing an incentive to
do so, and second encouraging individuals to m ake a given activity
safer".

U nder product liability law, a socially optimal level o f w elfare is achieved w hen the
sum o f all the costs, resulting from the defect in the product and the costs o f
elim inating the defect are m inim ised. This will represent the low est w elfare burden
on s o c i e t y . F o r the Law R efonn Com m ission o f Australia. Econom ic A nalysis o f
Law can be used in the sim plest or unilateral accidents where: “ The in ju rer’s
behaviour will be assumed to affect accident risks and the victim s behaviour will
not” .
M edicinal product defects fit into this category o f accident and usually are
due to the action o f the dm g and not the pafient's negligence. Injury to the unborn
child w hose m other took thalidom ide is an exam ple o f a unilateral accident. The
foetus could not interfere or influence safety procedures that the m anufacturer m ight
take. U nder negligence the m anufacturer is liable only if a level o f care specified by
the courts has not been exercised. W hen the m anufacturer either equals or exceeds
this level, he will not be liable. If courts define "due care " as the level o f care that
m inim ises total accident costs, then the outcom e will be socially optimal. The first
person to describe the standard o f care in econom ic ten n s was Judge Learned H and
106
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when he suggested that an injurer is not liable “when the benefits o f accident
avoidance exceeds the costs”. A s will be discussed in the Negligence Module,
quantifying the expected cost o f an accident is difficult for the courts. . This has
been recognised by Judge Hand him self in the judgment in Mosian re Loftus’’^
when he stated:

"The difficulties are in applying the rule, they arise from the necessity
o f applying a quantitative test to an incommensurable subject matter
and the same difficulties inhere in the concept o f ‘ordinary
negligence’. It is indeed possible to state an equation for negligence
in the form, C= P x D in which C is the care required to avoid the
risk, D possible injuries and P the probabilities that the injuries will
occur if the requisite care is not taken. But o f these factors, care is the
only one susceptible o f quantitative estimate, and often that is not.
The injuries are always variable within limits, which do not admit o f
even approximate ascertainment and, although probability might
theoretically be estimated, if any statistics were available, they never
are and besides, probability varies with the severity o f the injuries. It
follows that all such attempts are illusory, and if serviceable at all, are
so only to centre attention upon one o f the factors which may be
detemiinative in any given situation."

So the originator o f the rule could see the problem o f quantifying factors necessary
for the implementation o f establishing a negligence standard by economic methods.
Indeed as recently as 1986, Judge Posner in applying the Hand Fonnula in Davies v.
Consolidated Rail Corporation “ did not quantify the necessary numbers which
could be used with effect in the algebraic fonnula presented in the theory, mainly
because o f the absence o f such infonnation.
If strict liability is applied, the injurer or manufacturer must pay for all
accident losses, which their product has caused. While courts have to estimate an
appropriate level o f care when applying negligence principles, under strict liability
109
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they only have to estimate the damages which have resuhed from the defective
product. The problems o f attempting to discover what the actual level o f care
required o f the manufacturer is, can be answered by the utilisation o f the concept o f
the cheapest cost avoider."^ This concept has been always associated with strict
liability and because o f this Stapleton has argued “that for any economic theory to
have validity in efficiency tenns, it requires a strict liability rule without the defect
requirement.” "^ For that reason, a strict liability rule would be required to enable
the victims o f thalidomide to obtain compensation. Stapleton explains the basis for
such a contention as follows:

"This is because the cheapest cost avoider approach encompasses
both prevention and price - deterrence strategies, and in so doing
supports a liability mle extending to and internalising to the
defendant, losses associated with unforeseeable risks. Since only
strict liability can cover such risks — a fault-based rule cannot cover
them since it is impossible to be careless with regard to an
unforeseeable risk — The Calabresian approach points to strict
liability being the more efficient device for internalisation." ’

The concept of the cheapest cost avoider can be accommodated within both systems
o f liability, for under both systems optimal levels of care are achievable. However,
Calabresi has always associated his concept with strict liability. In a unilateral
action, where the victim has no effect on the outcome, the concept o f the cheapest
cost avoider sits easily. This produces a proper allocation o f resources with a
resultant high-level o f welfare, because the injurer or manufacturer must pay all the
costs. This can be contrasted with negligence where the victim must bear some o f
the losses above a certain standard o f care set by the courts. Channelling all the
liability onto the cheapest cost avoider can achieve greater levels o f safety.

See Stapleton J, P roduct Liability (1994, p .l0 5 , B utterw orths).
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A Comparison between Product Liability Laws Using Negligence of Strict
Liability

Both systems of liability, in the case o f a unilateral accident, can satisfy their main
aim o f encouraging behaviour that will maximise safety procedures and minimise
accident costs. For the courts, under negligence, there is the considerable cost o f
endeavouring to establish what the appropriate level o f care is that would make the
manufacturer liable or not liable for compensation. Not only is this an expense for
the courts but also it is costly for the plaintiff, who under negligence principles has
the burden o f proving that the defendant manufacturer fell below this level.
No such bui'den for the plaintiff occurs under strict liability, because the
consumer has simply to prove that the product caused the damage. The aim o f
economic analysis of law is forward-looking, in that it seeks to provide incentives to
manufacturers to take precautions to ensure that accidents do not occur in the future.
As regards incentives to take adequate safety precautions, information is necessary
to achieve this objective. In relation to whether strict liability can be justified using
economic theory Braddock’s comments have particular validity for phannaceutical
products:

"A

strict

liability

manufacturers

have

manufacturer’s
a

comparative

rule

recognises

advantage

in

that

the

obtaining

infonnation concerning product quality, including safety factors, and
accident prevention costs. They can act more efficiently to reduce the
incidence o f injury or loss and can thus offer a more economically
efficient tied package o f goods at full price plus average expected
accident costs than the less informed consumer could put together.
Additionally, such a regime would provide an incentive for the
manufacturer to minimise loss.""^

However, a negligence rule would also recognise a manufacturer’s comparative
advantage in safety infonnation and precaution. The difference between the two
See Braddock R. Economic Impacts Product Liability, Research Paper No 2. 1989 p.63 o f Australian Law
Reform Commission.
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systems is the cost o f trying to prove fault by the manufacturer in the production
and marketing o f his product. When it comes to the allocation o f resources in a
unilateral accident, the aim o f the manufacturer is to minimise not only accident
costs but to encourage safe procedures. Jane Stapleton argues that: "Full strict
liability would seem to emerge clearly as theoretically the best form o f liability by
which to internalise accident cost and to promote efficiency."
Therefore, in the simpler unilateral accident where the victim has no control,
strict liability ensures a more efficient outcome. In a medicinal product accident, the
consumer or victim may not have contributed to the accident; the m ost efficient
method o f a resource allocation is to place the losses on the manufacturer. By
imposing the losses arising from the accident on the manufacturer’s shoulders, the
main aims o f deterrence and compensation are met, for the manufacturer can do
most to avoid the accident and he usually will have the resources to pay
compensation.
However, while most medicinal product defect accidents are unilateral in
nature, some accidents involve contributory negligence by the consumer. Adopting
strict liability only, as a means o f changing the behaviour o f the m anufacturer in
relation to safety procedures, could lead to an inefficient social outcome. In cases
where the victim has contributed to the cause o f the accident it is necessary to
provide incentives for him to adopt safer procedures in the use o f the product. This
is usually achieved by asking him to contribute to the cost o f the accident.
Economic analysis o f law can present an argument theoretically justifying the
introduction o f strict liability as a means o f obtaining legal redress.
In conclusion, for medicinal product defects, an analysis using economic
theory applied to law demonstrates that strict liability is superior to negligence.
There are a number of caveats to this recommendation. For medicinal product
defects, it was demonstrated previously in this chapter that strict liability, in the
fonn o f absolute liability, is the most efficient means o f obtaining damages for the
victim. However, it was also shown that absolute liability could not fiinction
without a defect requirement due to causation problems associated with medicinal
products.

See S tapleton J, Product Liability (1 994, p. 132, B utterw orths).
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The European Union has chosen the consumer expectation test to define the
defectiveness o f a product. In the chapter 5, Strict Liability the Conceptual Basis o f
Defectiveness under Strict Liability and Its Relevance to Medicinal Product Defects,
it will be shown that a form o f cost benefit analysis is necessary for detennining the
defectiveness o f medicinal products. Therefore, using the theory o f economic
analysis o f law, the two strands o f Calebresi's strict liability’s cheapest cost avoider
and Posner’s negligence based cost benefit analysis could be combined to produce
the following theoretical proposition: that strict liability should be imposed on a
manufacturer who produces defective medicinal products. All costs resulting fi'om
both foreseeable and unforeseeable defects should be internalised to the producer. If
in hindsight it can be shown, using cost benefit analysis, that the benefits o f
medicinal product outweigh its defects, then liability should not be imposed.
However, one o f the greatest problems facing a victim of medicinal defect litigation
is causation.
Economic Analysis o f Law and Causation

Causation poses a significant difficulty for a victim attempting to prove a drug
caused his injury. Prosser comments generally about the difficulty o f proving
causation:

"There is perhaps nothing in the entire field o f law which has called
forth more disagreement, upon which opinions are in such a welter of
confusion. Nor, despite the manifold attempts which have been made
to clarify the subject is there yet any agreement as to the proper
approach.""’

Yet the application o f economic analysis law to liability cases may prove beneficial
in detennining causafion. In this section, I propose to ask whether the application o f
economic analysis o f law can assist in determining causation.
As will be demonstrated in the chapter on causation, medical product defect
lifigation presents different causation problems than those o f everyday products.
This can be seen in the difficulty courts have in distinguishing between an adverse

See Prosser WL, Handbook o fT h e Law o f Torts (fourth edition, 1971, p.236. West Group).
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drug reaction in a patient and his illness.

118

Using traditional legal analysis,

causation is determined by the "but for test". In most cases, the requirement o f this
type o f test “gives rise to no practical difficulties" in discovering the factual cause o f
the injury."^ However when there are a number o f possible causes for injuries and
there is a lack of reliable evidence as to which actually has been the cause, the “but
for test” becomes unworkable. In these circumstances, courts prove causation by
asking whether the defendant’s conduct was a material factor in bringing about the
injuries
In contrast, for the economic theorist, only inefficient, and therefore
negligent harmful acts, can count as cause o f harm. Posner and Landes state:

"If the basic purpose o f tort law is to promote economic efficiency, a
defendant’s conduct will be deemed the cause o f the injury when
making him liable for the consequences o f the injury if this would
promote an efficient allocation o f resources to safety o f care.”

Therefore for Landes and Posner, causation can largely be dispensed with in any
economic analysis o f T o r t s . T h e proponents o f the application o f the economic
analysis o f law have joined those whom Hart and Honore have described as the
causal minimalists who allot only a minor role to causal issues in determining
questions o f legal responsibility.'^^ Minimising causation does not reflect the reality
o f medicinal product litigation. Unlike other consumer products, causation plays a
very important part in this type o f litigation.
The difference between strict liability and negligence narrows significantly
when economic analysis of law is applied to causation. The inefficient action o f a
fiiTn or an individual renders him liable irrespective o f which liability regime is
applied. Efficient firms or individuals are not considered to be a legal cause o f
hanri. The deeming o f the defendant to have been the cause o f the accident because
he is the person, who can avoid the accident easily, does not seem to be fair to the
defendant. In the case o f the phannaceutical manufacturer, the theory does not

'
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See Cane P, Atiyah’s Accident. Compensation and the Law (sixth edition, 1999, p.92, Butterworths).
See Landes W and Posner RA, Causation in Tort Law,
Journal o f Legal Studies 109, 110.
Ibid.
See Hart H and Honore T, Causation in TTie Law (second edition, 1985, p.25. Clarendon Press).

146

attempt to separate the cause o f the accident into actual and background causes,
important factors in medical product defect litigation.
Economic Analysis of Law: The Proportional Approach to the Establishment
of Causation
However, if there is uncertainty about which manufacturer's product caused the
damage, a proportional approach to causation can assist the plaintiff in obtaining
legal redress. The concept advanced by Steven Shavell has application in drug
injury c a s e s . T h i s approach:

"Results in parties (manufacturers) facing expected liability equal to
the expected losses they impose and thus it leads to socially desirable
behaviour".

Such an approach was adopted in Sindall v. Abbott L a b o r a t o r i e s when courts
could not identify which manufacturer's product caused the damage.

The

Californian Supreme Court took the novel approach o f apportioning liability in
proportion to each individual m anufacturer’s market share. This resulted in
compensation for the victims o f diethylstilbestrol who might not have been able to
obtain legal redress under traditional causation principles. The court adopted such a
procedure on the simple expediency that to deny compensation to the daughters o f
mothers who took the drug during pregnancy would be unfair. It would appear that
the use o f the theory o f the economic analysis o f law was not a dominant theme in
the court’s decision.
However, economic theory o f law encourages phannaceutical companies to
take safety incentives which will promote an optimal level o f care in the production
o f pharmaceuticals. The proportional approach has not found sympathy in Irish
c o u r t s . H o w e v e r , this may change with the increasing use o f generic drugs in
Europe. Diethylstilbestrol was a generic drug whose patent had expired. In the
Sindel case, the cause o f injury was not in question, but the identity o f the
manufacturer was a frequent problem where there were a number o f manufacturers
producing the same generic drug. Courts in Europe, as demonstrated by the House
See Shavell S, Causation and Civil Liability (1 9 8 5 ) 28 Jou rn al o f L aw a n d E con om ics 587, 589.
Ibid., at 589
26 Cal 3d 588 607 P2d 924 (1980).
See D o e v. A rm ou r P h arm aceu ticals C om pany lim ite d [ 1994] 3 I.R. 78.

14 7

o f Lords decision in the Fairchild case'^^ are willing to adopt novel procedures on
grounds of fairness to ensure that compensation be paid to victims who have been
injured by dangerous products. In the Fairchild case (an asbestos injury case) the
House o f Lords were willing to relax the proof o f causation where it was not
possible to identify the offending e m p l o y e r . T h e r e is no reason to believe that in
"hard cases", such as the diethylstilbestrol cases heard in America, that a court in
Europe might adopt the approach o f apportioning liability as fashioned by the
Californian Supreme Court. However, the basis o f this decision by the Supreme
Court is one o f fairness and not one based on the economic analysis o f law. In the
diethylstilbestrol cases, the cause o f injury was known, but where there are
conflicting causation issues, as in phannaceutical defect litigation, economic
analysis o f law does not provide an answer for the judiciary.

The American Judiciary And the Use of the Theory of Economic Analysis of
Law.

The proponents o f the use o f economic analysis o f law had hoped that this would
augment or supplant judicial thinking. This fonn o f analysis originated largely in
the universities o f the United States. Two o f its leading advocates Posner and
Calabresi, were then members o f the Chicago and Yale Law Schools respectively.
The then President o f the United States appointed them to Federal judgeships. Not
only these members o f the judiciary, but also members o f the Supreme Court in
America had expressed an interest in the use o f economics as a tool in judicial
decision-making. Judge Scalia o f that court stressed that the use o f economic
analysis could help in making value choices, for example in the establishment o f a
necessary level o f care in negligence. He asserted that economic reasoning can and
should be used to assist in the discovery o f what the value choices might be. He
noted that ultimately the determination o f choice must be based on principles other

[2003] 1 A.C. 32.
See also chapter 7 on C ausation.
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than economic r e a s o n in g .B a r b a r a White observes correctly that efficiency
analysis alone cannot provide a unique solution to legal disputes.

“Economic efficiency analysis will only reveal the existence o f a
multiplicity o f economically efficient states— it will not reveal which
one o f those states is most desirable or beneficial to society. That
choice must be made pursuant to a value system based on society's
morals, ethics and legal principles none o f which market prices
accurately reflect."’^®

Cohen criticises Judge Posner, who is considered the great exponent o f economic
analysis o f law, by stating that:

"As a Judge, he has not been a responsible role model for the use of
economic analysis injudicial reasoning."'^’

In his defence, Judge Posner counters with the argument, that:

“It is wrong for a Judge to smuggle into judicial reports the ideas that
he has developed as a professor”.

Even his main idea o f wealth maximisation as a social goal does not feature in his
cases. He has stated that:

“I do not contend that wealth maximisation is capable o f being used
as a judicial formula that can be applied with unerring accuracy.

1 “^ 9

See Address by Judge A Scalia, University o f Houston Law Centre C onference re Thinking Tort and
Environmental Liability Law. N eed s and O bjectives o f the Late 20th Century and Beyond, April 18, 1986 24
H ouston L aw R eview 91, 100-101.
W hite B, Course and the Courts: Econom ic for the C om m on Man Iow a L aw R e view {\9% 1) v o l.72 577, 612.
See Cohen J, Posnerian Jurisprudence and Econom ic A nalysis o f Law: The V iew from the Bench The
U n iversity o f P en nsylvan ia Lav.' R eview vol. 133, 1117/ 1118.
See Posner RA, Wealth M axim isation and Judicial D ecision M aking (1984) In tern ation al R eview o f L a w an d
E conom ics, N o.4, 131, 113.
at 133.
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Gary Minda has asserted that Richard Posner has softened his economic views
about law and adjudication and has adopted a more philosophical perspective. He
states:

"Posner's recent defence o f law and economics in his book, the
Problems of Jurisprudence, for example, represents the post Chicago
shift from the jurisprudential view found in his earlier work,
Economic Analysis o f Law. Posner, who once argued that law is best
understood through the objective lens o f efficiency analysis, now
argues for a form o f legal pragmatism that accepts the idea that large
changes in law often come about as a result o f non -rational
process.” '^"'

In relation to the theories o f Calabresi it has been said:

"In Calabresi's own understanding the practical role o f his theory in
courts must be a rather limited one: its sophisticated analysis of
liability rules establishes the need for a wealth o f empirical data that
in practice is unavailable to private litigants and, therefore, to the
courts.

If economic analysis o f law is to become a major tool o f judicial decision, its use by
its main proponents, as part o f their decision-making, must be seen.
Notwithstanding this fact, American judges have attempted to apply
economic reasoning in their decisions. Calabresi’s theory, with the less elaborate
concept o f the cheapest cost avoider, has been given more attention by fellow
American judges than Posner’s more complicated theory o f wealth maximisation.
Calabresi's method is sometimes applied incoiTectly reflecting the court's failure to
understand fully the m e t h o d . B e c a u s e o f the failure o f economic analysis o f law,
to provide identifiable answers to many everyday legal problems and the fact that

M inda G, Post-modern Legal M ovem ents. Law and Jurisprudence at Century’s End (1995, p. 102, N ew York
University Press).
See Englard 1, Law and Econom ics in American Tort Cases: A Critical A ssessm ent o f the Theory’s Impact
on Courts. (1991) 41 U niversity o f Toronto L aw Journal 359, 364.
/Wrf., at 429.
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the theory has been poorly understood and infrequently applied by the judiciary,
judges have reverted to the more traditional approaches.

The British and Irish Judiciary and Economic Analysis of Law

The judiciary in Britain and Ireland do not refer explicitly to the use o f the
economic analysis o f law in their judgments. However, the recent use o f economic
reasoning by Lord Hoffmann, in Stovin v. W ise/^^ indicates awareness o f the
theory. This case involved a motorcycle accident caused by impaired visibility due
to an obstruction on the road. The council responsible for the maintenance o f the
highway had not removed this obstruction when the accident occurred. The question
raised was whether the council owed a duty o f care to the motorcyclist who had
been injured when he collided with a car driven by Mrs Wise, who had to edge out
onto the highway due to the obstruction. In dismissing the case. Lord Hoffinann's
judgment used the economic theories o f the correct allocation o f resources and the
internalisation o f costs. He argued that if this were not to happen, the market would
be distorted, because the hamiful activity could appear cheaper. This could have had
the consequence o f reducing the deterrent effect o f accident costs.
This case demonstrates that one o f the Law Lords is willing to apply
economic theories to assist him in legal decision making. As in America, the
reliance by Lord Hoffrnann on the economic theory o f law is not central to his
argument. The traditional method o f judicial analysis remains the basis o f his
judgment. The House o f Lords held that the Council did not owe a duty o f care to
the motorcyclist Mr Stovin who had suffered loss by reason o f its non perfonnance
in removing the obstruction.
In Ireland there is no evidence that the judiciary has used economic analysis
o f law. Mr Justice Niall Fennelly o f the Supreme Court has a qualification in
economics, but Mr Justice Roderick Murphy is the only member o f the High Court
bench to have extensive economic training. He holds a doctorate in economic
theory. A survey o f his cases would not indicate any extensive use by him o f
economic theories o f law. However, one case, Humphrey v. The M inister fo r The

'^ ’' [ 1996 ] A.C. 923 .
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Environment, a

taxi deregulation case, would indicate a recognition by the court

that this theory may have application in assisting judicial decisions. This can be
seen in the following comments:

" It is remarkable that little evidence was given as to the right o f the
public and the level o f unmet demand. The concept o f public service
in exchange for quasi monopolistic privileges received

scant

attention”.

Having listened to economic evidence and having agreed to the economic
philosophy that the existing taxi drivers were being protected from
competition by the reflisal o f the relevant authorities to grant taxi licenses to
those other than existing taxi licence holders, the judge still based his
argument on traditional methods o f analysis. His following comments
demonstrate this point:

"Moreover, no matter how compelling the economic arguments are,
the issues being reviewed are fundamentally political decisions made
within the parameters o f legislative discretion”.

Mr Justice Muiphy echoed the words o f District Judge Diannuid F O ’Scanloin who
said that the use o f the theory o f economic analysis o f law in judicial decision
making is more properly addressed to legislators or administrators.''*'
As yet there is no conclusive evidence that the use o f economic analysis o f
law has produced tangible benefits to the judiciary. Until more research is done to
demonstrate in what way it can help the judiciary in their decision-making, it will
remain largely a theoretical exercise.

[2001] 1 l.L.R.M. 241.
Ibid.
Ibid.
See Leisnoi v. Stratman U.S. 9'*’ C ir 54 F 3d 1062 (1990) App Lexis 21862.
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C onclusions

The central aim o f this chapter was to determine whether strict liability provides the
best answer for obtaining legal redress for defective medicinal products using the
theories o f Enterprise Liability and the economic analysis o f Law. From the victim's
perspective, absolute liability, without the addition o f the Development Risk
Defence, provides the best method o f obtaining compensation for injuries resulting
from medicinal product defects.
However, absolute liability can be difficult to apply to medicinal products.
The only requirement for the victim under this fonn o f liability is to prove that the
medicinal product actually caused the injury complained o f It will be demonstrated
in chapter 8 on Causation, that this can become to be a very difficult task for the
victim. Because o f this problem the need for a defect requirement was stressed i f a
form o f absolute liability was to be used to determine liability for defective
medicinal product injuries.
The introduction o f strict liability should have beneficial effects for victim s
because they do not have to prove fault, which is an essential component o f the
proof o f negligence. For the manufacturer, the internalisation o f costs under the
theory o f enterprise liability is greatly increased if strict liability is applied. U nder
strict liability the manufacturer becomes liable for the unforeseen defects o f
medicinal products. This is a greater incentive to produce safer drugs; how ever it
adds significantly to the eventual cost o f drugs to the public, making affordability an
issue for the less well off.
The effect o f increased litigation could cause a reluctance by the
manufacturers to engage in research and development o f new and innovative drugs.
In the US vaccine production was previously affected by litigation; this prompted
the United States government to intervene on an issue o f social concern. To what
extent research and development o f new drugs are affected by strict liability is not
clearly established. However, companies are willing to take on board this additional
cost o f production if the product has the financial strength to bear this additional
burden. Therefore, for some phannaceutical manufacturers legal deterrence can
have an effect on manufacturers conduct in the production o f safer drugs because no
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I

pharmaceutical company would wish any o f its products to be involved in disastrous
litigation. However, the greater deterrent effect o f the regulatory authorities can be
seen in their demand for a withdrawal o f a licensed product.
If the theory o f enterprise Liability is to have any validity, a balance has to
be struck between the competing interests o f the victim and the manufacturer. W hen
strict liability is imposed too rigorously, then manufacturers will not be willing to
undertake advanced research. However, if a balance has to be struck it should
favour compensating the victim who may not have the resources available to
recover from any resultant injury.
The chapter examined the application o f enterprise liability to negligence
and strict liability to detennine which system o f liability was better for obtaining
legal redress. It also examined whether economic analysis o f law supported the
implementation o f strict liability for medicinal products. Most commentators regard
compensation as the primary aim o f any liability regime. Compensation is not a
primary aim under the theory o f law and economics. This theory focuses on the
avoidance and reduction o f the cost o f accidents by the efficient allocation o f
resources. A feature o f the Coase Theorem is that the consumer will pay the
manufacturer (The Cheapest Cost Avoider) to take sufficient safety precautions to
avoid any subsequent accident. To do this successfully, the patient must have
sufficient infoiTnation about the proposed defect. In pharmaceutical litigation, it is
the drug manufacturer that usually has such information. It is true to state that
"consumers lack the ability to bargain with the drug industry about drug risks".
The idea o f bargaining for safety has little place in the correct production and
marketing o f phannaceuticals. The ordinary consumer rightly places more trust in
the regulatory system when it comes to dealing with the safety o f medicinal
products.
It was seen that there are two schools o f economic thought in the law and
economics movement.

The negligence

approach advocated by Posner and

Calabresi’s cheapest cost avoider was associated with the strict liability approach.
Both approaches aim to reduce accidents. Under Posner's conservative theory, the
goal o f society is wealth maximisation, which has been criticised as being immoral
and unfair. Posner uses the Learned Hand approach as seen in US v. Carroll Towing
See Furrow B. Enterprise Liability for Bad O utcom es From Drug Therapy: The Doctor, Is the H ospital, The
Pham iacy, And Tlie Drug Finn D rake L a w R eview {\99(>) v o l.4 4 p .377, 432
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Company where liability is only imposed when the accident could have been
avoided at a lower cost than the expected cost o f the accident. Under strict liability,
the manufacturer has to invest in safety procedures beyond a point at which the
costs o f safety are equal to the cost o f avoiding the accident. Thus the
pharmaceutical manufacturer has to pay for losses from accidents that are not worth
preventing. No drug can be made 100 percent safe and strict liability makes the
manufacturer pay too much for that ideal. A more correct allocation o f safety
resources may occur in negligence, where an investment in safety procedures m ust
only reach the optimal level o f a court induced standard o f care. This according to
Posner would be a more efficient allocation o f resources. While it may be a more
efficient method o f determining liability, many victims could go uncompensated
because negligence only accommodates the foreseeable defect in a product liability
context. For the unforeseeable defect in the medicinal product, as seen in the
thalidomide disaster, strict liability associated with the cheapest cost avoider
concept provides the best answer for the victim.
There has been little use by the judiciary o f the theory o f economic analysis
o f law in product liability cases. A survey o f both Lexus and W estlaw would
support such a contention. When it has been used in America by the judiciary in
other types o f cases, it has been applied in an incorrect way. As this is m ainly a
theoretical exercise the judiciary are most likely to exercise caution in its use.
Patricia Wald, C hief Judge in the United States Court o f Appeal for The District o f
Colombia, writing in Law and Contemporary Problems makes a valid point in
relation to the reluctance o f the judiciary to use the theory. She states:

"Case studies are needed in how to conduct economic analysis, —
and

how

the

results

might

differ

from

our

usual

judicial

ftimblings."''^^

Until this research has been done and evaluated, the chief judge is correct when she
suggests that it would be:

141

See Wald P, Law and Contem poraiy Problem s, vol.50 number 4 p.223, 244.
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"Prem ature to adopt it as tenets for a com prehensive judicial
philosophy".'"*'^

In an Irish context, the follow ing com m ents by Bruce C arolan m ay be w ishful
thinking:

"Practitioners need not fear econom ic analysis o f law. Econom ic
concepts can be used to advocate a client’s case m ore persuasively, to
infonn the legislative process and to fashion rem edies for legal
disputes".

C ertainty the grow ing influence o f com petition law has highlighted the developm ent
o f econom ic analysis o f law in Ireland. H owever, it rem ains ‘the king's new clo th es’
for detennining liability in a product liability context. N evertheless, using the theory
o f Enterprise Liability and Econom ic A nalysis o f Law, strict liability can be
justified theoretically as a better solution for obtaining legal redress for defective
m edicinal com pounds.
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See Carolan B, Law and Economics. Economic .Analysis and the Law: An Introduction, Irish L aw Times
(July 1995) 163, 165
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Chapter 5
Strict Liabilitj' Second part-The Conceptual Basis of Defectiveness under Strict
Liability and its Relevance to Medicinal Products Defects

Introduction and Aims of the Chapter
In the last chapter, the theories o f Enterprise Liabihty and Economic Analysis o f Law were
applied, on a theoretical basis, to establish a case for the introduction o f strict liability for
medicinal product defects. In this chapter the practical aspects o f the application o f strict
liability to medicinal product defects will be discussed with particular emphasis on the
concept o f defectiveness. Defectiveness underpins the conceptual basis for any product
liability claim.' It will be demonstrated in this chapter that the defectiveness o f a product is
difficult to detemiine because o f the nature o f the test instituted by the Product Liability
Directive. Because o f this. Dr Clark has observed;

"The problem o f defining defectiveness has exercised the minds o f legal
scholars perhaps more than any other aspect o f product liability law"

In this chapter, the consumer expectation test which is the standard benchmark for
defectiveness, as defined in the Liability for Defective Products Act 1991, is assessed as it
applies to products in general and more specifically to medicinal product defects. In
relation to medicinal product defects, it has been said that "it has been widely recognised
that there are inherent difficulties in applying strict tort liability to prescription drugs".^
The validity o f this statement is tested. Also the definition o f defectiveness provided in the
Act 1991 is analysed to see if it supplies "a readily ascertainable objective standard against
which a manufacturer, indeed a court, can measure the safety o f a product?”* W here the
consumer expectation test is difficult to apply to medicinal product defects, a solution in
the fonn o f risk benefit analysis is proposed.
' S e e D o d d s-S m ith I& S p en cer M , C lin ical N e g lig e n c e ed itors P o w ers D and Harris ( 2 0 0 0 , p .8 5 0 , B utterw orths).
~

S e e C larke A , Product L iab ility ( 1 9 8 9 , p .2 5 , S w e e t and M a x w ell).

^

S e e M iller and G o ld b erg Product L iab ility (2 0 0 4 p .3 1 1 O xford U n iv ersity P ress).
S e e C lark e A , Product L iab ility ( 1 9 8 9 , p .2 9 . S w e e t and M a x w ell).
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The Act defines defectiveness as follows:

"A product is defective when it does not provide the safety which a person
is entitled to expect taking all circumstances into account".^

The essence o f the definition is the absence o f safety which is determined objectively by
reference to a consumer. The concept o f defectiveness is o f cardinal im portance to the
structure o f the Act.^ A person injured by a medicinal product may not obtain legal redress
without complying with the definition.
There are few instances o f the use o f the consumer expectation test in European
jurisprudence in determining the defectiveness o f medicinal products due to the paucity o f
cases taken under the Product Liability Directive.

The test will be

examined

comprehensively and reference will be made to the considerable number o f pharmaceutical
defects cases already decided in America. However, one case, A

The N ational Blood

Authority'^ will be examined extensively. In this case over a hundred claimants brought an
action under the Product Liability Directive against the Blood Authority after they had
become infected with hepatitis C from whole blood and blood products through blood
transfusions. In a controversial judgm ent. Burton J. held that the blood products were
defective.
In order to achieve further clarity in the assessment o f defectiveness, cost benefit
analysis was developed by the United States judiciary. There will be a comparison
between cost benefit analysis and the consumer expectation test to examine which is more
suitable in detennining defectiveness in medicinal products. It will be shown that cost
benefit analysis provides a more effective method o f detennining defectiveness than the
consumer expectation test. An argument will also be advanced that the refiisal o f some
English courts to use this cost benefit analytical test in detennining the defectiveness of
medicinal products is not correct.^

^ See section 5(1), Liability for D efective Products Act 1991.
^ See Stoppa A , The Concept o f D efectiven ess in The Consumer Protection A ct 1987: A Critical A n alysis, (1 9 9 2 ) L egal
Stu dies 210.
’ [2001] 3 All E.R. 289
* Ibid.
^ S e e /i

V.

N ation al B lo o d A uth ority [2001] 3 All E.R. 289.
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The European Commission has adopted the consumer expectation test as a method
o f determining defectiveness. This test had been developed by the United States judiciary
in their effort to circumvent the doctrine o f privity and to ensure compensation for those
injured by defective products. The chapter will be divided into a number o f sections. First,
there will be an examination o f the difficulties o f applying the consumer expectation test
to products in general. Second, risk benefit analysis will be weighed against the consumer
expectation test to decide which better assesses the defectiveness o f medicinal products. It
will be established that risk benefit analysis is superior to the consumer expectation test in
the detennination o f defectiveness o f medicinal products.

Section 1: the Difficulties of Application of the Consumer Expectation Test to
Products in General and More Specifically to Medicinal Products.
This first section demonstrates the difficulties encountered in applying the consumer
expectation test to medicinal products. A major difficulty lies in the central prem ise o f the
test, which attempts to assess the level o f safety, a consumer can reasonably expect in the
use o f the product. Design defects in complex medicinal products pose serious difficulties
for the judiciary in finding a correct and consistent standard to estimate defectiveness. For
a medicinal product, more so than for other products, the individual consumer potentially
plays a critically significant role in the use o f the product. The majority o f products, with
notable exceptions such as food, are external to the human body. Medical products are
generally ingested to alleviate conditions ranging from common flu or headaches to lifethreatening illnesses. In the latter cases, there is in essence no hypothetical or standard
consumer.
The basis o f the consumer expectation test provides the first area o f examination in
detennining how difficult the application o f the test is in establishing the defectiveness o f
a medicinal product.
Criticism of the Basis of the Consumer Expectation Test
The difficulties in applying the consumer expectation test arise in the first place from the
genesis o f the test. The introduction o f strict liability in the United States arose from the
realisation that w'arranty theory could not provide a comprehensive answer for product
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defects.

The Supreme Court o f California under C hief Justice Traynor recognised in

Greenman v. Yuba Power Products Inc that many injured parties in the 1960s, who were
not party to the sales contract, were not being adequately compensated. The court
abolished privity o f contract and introduced strict liability for defective products. The
Californian Supreme Court had relied on the Supreme Court o f New Jersey case in
Henningsen v. Bloomfield Motors In c^' an implied warranty case in which the wife o f the
purchaser o f a new car was injured in an accident caused by a defect in the car. The New
Jersey Supreme Court found for the plaintiff rejecting the manufacturer's defences based
on the plaintiffs lack o f privity and on a contractual disclaimer o f liability. The New
Jersey Sale o f Goods Act provided the basis for this revision; in the transaction between a
buyer and a seller, there is an expectation that the product will confonn to the standards of
merchantability and fitness for purpose. When a seller sells a product he warrants that the
product confonns to these standards. When these are absent, the buyer’s expectations are
disappointed.
In fomiulating policies for product liability injuries, the American Law Institute
incorporated the concept o f the disappointed buyer with the introduction o f the consumer
expectation test. The Institute developed this test for defectiveness in 1965 in the Second
Restatement on Torts in the following manner. A seller is strictly liable if he sells a
product that is:

"In a defective condition unreasonably dangerous and the condition causes
physical harm to the user or consumer” .'^

The restatement defines a defective condition in Comment G as " a condition not
contemplated by the ultimate consumer". Unreasonably dangerous is defined in Comment
I as:

See Traynor R CJ Supreme Court o f California, writing extra judicially in Tennessee Law R eview Spring 1965.
N um ber three vol.32 363, 365.
" 161 A. 2d 69 (N.J. 1960)
See Restatement (Second) o f Torts 402A (1965).
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"Dangerous to an extent beyond that which would be contemplated by the
ordinary consumer who purchases it, with the ordinary knowledge, common
to community as to its characteristics".

This standard is generally known as the consumer expectation test. Thus the European
approach to consumer expectations owes much to an American product liability doctrine.
13

The European Commission’s adoption o f the consumer expectation test has been
criticised. Mildred and Howells have stated that:

"The development o f European thought in this area came from Tort Law,
rather than Contract Law, so there was no historical explanation for the
choice o f the consumer expectation test, which traditionally sounds in
Contract Law."

The definition attempts to infuse contract concepts into tort law. Stapleton states that one
o f the problems with the definition is:

"The awkwardness o f applying a merchantability concept o f quality, which
was developed in the context o f primary commodities to a consumer context
o f manufactured goods o f complex design."'^

As was demonstrated in the Sale o f Goods Chapter, applying the concept of
merchantability to medicinal products defects can be problematic. Stapleton observes
correctly:

"While a buyer’s expectations may be a coherent form in which to assess
the contractual standard, it is neither coherent nor appropriate for the tort
standard".’^
See Korzec R Dashing, C onsum er Hopes: Strict Products Liability and the Demise o f the C onsum er Expectations Test
1997 20 Boston College International and Comparative L aw Review 277, 232.
See Howells G. and M ildred M, Is European Products Liability M ore Protective Tlian The R estatem ent (Third) of
Torts: Products Liability? Tennessee Law Review Vol. 65 985, 995.
See Stapleton J, Product Liability, (1994, p.235, Butterworths).
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In Europe, a debate has developed whether the contractual based consumer expectation
test or a risk/utility test, which has its origin in negligence theory, should have been used
to determine defectiveness.'^ It is argued later in the chapter, that the sole application of
the consumer expectation test is not as effective as risk benefit analysis in determining the
defectiveness o f both design and failure to warn cases o f medicinal products.
Cases decided in America will demonstrate that the use o f consumer expectations
in detennining safety can be "misleading and inadequate" when applied to com plex design
defects. 18 If the American experience is replicated, European judges applying the
consumer expectation test "are going to face conceptual difficulties trying to m ake sense
o f it in classic design cases". '^One o f the reasons why judges will have difficulty applying
the test is the inherent circularity o f the test.
Jane Stapleton has identified circularity as the core theoretical problem with the
definition, “because what a person is entitled to expect is the very question a definition of
defect should be a n s w e rin g .P ro fe s s o r Stapleton makes the point that circularity is not
fatal to the coherence or validity o f a legal rule.

“Lord Atkin is famous for defining in Donoghue v. Stevenson,^' the class o f those in the
tort o f negligence whom we ought reasonably to have in contemplation as those w e ought
reasonably to have in contemplation! Yet, the tort o f negligence has flourished and few
blame Atkin for a circular dictum as a source o f its instability. In fact courts have found
that there can be no general ‘test’ o f a duty o f care, short o f one so highly abstracted as to
be useless, and have sensibly turned to the task o f fleshing out and evaluating which o f the
myriad o f legal concerns the facts trigger on a case-by-case basis. The law no longer
Ibid., p .234
H ow ells G and Mildred M, Is European Products Liability M ore Protective Than the Restatement (Third) o f Torts:
Products Liability? Tennessee L aw R eview v o l.65 p .985, 989. Q uoting Marshal S. Shapo, Products L iability and the
Search for Justice (1993 p.66-68).
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provides one ‘objective standard o f liability’ o f defect: but the courts seem to manage to
administer the breach o f duty requirement o f the tort o f negligence without general mishap
again by identifying a range o f factors which may on the facts be relevant.” 22
However, circularity can lead to a failure in the definition o f defectiveness to express
clearly the expectation o f safety a person should have.

Though

circularity lessens the

effectiveness of the consumer expectation test nevertheless, courts will have to establish
how much safety a consumer should expect from the product. As will be seen, the court
has two choices; to assess the actual expectations o f a consumer or the more objective test
o f what a person is entitled to under the Product Liability Directive.
How Much Safety Should a Consumer Expect?
In most cases, a person’s safety expectation o f a product will not be difficult to estimate. A
medicinal product that causes blindness does not satisfy a person's safety expectation o f
the product. Article 6 o f The Product Liability Directive limits the individual’s expectation
o f safety but fails to specify what exactly that expectation might be. In general terms,
Newdick answers the question in relation to medicinal products when he observes:

"We are probably entitled to rather less (safety) than we actually expect.
Many appear to be largely unaware o f the inevitable risks connected with
pharmaceuticals. Perhaps it is fair to say, we are entitled to as much safety
as is reasonable taking all the circumstances into account."^"*

Thus, for most products, and more particularly for medicinal products, one cannot expect a
level o f absolute safety. If it is accepted that a person's expectation o f safety for a product
is not absolute, should actual or anticipated expectations be the standard to assess the
defectiveness o f a product?

">2

' See Stapleton J, TTie Conceptual Imprecision o f "Strict Product Liability" (1998) vol.6 Torts Law Journal 1,13.
See Dickerson, Products Liability. How Good does a Product have to be? vol.42 Indiana Law Journal 301, 306.
See N ewdick C, Special Problems o f Com pensating Those Damaged by M edicinal Products, Editor McLean S,
Compensation for Damage (1993, Chapter 1 plO Darthmouth).
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Are Actual Expectations the Basis for Determining Safety?
Expectations are defined in the directive as those which a person is entitled, or has a right
to in terms o f the safety o f the product. An interpretation o f a person’s entitlem ent in terms
o f safety might include that person’s actual expectations. Slawson writes that:

"Consumers will have accumulated a large pool o f actual expectations about
the products o f any industry that has been in existence for more than a few
years. A court can draw upon this pool o f actual expectation to determ ine
reasonable expectations".

Courts may be willing to accept the actual expectations o f consumers and thus achieve a
higher level o f safety, or they may be willing to accept a lower standard o f safety than the
public actually expects provided that the expectation o f safety is a legitimate one.
However, there is a difficulty with using the consum er’s actual expectation of
safety. The greatest problem posed by the actual expectations o f the consum er is that
individual consumers have different expectations. A court, which detennines defectiveness
on actual expectations might then be forced in the direction o f assessing cases
individually. This approach may lead to inconsistency in any proper discovery o f what
defectiveness should be, because no standard o f defectiveness would emerge fi“om the
process. The United K ingdom’s Consumer Protection Act 1987 makes the test more
objective by widening the definition o f “a person” to include “persons generally” .
However, the Irish Act retained the exact wording o f the directive when defining
defectiveness, i.e. " that the product does not provide the safety which ‘a person’ is entitled
'J o

to expect".' The assessment o f the defectiveness on the basis o f individual expectations
would result in the withdrawal o f drugs beneficial to large numbers o f patients, because
these drugs cause injuries to an individual or to a small group o f individuals.
However, this situation is less likely to arise if the Irish courts follow M r Justice
Burton in A v. The National Blood Authority,
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in his rejection o f the individual person

Slaw son W D, Binding Prom ises (1 9 9 6 p.65).
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approach in favour o f the public at large. In this case, a determination was made based on
the sixth recital of the directive which states that “the defectiveness o f the product should
be determined by reference — to the lack o f safety which the public at large is entitled to
expect”.^®
The Burton judgm ent dismisses actual expectations in favour o f a general
consumer expectation o f safety. In Britain and Ireland, the judiciary determines what a
consum er’s expectation o f safety is; previously, juries would have detennined this fact.
Juries have now been abolished because o f their lack o f objectivity, particularly in the
level o f damages they awarded in negligence cases. Ironically, juries comprised o f
representative members o f the population are more conversant with consumer expectations
o f safety than any individual judge. In America it is the ordinary men and wom en of the
jury who adjudicate in product liability claims.
The Consumer Expectation of Safety Test -- The American Experience
In determining the defectiveness o f a product using the consumer expectation test,
American juries take into account not only the evidence presented to them in court but also
extraneous factors, which they experience in everyday life. Twerski gives a critical
appreciation of these other influences that may shape a consumer's expectation o f safety.

"I have long believed that product liability problems stem, in large part,
from the inability o f American technology to keep pace with M adison
Avenue. The need for the consumer expectation test arose, because no
clearly defined tort or contract concept was readily available to address the
reality that consumers behaviour is significantly influenced by product
image ... These impressions may be created by the aura o f the product as
portrayed by advertisement, the product’s self image, the uses to which the
consumers have put the product in the past and many similar intangible
factors which altogether create a product image.

See sixth recital o f Council Directive. 85/374/EEC o f 25th o f July 1985.
See Twerski A, From Risk -Utility to Consum er Expectation; Enhancing the Role o f Judicial Screening in Product
Liability Litigation (1983) Hofstra Law Review vol. 11 861, 897, 898.
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Due to the many factors that influence a consumer’s expectation o f safety in product
liabiHty litigation, it was felt in America that it was difficult for juries to be objective when
it came to estimating how much safety a consumer could expect. In one particular case,
Judge Praeger stated:

“The consumer expectation test is not an objective test. In my judgm ent the
ends o f justice require an objective test not a subjective one, in the area o f
product liability. A subjective test in this area o f the law is not really a test
at all. It is an unbridled license to tell the jury to do good”.

The drafters o f the Chapter Uniform Product Act in the United States refused to include
the consumer expectation test, due to its lack o f proper standards and objectivity. The US
Department o f Commerce published this Act in 1979 as a guideline for the states that
wished to make amendments to their product liability laws. The decision was based on the
following reasons:

"The consumer expectation test takes subjectivity to its most extreme end.
Each trial o f fact is likely to have a different understanding o f abstract
consumer expectations. Moreover, most consumers are not familiar with the
details o f the manufacturing process and cannot abstractly evaluate
■5 1

conscious design alternatives."

It is interesting to note that the American

Law Institute in the Third Restatement o f Torts has not included the
consumer expectation test. Vargo sums up the American experience o f the
use o f the test in the United States when he states: " The test worked well in
many instances, however, it proved to be cumbersome or even inadequate
when consumer expectations could not be shown".

The large amount o f damages awarded by juries in US product liability claims has
tamished the consumer expectation test. It is accepted that members o f the jury, who are
themselves consumers, allow their subjective responses to influence decision-making on

See Lester v. M agic Chef, Inc [1982] 641 P. 2d 353.
Ibid.
See Vargo J, 2(b) or not 2(b) That is the Question (1998). Consum er Law Journal 144, 159.
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product defects and injuries, "relying upon emotion and culture to determine lia b ili ty " .I f
these subjective responses are to be eliminated, there is a need to establish a more
objective and balanced method o f estimating the consumer’s expectation o f safety.
Towards a Balanced Definition of a Consumer Expectation Test-Reasonable
Expectations of Safet)' - A Correct Standard?
Actual expectations, though possible under the definition o f the consumer expectation test,
are not the correct method o f determining safety expectations. This is because people
routinely miscalculate r is k s .P u b lic expectation o f risk varies considerably. The majority
o f people accept that there may be some side effects from the use o f medicinal products.
However, their acceptability depends on the severity and the possibility o f injury. On the
other hand, some people are optimistic that accidents would not occur. Other people are
more pessimistic about the occurrence o f accidents. In the case o f consumers, who believe
that nothing will go wrong "there is no reason why irrational optimism should be allowed
to ratchet up legal entitlements in the way a consumer’s expectation, as a controlling test,
would allow”.^’ Nor should the reckless risk takers " set their standards o f conduct in a
similar fashion.”^* It is difficult to formulate a legal norni that can accommodate these two
different or extreme views o f risk taking. If one rejects the volatile standard o f these two
extremes, the middle ground offers an opportunity to articulate a reasonable expectation of
safety.
If the consumer buys a new car, an expectation o f safety does not include an
expectation that the car can float. Such an expectation would be an unreasonable one,
particularly fi'om the point o f view of the manufacturer. Therefore, in the fonnation of a
standard for the expectation o f safety o f a product, the court m ust adopt fair procedures to
all parties. Hubbard makes the point, that in any allocation o f losses resulting fi'om product
injury that "the basic premise o f the expectations approach is that these cases ought to be

See H ow ells G, M ildred M. M. Is European Products Liability M ore Protective TTian The Restatem ent (Third) O f
Torts: Products Liability? Tennessee L aw R eview ( \ 9 9 S ) v o l.65 9 85, 995.
See Stapleton J. Restatement (Tliird) o f Torts: Products Liability. An A nglo Australian Perspective. 2 0 0 0 Washburn
Law Journal vo l.39 363,376.
Ibid ., at 376.

Ibid
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decided in accordance with reasonable human expectations."^^ W hile this m ay have
overtones o f negligence, a more objective method is arrived at, by adopting a reasonable
expectation o f safety standard in preference to an individual standard on a case-by-case
basis. However, the use o f an individual plaintiff as a means o f estimating a consumer
expectation safety can be employed where advertising or representations have been made
about the product’s safety. In a recent case, Richardson v. LRC. Mr Justice K ennedy tested
the reasonableness o f a consumer's expectation o f safety involving the failure o f a condom.
He stated:

"Naturally enough the user's expectation is that the condom will not fail.
There are no claims made by the defendants that one will never fail and no
one has ever supposed that any method o f contraception intended to defeat
nature will be 100 percent effective. This must be particularly so in the case
o f a condom if the product is required to a degree at least to be, in the
jargon, ‘user-friendly’".

In America, juries assess whether a consumer expectation o f safety is reasonable, while in
Ireland and the United Kingdom the judiciary detemiines this issue.
The Judiciary and The Consumer Expectation Test
There have been no Irish cases where the judiciary has had to define defectiveness under
The Liability for Defective Products Act 1991. However, there have been a num ber of
cases tried in the UK courts under an equivalent act, but the approach o f the courts in
defining defectiveness has not been entirely consistent."^' However, the experience of
members o f the judiciary as consumers can assist them in ascertaining the consumer
expectation o f safety o f product. This can be seen in the comments o f Laffoy J. in a
trademark confusion case where she felt that her experience as a shopper enabled her to

See Hubbard P, Reasonable Expectation. A N on n ative Chapter for Imposing Strict Liability For D e fectiv e Products
(1978) M ercer L aw R eview v o l.39 4 5 6 491.
See R ichardson v. LR C [2000] Lloyd's Law Reports 280,285.

See Deards E and Tw iggs-Flesner C, The Consumer Protection Act 1987: P roof At Last That It Is
Protecting Consumers? (2001) N ottingham L a w Journal voLlO (two) p. I, 7.
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reach a decision about conflicting trademarks/^ It will be not difficult for the judiciary in
simple cases to determine the defectiveness o f a product. They have to place themselves in
the minds o f the average consumer and consider his or her safety expectations of a
product.

Jurors in the United States assess a consumer's expectation o f safety on the basis o f actual
expectations. In Europe, that assessment is made on the basis o f what the injured party is
entitled to expect.''^ The European approach o f deciding the level o f safety a plaintiff is
entitled to yields a fairer and more objective detennination. However, the judge's decision
will not be entirely exempt from subjective factors. It has been suggested that:

"A judge’s approach could be subverted by evidence from consumers to the
effect that ‘1 never expected that’, however real or influenced by hindsight
that might be"
The Intuitive Approacli and The Judiciary

Mr Justice Burton's decision in A v. The National Blood Authority^^ has been criticised on
the grounds that he used an intuitive approach in detennining defectiveness under the
directive."*^ In his judgment he emphasised that safety is not what is actually expected by
the public at large but what they are entitled to expect. (Legitimate expectations) In fact,
what the Judge did was “ to play the role o f the US juror"'*^ by using actual expectations to
determine the defectiveness o f blood products and by holding that "the public at large was
entitled to expect that the blood transfused in them would be free from infection"."^*
Though Mr Justice Burton was willing to use the more objective approach o f ‘what people

See Laffoy J. in Symmons Cider & English Wine Company limited i’. Showerings (Ireland) Lid, unreported. High
Court, 10th January 1997.
See Howells G and Mildred M, Is European Products Liability M ore Protective TTian The Restatem ent (Third) O f
Torts: Products Liability? Tennessee Law Review vol.65 985, 997.
See Hodges C, Compensating Patients (2001) Law Quarterly Review vol.l 17, 528, 529.
[2001] 3 All E.R. 289.
See Goldberg R, Paying For Bad Blood; Strict Product Liability After The Hepatitis C Litigation (2002) M edical Law
Review vol. 10 165.
See Howells G and Mildred M, Infected Blood: Defect and Discoverability. A First Exposition o f the EC Product
Liability Directive (2002) Modern Law Review vol.65, 95 100).
See Burton J. in .4. and other v. National Blood Authority and another [2001 ] 3 All E.R. 289, 290.
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are entitled to expect’ in safety terms for the product, he found it hard not to be subjective
and to use actual expectations as a means o f determining defectiveness.
This reliance on judicial intuition supports the assertion that the test is quite
vague."*^ Prosser and Keaton observes:

"The meaning o f the consumer expectation test is ambiguous and the test is
very difficult o f application to discrete problems — The test can be utilised
to explain almost any result that the court or jury chooses to reach. The
application o f such a vague concept in many situations does not provide
much guidance".

Without proper direction, courts may choose the intuitive rather than an objective
approach where the damage is considerable to the victim. This approach echoes "the hard
cases" o f negligence.
The concept o f negligence is woven into the consumer expectation test. Though the
test is objective, in practice it incorporates the concept o f reasonableness. A court, in
deciding what a consumer is "entitled" to expect, will have to look at reasonable and not
unrealistic expectations. The courts will probably use the test "as a minimum standard o f
what is an acceptable level o f safety".^' If the manufacturer has made representations, by
advertisements or by other means o f inducement, then the court may raise or lower this
safety s t a n d a r d . W h i l e courts will have no difficulty in determining a consumer
expectation o f safety in most product cases, experience in American courts has
demonstrated that design defect cases have caused considerable problems for the judiciary
in assessing defectiveness. But manufacturing defects present a more successful
application for the consumer expectation test.
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Manufacturing Defects —A More Successful Application For The Consumer
Expectation Test
Defects are nonnally separated into three classes: manufacturing defects, design defects
and failure to warn. When strict liability was introduced into America, the intention was to
make manufacturers strictly liable for manufacturing defects. It was only with time that
courts started to apply this form o f liability to design defects. Unlike design defects, courts
have little difficulty in applying the consumer expectation test to defects o f manufacturing
origin. It has been said that this is:

"The defect category for which the consumer expectation test is most
appropriate, for it is an entirely acceptable expectation that all products
offer the safety that will be expected o f a product manufactured as intended
M 53

For manufacturing defects "consumers expect each product to be as safe as its counterparts
on the production line"^"* Under negligence principles, the courts impose upon
manufacturers near absolute liability for manufacturing defects in medicinal products.
Pharmaceutical companies now have strict quality control systems and detailed records to
ensure an efficient recall of products with manufacturing defects. For that reason very few
cases o f recall o c c u r . T h e introduction and implementation o f strict liability through the
EC Product Liability Directive will not bring about a significant change in the law in
relation to manufacturing d e f e c t s . H o w e v e r , for design defects and failure to wam
omissions, the picture is different.

See H ow ells G, Strict Liability Chapter in The Law O f Product Liability (2000, p.236, Butterworths).
See Ferguson P, Drug Injuries and The Pursuit o f Compensation (1996, p.l 14, Sw eet and M axwell).
See Best v. The W elcom e Foundation [1993] 3 I.R. 421.
See Dodds-Smith I, The Impact o f Product Liability on Phannaceutical Companies in Product Liability, Insurance and
The Pharmaceutical Industry: An A nglo American Comparison, editor H ow ells G (1991, p. 162, M anchester University
Press).
See Stoppa A, D efectiveness in the Consumer Protection Act 1987 (1992) 12 L egal Studies 210, 211.
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Design Defects Complex and Noncomplex
A product may be produced according to the manufacturer's own specifications, but may
fail to perform in the way expected o f it due to an inherent design defect.^* Thalidomide is
a classic example o f a drug containing an inherent "design defect”.
In general terms, what is the consumer/injured party entitled to expect in defective
design cases? Stoppa states that "products should be designed cleverly and intelligently in
the light o f all foreseeable circumstances with a view to manufacturing a product which is
as safe as p o s s i b l e " . I f a chair is incorrectly designed and causes accidents to its users,
then such a product does not answer the safety requirements o f any consumer that buys it.
In such circumstances, it is obvious that the product disappoints the ordinary consumer’s
safety expectations.
Courts in America have been trying to grapple with the application o f the consumer
expectation test to complex design matters since the 1960s. In the Restatement (Third) of
Torts, the American Law Institute has abandoned the test in complex design cases. The
European Union, on the other hand, believes that the test will prove satisfactory in
determining design defects. The advisability o f this decision is inevitably assessed by
reference to American experience and the relatively few cases tried in European courts.
In less complex design litigation, the consumer can have reasonable expectations
for safety. This can be seen in the case o f Abouzaid v. Mothercare UK Ltd, where the
Court of Appeal found a Cosytoes infant sleeping bag to be d e f e c t i v e . I n this case an
infant’s eye was damaged when an elasticated strap sprang back. A non-elasticated method
o f attachment could have been used or instructions given to the user to position the child
so that the risk did not arise. People using this product were entitled to expect a warning,
especially given the \oilnerability o f the eye vis-d-vis the position o f the elasticated strap
and more particularly the potential serious consequences o f an eye injury. This was a
relatively uncomplicated design case. However, the consumer’s general expectation of
safety for medicinal products of complex design causes difficulty o f interpretation.
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Is It Possible to Use The Consumer Expectation Test to Determine Design Defects?
The European Union adopted the consumer expectation test as a method o f detennining
design defects. Design defects are “undoubtedly at the very core o f product liabihty’s
conceptual structure and constitute also the most problematical category in terms o f
adjudication".^’ In simply designed products, a cursory examination will indicate the
absence o f correct design. The consumer expectation test applies in those cases where the
ordinary consumer, based on his knowledge o f the product, could have expectations o f
safety for the product.
However, for more complex products Dean Wade has noted:

"In many situations, particularly involving design matters, the consumer
would not know what to expect as he would have no idea how safe the
product could be made".

For modem technologically designed products such as new and innovative medicinal
products "it would be ludicrous to ascribe to the ordinary consumer accurate expectations
o f safety".^'' If consumers cannot have expectations o f safety for a product, then the courts
will have to invent or devise what they believe a hypothetical ordinary consumer should
expect or be entitled to in safety terms.
The Hypothetical Ordinary Consumer
In the Negligence Chapter, it was seen that the courts have developed the hypothetical
reasonable manufacturer in order to establish a standard by which they might judge the

See Stoppa A , The defectiven ess in The Consumer Protection Act 1987 D efectiveness in the Consumer Protection Act
1987 (1992) 12 L egal S tu dies 210, 213.
See Phillips J, Consumer Expectations (2002) South C arolina L aw R eview vo l.53 1047, 1053. See S o u le v. G eneral
M otors C orp 882 P 2d 298 308 (Cal 1994) and see The Restatement (Second) o f Torts which states "the article sold must
be dangerous to an extent beyond that which would be contemplated by ordinary consum ers w ho purchase it with
ordinary know ledge, com m on to the com m unity as to its characteristics”. Com ment I. In sim ple design defects “the
consum er expectation test is reserved for those cases in which the everyday experience o f the product's users pennits a
conclusion that the product's design violated minimum safety assumptions".
See W ade On The Nature o f Strict Tort Liability for Products (1973) M ississippi L aw Journal vol.44, 8 25, 829.
See Stoppa A, The Concept o f D efectiveness in The Consumer Protection .Act 1987: A. Critical A n alysis (1 9 9 2 ) L egal
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173

duty o f care required o f a manufacturer. Under the consumer expectation test, the courts
focus on the hj^othetical ordinary consumer’s safety expectations in order to estabhsh a
standard o f defectiveness for a product. In negligence, the court compares the conduct of
the defendant manufacturer with that o f other manufacturers to establish liability and to
detennine whether there has been any deviation from the norm. Under the consumer
expectation test, as envisaged in The Product Liability Directive, the product is to be
judged by the expectations o f the public at large as determined by the court.^^ While the
claimant cannot be the public at large, it is necessary to compare his expectations o f safety
with the general public to assess the reasonableness o f his claims. This process is similar
to negligence where the reasonableness o f a manufacturer's action is determined.
In attempting to arrive at the reasonable expectations o f an ordinary consumer, the
court must approach this determination objectively. In A v. National Blood Authority,
Burton

held that the judge should decide defectiveness him self by scrutinising what

the expectations of safety should have been (what he described as legitimate expectations)
and comparing the actual expectations o f the consumer (as exemplified b y "I never
expected that") in order to decide if the expectations were reasonable or o b je c tiv e .T h e
court, in its attempt to be objective, looks at legitimate, not unrealistic expectations and
also endeavours to include the concept o f reasonableness. In determining what the
consumer's expectation should be, different courts have suggested different standards. In A
V.

The National Blood Authority, thejudge placed him self in the shoes o f the hypothetical
z o

consumer as "an informed representative o f the public at large".
In its application to medicinal products, the terni "infonned" refers to the
consumer's knowledge o f the risk in using a product that has potential side-effects.^^ This
hypothetical ordinary consumer’s expectation o f safety is detennined by reference to “the
public at large”.

See Ahoiizaid v. Mothercare [2000] All E.R .(D) 2436
“ [2001] 3 All E.R. 289.
See Hodges C, Compensating Patients (2001) 117 Law Quarterly Reports 528, 529.
Thejudge had derived this expression from Dr Harold Bartl in Produkthaftung Nach Neun F G -R echt 1989. Gatland
Howells observes that "thejudge acts as a reflector o f community standards and perfomis the role o f a jury in the United
States” Howies G. Defect in English Law in Product Liability in Comparative Prospective, editor Fairgreive D (2005,
p. 142, Cambridge University Press).
See Howells G, The Law o f Product Liability (2000, p.35, Butterworths).
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How Extensive is “The Public at Large”?
When assessing the consumer safety expectations o f a product, the court must point to the
failure o f the manufacturer to provide "safety which the pubhc at large is entitled to
expect".™ This raises the issue o f what exactly "the public at large" can be defined as. If
consumer surveys have been conducted to establish the public's safety expectations o f a
product, should they be admitted in evidence to demonstrate to the court what the
expectations o f the "public at large" are? Or should a court deem the “public at large” to be
a class o f persons who might have to use the product? Patients who suffer from cancer
have to take, in some cases, medications with serious side effects: e.g. loss o f hair or liver
damage. When assessing consumer expectations o f safety for such products, cancer
patients as a class o f consumers might be considered the "public at large". Is the meaning
o f "the public at large" that of a group o f European consumers or that o f the country? If
different interpretations are taken in different countries as to the meaning o f the consumer
expectation test across Europe, then varying court judgments will emerge from National
courts. The OECD paper o f 1983 noted that
" The member countries have different attitudes towards the evaluation o f
risks involved in consumer products. Differences can exist both within
individual countries, owing to local conditions and between countries".^’

In the cases taken in the United Kingdom, the courts have emphasised that it is the judge
who determines what the safety expectations o f the “ public at large" are for a product to
use. This can be contrasted with the Austrian Supreme Court, which has held that in
assessing consumer expectations, it is not the job o f the judge to impose his ow'n views
based on his experience, but rather to detemiine them on the basis o f evidence o f the actual
expectations o f users.
Removing the intuitive approach from the consumer expectation test is difficult.
Burton J. in A. v’. The National Blood Authority^^ has been criticised for adopting this
™ See sixth preamble to the Product Liability Directive 85/374/EEC 25th o f July 1985.
See Product Safety. Risk M anagement and Cost^Benefit A nalysis O ECD papers 1983 p. 16.
See H ow ells G, Law o f Product Liability (2 0 0 0 p .230 Butterworths). TTiis is in contrast to M s Justice L affoy's
approach, albeit in the context o f trademarks, where she referred to her own experience as a consumer. S e e Sym onds
C ider a n d English Wine Co L td v. S h ow erings (Ireland) Ltd., unreported. High Court, 10th o f January 1997.
[2001] 3 All E.R. 289
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approach in his interpretation o f the consumer expectation test.^'' If differences between
national courts continue to appear, then the contentious issues that have arisen in
detennining the consumer expectation test will have to be resolved by the European Court.
Though great efforts will be made by national courts to maintain objectivity in their
deliberations, subjectivity will continue to be a factor in any assessment o f the consumer's
expectation o f safety o f a product. Under the test, the hypothetical ordinary consum er has
replaced the reasonable man on the Clapham omnibus o f negligence theory.
Many products have obvious dangers inherent in their design. These "obviously
dangerous products" are not normally defective under the consumer expectation test. In
some cases, American courts using this test have found them to lack safety and this
exception is explored in the next section.
The Consumer Expectation Test and The Patently Obvious Dangerous Product
When the manufacturer o f an “obviously dangerous product" has warned o f its dangers,
the consumer cannot expect a greater level o f safety than has been warned of. If a full
declaration o f risk has been made to both the medical profession and the consumer, then
that product is generally considered exempt from claims o f defectiveness in respect o f the
declared dangers.
However, courts in America have held that the obviously dangerous product does
not bar recovery if the consumer expectation test is used.^^ The New Hampshire Supreme
Court has recognised that the consumer expectation test can be applied successfully by
finding that a patently obvious dangerous product design could be declared defective.’^
"The consumer does not expect the product, although obviously dangerous, to be
unreasonably so. Rather she expects the product to be safe enough to be used without
mishap. Her expectations are sadly disappointed when she is proved wrong".

77

Can the consumer expectation test accommodate the patently obvious dangerous
rule? The consumer expectation test decides that the product is defective when it does not
provide the safety which a person is entitled to expect".

The phrase "entitled to" means

See G oldberg R, Paying for Bad Blood: Strict Product Liability After Tlie Hepatitis C Litigation (2002) M edical Law
Review v o \.\0 , 165, 166.
See D elaney v. D eere Co 999 P 2d 930, 942, 946 (Kan 2000).
See Vaniour v. Body M asters 784 A 2d 1178 (NH 2001).
See Phillips J, Consumer Expectations (2002) South Carolina Law Review 1047, 1050.
Article 6, Product Liability Directive 85/0374/EEC.
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that the person does not expect the product to be marketed with unreasonably dangerous
characteristics. Geraint Howells believes that the consumer expectation test can be applied
successfully to obvious risks. He states: "The defectiveness standard can be applied in
such a way which does not lead to the ridiculous result that the more obviously dangerous
a product is the less likely is that it would be viewed as being d e fe c tiv e " .T h e rigidity o f
a rule that prevented an injured plaintiff obtaining compensation because o f an obvious
danger caused courts in America to reject the patented obvious rule due to its unfairness.
This was because there was a need for " a casting o f increased responsibility upon the
manufacturer, who stands in a superior position to recognise and cure defects."

RO

The

rejection has been noted in the Restatement Third o f Torts Products Liability num ber two
comment d which states;
“The fact that a danger is open and obvious is relevant to the issue o f
defectiveness, but does not necessarily preclude a plaintiff from establishing
that a reasonable alternative design should have been adopted that would
have reduced or prevented injury to the plaintiff”

In America, there has been widespread dissatisfaction not only with the patently
obvious dangerous rule but also with other components o f the test.
American Discontent with The Consumer Expectation Test
In the United States, where the consumer expectation test originated, "discontent with
some o f the shortcomings o f the test"*^ has led many jurisdictions to modify or abandon it.
The Connecticut Supreme Court in Potter v. Chicago Pneumatic Tool Company^^ found
that in cases "involving complex product designs, an ordinary consumer may not be able
to form expectations o f safety". The court was persuaded by the reasoning o f other

7Q

H ow ells G, Strict Liability in The Law o f Product Liability, editor H ow ells G. (2000, p.239 Butterworths).

“ C am po

V.

Scofield M?, NE 2d 571,577(1976).

See M itch ell i’. F n ie h a iif C orp 568 F 2d 1139 (5'*' Cir 1978) and Yoder Co v. Genera! C op p er & B ra ss C o 474 F 2
317.
S ')

■ See O w en D, M ontgom ery J and Keeton W, Products Liability and Safety (1996, p.203, The Foundation Press, Inc).
694 2d 1319 (Conn 1997).
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jurisdictions that have "modified the formulation o f the consumer expectation test by
incorporating risk utility factors into the ordinary consumer expectation analysis. 84
*

The risk utility test pennits defectiveness to be defined in terms of the risk and
benefits o f a product. The court conducts a risk benefit analysis to see whether a product is
defective. In negligence, risk benefit analysis is applied to the conduct o f the producer,
whereas in strict liability the test is applied to the performance o f the product.

85

In assessing whether the risk utility test is different from the consumer expectation
test, it has been said:

“What reformers really mean when they say that a product m eets
‘expectations o f safety’ is that on balance its benefits outweigh its costs".
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The balancing o f the risks and utility o f a product in design cases "makes eminent sense
because the risk utility test measures the reasonable person standard enunciated by Judge
Learned Hand in United States v. Carroll Towing Company."
Jurisdictions in some American States have held that the plaintiff should first rely
on a consumer expectation test in design cases and then on risk benefit analysis if the
plaintiff has no safety expectations.^* The Supreme Court o f California in Barker v. Lull
Engineering gave the consumer an option o f relying on either the consumer expectation
test or the risk benefit test. Recognising that the risk benefit test might not be as consumer
finendly as the consumer expectation test, the court said that if the plaintiff chooses the
latter test the burden would shift to the defendant to show that "on balance the benefits of
the challenged design outweigh the risk o f danger inherent in such a design”.

89

According

to the court, the shifting of the burden o f proof served to distinguish strict liability from
Ibid at 1333. The Connecticut Supreme Court adopted the approach o f the Supreme Court o f W ashington in Seattle First N ation al Bank v. Tabert 542 2d 774,779 (1975).
. See Clark A. Product Liability (1989, p.32, Sweet and M axw ell).
See Stapleton J, Products Liability R efonn -- Real or Illusory (1986) C am bridge L aw Jou rn al 392, 405.

159 F 2d 169, 173.

N ote the reasonable person standard was formulated by Judge Learned Hand in

Conway v. O’Brien when he stated: "The degree o f care demanded o f a person by an occasion is the resultant
o f tliree factors : [1] the likelihood that his conduct w ill injure others, taken with[2] the seriousness o f the
injury i f it happens, and balanced against [3] the interest w hich he must sacrifice to avoid the risk. I l l F 2d
611 at 612 (2d Cir 1940).
See K nitz v. M achine Co 69 Ohio St 4 60, 432 NE.2d 814.

^^Ibid.
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negligence by placing the burden o f persuasion on the party with superior knowledge.^® In
doing so the court recognised the difference in knowledge between the consumer and the
manufacturer. It will be argued that risk benefit analysis is a more effective method o f
assessing defectiveness in medicinal products than the consumer expectation test.
Furthermore, it will be argued that the reftisal o f the English courts to use risk benefit
analysis in assessing defectiveness is incorrect.

Section 2: Determining Defectiveness of Medicinal Products: Is Risk/Benefit Analysis
More Effective Than the Consumer Expectation Test.

In this section it will be argued that in determining the defectiveness o f medicinal
products, particularly those o f design origin, risk benefit analysis is more effective than the
consumer expectation test. In America, risk benefit analysis has been used successfully in
detennining the defectiveness o f medicinal products. The judiciary in the United States
have recognised a unique position for medicinal products among other consumer products
in relation to the imposition o f strict liability. United States courts have taken two avenues
o f judicial action: a case-by-case method and 3 -blanket immunity approach. These
approaches have relevance for the European implementation o f a strict liability regime.
Risk/Benefit Test and Consumer Expectation Test - An Analysis
The original purpose o f The Directive and The Restatement (Second) o f Torts is that the
consumer does not have to prove negligence. This was achieved by applying the consumer
expectation test. The Supreme Court o f California in the Barker test^' established two
avenues in defining defectiveness. First, the consumer expectation test is used where the
consumer can have reasonable expectations o f safety for the product. (This becam e known
as the first prong.) But for new and innovative medicinal products, where the consumer
cannot have any reasonable safety expectations, the consumer expectation test could not be
applied. In these circumstances the second prong o f the test, based on a risk/benefit

See Barker v. Lull Engineering Co 573 P 2d 443, 455.
Ibid.
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analysis was used. This placed the burden on the defendant manufacturer obliging him to
show that the product’s utility outweighed its dangers.
Later the courts in the United States introduced a new test for defectiveness
because o f the difficulties associated with the application o f the consumer expectation test
to design defects and failure to warn cases. The advantages o f the risk/benefit test for the
adjudication o f design defects and failure to warn cases are that the test is:

"Undoubtedly more structured than the basic consumer test, and it has been
argued, more apt to deal with the complexity o f design defect litigation"

It would appear that the risk/benefit test is not without its difficulties. As is seen in the
negligence chapter,(chapter 7) the court has to assign values to the risk and benefits o f the
product so that a conscious decision can be made concerning its defectiveness. The
problems associated with detennining defectiveness by this means have led, mainly
American, academic writers to conclude that courts cannot adjudicate on design cases
objectively.
Nevertheless courts faced

with the problem

o f attempting to

determine

defectiveness will have to balance risks and benefits to achieve a definition of
defectiveness. It has been suggested: "under risk/utility analysis a product will be declared
defective if the magnitude of the danger inherent in the product outweighs its utility".
However, this form o f analysis is just one method o f detennining reasonable

- See Vargo J, The Emperor's N ew Clothes: The American Law Institute Adorns N ew Cloth for Section 4 0 2 A Product
Liability D esign D efects. A sur\'ey o f States R eveals A Different W eave 26 U n iversity o f M em phis L aw R eview (1996)
4 9 1 ,5 4 7 , 556.
See Stoppa A, The D efectiven ess in The Consumer Protection Act 1987;A Critical A nalysis (1 9 9 2 ) 12 L eg a l Studies
210, 215.
94

See Henderson, Judicial R eview o f Manufacturers C onscious D esign Choices. The Lnnit o f A djudication (1 9 7 3 ) 73

C olom bia L aw R eview 1531 and Design D efect Litigation R evisited (1976) 61 C orn ell L aw R e view 541 and Twerski A,
From Risk Utility to Consumer Expectation, v o l.l 1 H ofstra L aw R eview 856.
See Stoppa A , The Concept o f D efectiveness in The Consumer Protection Act 1987; A Critical A n alysis (1 9 9 2 ) !2
L eg a l Stu dies 210, 215.
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expectations.^^ There is much vahdity in Stoppa’s comment that the consumer expectation
test is, in more complex cases, simply “a semantic veneer concealing each court’s own
subjective assessment." Because o f this, he believes that " a more structured balancing
process o f some kind seems n e c e s s a r y . T h a t process is generally recognised as risk
benefit analysis.
For most drug design defects, risk benefit analysis is the best method o f
determining defectiveness. Under Directive 65/65 EEC, the licensing authority is
mandated to examine the risks and benefits o f a drug to determine its overall safety. This is
in essence, risk benefit analysis. No medicinal product can be marketed in the European
Union unless "the potential risks are outweighed by the therapeutic efficacy o f the
p r o d u c t " . T h e consumer expectation test, like the estimation o f a duty o f care by a
manufacturer under negligence, can be problematic in its application. This may be the case
where the consumer cannot gauge what the correct safety expectation o f a product is,
especially when there has been a failure to warn or there is a design defect. In determining
the defectiveness o f medicinal products, there has been little European Community Law
apart fi-om the approach adopted in A v. The National Blood Authorit)P^

to show the

application o f the consumer expectation test to these products. Strict liability has been a
feature o f US Product Liability law since the 1960s and the detennination o f defectiveness
o f medicinal products has become an integral part o f this aspect o f American Law. Using
case law and academic commentary fi-om the United States, it is possible to trace the legal
developments in medicinal product defectiveness.
The American Legal Process and the Uniqueness of Medicinal Products; the
Development of Comment K.
The Restatement Second o f Torts imposed strict liability upon manufacturers for
defectively designed goods; but there were exceptions to this mle. Comment K provided
an exemption for unavoidably unsafe products and this included certain phannaceutical

See Phillips J, Consumer Expectations (2002) 53 U n iversity o f South C arolina L aw R eview 1047, 1059 One
com mentator defines the limit o f the consum er expectation test as the reasonable expectations o f the ordinary consumer.
Ibid.
Stoppa A , The Concept o f D efectiven ess in The Consumer Protection Act 1987: A Critical A nalysis (1 9 9 2 ) 12 Legal
Studies 2 \ 0 , 2 ] 7 .
See D irective 65/65 EEC, Article 5.
®’ [2 0 0 1 ]3 A llE .R . 289
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products. Prescription medicines were considered "unavoidably unsafe", because they
caused harm to some users while assisting other patients. There were also policy
considerations to these exceptions. By granting relief from strict liability to pharmaceutical
manufacturers, Comment K reflected a public policy rationale that certain medicinal
products and vaccines should be affordable and available to the general public. If these
products were subject to substantial litigation, the cost would inevitably rise and in some
cases total withdrawal from public use might occur.
In addressing the question o f design defects in medicinal products m ost courts and
commentators agree that drugs are d i f f e r e n t . G r e e n has suggested that courts and
commentators have identified the following reasons why drugs are considered different
from other consumer products:

1. Drugs are highly regulated by the FDA.
2. Drugs have a high social utility. In economic terms, drugs provide
substantial consumer surplus. Most o f us would pay more for drugs than we
are charged, because they have a value to most consumers well in excess o f
their price. Note. American consumers may not agree with the contention by
Green that they would pay more for drugs than they are charged at present.
This can be seen in the sizeable number o f Americans who purchase drugs
in Canada where there is a considerable price difference the two countries.
End o f note.
3. Learned intermediaries, usually physicians, assist their patients in
detennining which drug will be appropriate for these individual patients
4. Drugs that are hannful to some patients may be beneficial to others.
5. Drugs and medicines are different from other consumer products in that
they frequently involve risks that cannot be identified by reasonable
research and testing. Only after extensive marketing and approval from the
regulatory authority can these risks be identified.

1 O')

See Brown v. S u p erio r C ourt ((A bbot Lab) 751 P 2d 470 ,475 (1988).
See Green M, The Seventh Annual Health Law Sym posium Proving Product Defect After Tine Restatem ent (Third)
O f Torts: Products Liability Prescription Drugs Alternative D esigns, and The Restatement (Third): Preliminary
R eflections 30 Seton H all L aw R eview ( \9 9 9 ) 207.
I b id , a l l ] \.
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The phannaceutical industry always promoted the idea that their products should be
treated differently because o f the extensive research and development involved in the
production and marketing o f these products. The industry saw Comment K as a necessary
defence.
Phannaceutical companies faced with a design defect case used the defence o f an
"unavoidably unsafe p r o d u c t " . I n the case o f Gaston v. Hunter, Comment K assisted a
pharmaceutical manufacturer to escape liability in a design defect case for the
experimental drug Chymopapain, used for the relief o f back pain.
For the plaintiff, the use o f Comment K. did not mean that he had no legal redress.
If the plaintiff failed to convince the court that the drug was " inherently unsafe " and thus
was incapable o f being made safe for its intended and ordinary use, the plaintiff was then
forced to pursue the manufacturer under negligence principles. However, this imposed
upon the plaintiff the added burden o f showing that the manufacturer was at fault in the
design o f his product. While American courts were willing to give special privileges to
phannaceutical manufacturers in relation to the imposition o f strict liability for defective
medicinal products, British courts in contrast, were not willing to accord the same rights.
British A ttitudes to Pharm aceutical Liability

The authorities in Britain have adopted a different approach to phannaceutical liability. In
response to the thalidomide tragedy, the United Kingdom government set up the Pearson
Commission. The Pearson Commission recognised a number o f problems associated with
applying strict liability to defects o f prescription p r o d u c t s . T h e Law Commission in
their document Liability for Defective P r o d u c t s , a l s o noted that an argument could be
put forward that medicines were a case for special treatment. The Law Commission noted
the three arguments that the proponents o f the special case for medicinal products
advanced. These were:

See Basko v. Stirling D m g Inc 416 F 2d 417, 425 -A 26 (2d Cir 1969)
See Gaston v. Hunter 598 P2d 326, 338. Comm ent K aids the m anufacturer because it transfom is strict liability
claims to negligence claims. See Chambers v. C D Searle 441 F Supp. 377, 380,381 D. Md (1975).
See Pearson Commission Report par 1273-5. At the same time the Law Commission was asked to exam ine the law
relating to defective products.
See Law Comn No 82, Scots Law Comn No 45
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1.

If drugs were completely safe they would not work and hence a
general standard was inappropriate.

2.

Many drugs were available on prescription only

3.

Strict liability may inhibit research.

107

The Commission rejected all these arguments and noted that their central proposal was for
a reasonable standard. They based this on the fact that many drugs have unpleasant side
effects. The Commission felt a line had to be drawn between what was reasonable for a
person to expect in terms o f side effects and those which would not be acceptable. The
standard o f reasonable safety accommodated this fact. The strict application o f liability by
Mr Justice Burton in A v. The National Blood Authority years later did not support the
contention o f the Law Commission that the standard is a reasonable one.

The Law Commission, in response to the contention that liability should not be imposed
because the products were on prescription, replied that this should not affect liability
especially if the drugs are defective due to contamination or some other error in
production. Whereas it was accepted that a prescription product has complied with
regulatory standards, such compliance could only be seen as evidence and not necessarily
conclusive evidence that the product was not defective when it was put into circulation.

In relation to the third point that strict liability would inhibit research, the Law
Commission concluded that this was not the only industry that conducted research and that
market forces would provide a strong impetus to the development o f new p r o d u c t s . T h i s
is undoubtedly true for what may be termed blockbuster drugs that have a wide
distribution, but for less common diseases, the American experience has shown that strict
liability inhibits research.

A pharmaceutical manufacturer who places a drug on the market does so for profit and
therefore should be liable for the consequences. Nevertheless, it has to be recognised that
Ibid., at paras 55, 58, 59.
Ibid., at para. 60.
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there are factors that merit medicinal products being deemed a special case. American
experience has shown that there can be difficulties in obtaining insurance. The
phanTiaceutical industry is the only one that has such rigorous regulation. The Irish
Medicines Board in licensing a product for use implies a certain level o f safety. Unlike
other product accidents, drug-induced injuries can be very complex. The side effects may
not appear for a number o f years, e.g. diethylstilboestrol. Causation problems, as
demonstrated in the chapter on causation, can be considerable for is often difficult to
detennine the precise cause o f an accident. It may be the disease itself, or in cases where
the patient is taking other medications for a separate condition, it is this treatment and not
the drug in question that can be the cause. Instead o f being relatively straightforward, as is
the case in most product accidents, phannaceutical injuries are different. This has been
recognised by the American judiciary for some years.
The United States Judiciary and Comment K. - Not In Unison
Courts in the different states in America have disagreed about the interpretation and
correct application o f Comment K. If a court classified a medicinal product as a Comment
K product, then strict liability would not apply to that particular product. Though
medicinal design defect litigation is extremely rare, “two lines o f drug design defect cases
emerged in the wake o f the Restatement (Second)”.’'’^ The first approach was on a caseby-case method; the other approach was to exempt fi'om strict liability all phannaceutical
products. This became known as the blanket immunity approach.
The Case- by Case- Method
Under this method, the courts were willing to grant complete exemption fi'om strict
liability to manufacturers on a case-by-case basis. The majority o f courts adopted this
process to decide if potentially defective drugs fell under the protection o f Comment K. In
their application o f the comment, courts were only willing to do so when the benefits of
the design were superior to the risks. ]Vhite v. Wyeth Labs

and Castrignano v. E R

Squibb & Sons //zc,"' are cases where it was held that the exemption from strict liability
applied only if the drugs apparent benefits outweighed apparent risks. Not only did the
S ee Conk G, Is There a Design D efect in The Restatement (Third) o f Torts: Products Liability? (2 0 0 0 ) Yale Law
J o u rn a l vol. 109, 1087, 1093 ,1094.
" ° 5 3 3 F 2 d 752 (O h io 1988 )
546 A 2d 775 7 8 1( Rhode Island 1988 )
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court demand that a drug would have a favourable risk/benefit ratio, but also to qualify for
a Comment K exemption a pharmaceutical manufacturer had to demonstrate that there was
no feasible alternative design which would have had a better safety profile.

11 !2

If there was

no feasible design alternative, the product might be deemed by the court to be
"unreasonably dangerous" and this would not subject it to strict liability.
In Feldman v. Lederle Laboratories,^^^ the New Jersey Supreme Court saw no
reason to hold as a matter o f law that all prescription drugs that are unavoidably unsafe
should obtain blanket immunity from litigation. This can be seen in the following
statement from the judgment:

"Drugs, like any other products, may contain defects that could have been
avoided by better manufacturing or design. Wliether a drug is unavoidably
unsafe should be decided on a case-by-case basis; we perceive no
justification for giving all prescription drug manufacturers a blanket
immunity from strict liability manufacturing and design defect claims under
Comment K."
The Blanket Immunity Approach
The second approach o f the courts in their application o f Comment K. was to hold that the
medicinal products were "unavoidably unsafe", or were so beneficial to the public that the
manufacturers o f the product should not be subject to strict liability, even though the drug
could have been designed more safely. This immunity had been developed in the landmark
case o f Brown v. Superior Court (Abbot Laboratories) by the Californian Supreme Court.
This case involved plaintiffs whose mothers took diethylstilbestrol during their pregnancy
and developed cancer subsequently. The plaintiffs failed in their action due to the blanket
immunity given to the manufacturers o f the drug. The court in the Brown case rejected the
case-by-case approach on the basis that it would lead to inconsistency and increased
litigation costs.

'

See Toner v. Lederle Laboratories 732 P 2d 297, 306- 308 (Idaho 1987).
479 A.2d 374, 383 (NJ. 1984)

'
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* See Brown v. Abbot Laboratories, Supreme Court o f California 44 Cal (3d) 1049, 751 P 2d 470 (1988).
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A more recent case, where the blanket immunity approach was adopted, can be
seen in the Utah Supreme Court’s decision in Gnmberg v. Upjohn c&Co."^ In this case,
Grunberg, shot her mother allegedly as a result of taking an 0.5 mg dose (the
manufacturers recommended dose) of Halcion, a sleeping preparation. The plaintiffs
council asserted that Grundberg had shot her mother while in a state of Halcion induced
intoxication, which allegedly included side-effects such as depression, psychosis,
depersonalisation, aggressive assaultive behaviour, and homicidal compulsion.” ’ In her
suit, Grundberg claimed that not only had the makers of the drug, Upjohn failed, to warn
of the dangers of the product, but also that Halcion was defectively designed. The Utah
Supreme Court, relying on Comment K, denied her attempt to allow recovery on the
design defect claim. The court was not tied down by a literal interpretation of the
Comment; the court concurred with the Supreme Court of California in the Brown case
that public policy would be better served by a blanket immunity approach.
The public policy of the court’s justification in limiting design defect liability for
prescription drugs can be seen in the following comments:

"Firstly like Brown, it noted the unique nature and value to the public of
prescription drugs. However, because prescription drugs are chemical
compounds designed to interact with the chemical and the physiological
processes of the human body, they will almost always pose some risk of
side-effects in certain individuals and for that reason they are unreasonably
dangerous and thus fall under the aegis of Comment K.” 118
The Advantages and Disadvantages of The Two Approaches

Both approaches have a public policy rationale, in that drugs are unique and have a very
considerable benefit to public health. The basis of Comment K is that if strict liability were
to be applied without restriction then the innovation necessary to create new therapies
would be inhibited. The case-by-case approach holds for the plaintiff a better chance of
obtaining redress, for the courts can decide that the drug in question does not deserv'e the
protection of Comment K. The blanket immunity approach, on the other hand, reflects a

" ® 8 1 3 P 2 d 89 ( Ut a h 1991)

See G runberg v. Upjohn c6 Co 813 P 2d 89 Utah (1991).

187

more consistent approach, which results in less litigation. However, this approach has
aroused judicial criticism and Stewart J. dissenting in the Grunberg case states:

" I think it is arbitrary and unreasonable to treat all drugs in an identical
fashion. Non-prescription drugs such as decongestants, expectorants,
deodorants, hair growth stimulants, skin moisturisers and cough and cold
remedies, for example have the same immunity as rabies or polio vaccines
and medications essential in the treatment o f cancer, heart disease or A ids. I
see no basis for according drugs used to treat innocuous ailments a blanket
immunity from strict liability design defects if they are unreasonably
dangerous to those who use them ."''^

The greatest use o f the blanket immunity in relation to liability imposition for defective
products occurs in the field o f blood products. Most American states have introduced
blood shield provisions for the distributors o f these products. As was seen in A. v. The
National Blood Authority, t h i s is not a feature o f European jurisprudence. This case is
discussed in detail in the chapter on Negligence. Though accepting that medicinal products
are different from most other consumer products, it was felt that this im m unity standard
had provided too much protection for manufacturers and too little for consum ers.’^’
Pharmaceutical manufacturers in America face different design litigation standards
depending on the state in which the action takes place. This inconsistency has caused the
American Law Institute to re-evaluate Comment K and to propose new rules for
detennining the defectiveness o f medicinal products. The Institute has placed medicinal
products in a special position when it comes to deciding whether strict liability applies.
See Restatement (Third) o f Torts: Products Liability American Law Institute. Europe is
only starting to implement strict liability for defective medicinal products, and already
differences have arisen between the two continents.

"V w .
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Different European Attitudes to Design Defects
(a) Is The Distinction between Manufacturing and Design Defects, Failure to Warn —A
N ecessaiy One?
Design defect analysis in Europe is governed by the consumer expectation test. There have
been only a few cases in which design defects have been discussed in European courts.
Apart from Abouzaid v. Mothercare UK Ltd and A v. the National Blood Authority, no
cases o f any significance involved design defect. In both o f these cases, the courts avoided
separating defects into different categories. By contrast, Americans have institutionalised
the divisions between the different types o f defects in The Restatement (Third) o f Torts.
For manufacturing defects, American courts, under the Restatement (Second) o f Torts had
instituted strict liability. Over the years since the introduction o f The Restatement
(Second) o f Torts, courts in most states o f America have preferred negligence as a means
o f detennining design defects and failure to warn cases because they doubted the
effectiveness o f the consumer expectation test - the main vehicle for applying strict
l i a b i l i t y . T h e r e has been much discussion as to whether a distinction should be drawn
between manufacturing defects and other categories.
In some instances, particularly mechanical defects, there is an overlap between
design and manufacturing defects. Where a bolt or nut may not have been properly
designed in relation to its durability, it can be disputed whether such a defect is a design or
a manufacturing defect. The proper characterisation o f a defect can have great
consequences for the American plaintiff If it is a manufacturing defect, strict liability
applies in American courts. Then the plaintiff will not have to prove fault. American
jurispindence usually applies negligence principles in design defect cases, which increases
the burden on the plaintiff because o f the difficulty in proving fault. For medicinal product
defects, the separation between the different types o f defects is more complete.
Thalidomide was correctly manufactured and confonned to the standards o f its
manufacturer but the design o f the drug caused foetal abnormalities. Recent European
Case law indicates that the separation o f manufacturing and design defects is not provided
for under the Directive. In A v. The National Blood Authority’, Burton J. rejected this
12’^

See Henderson J and Twerski A, What Europe, Japan, And Other Countries Can Learn from the N e w American

Restatement o f Products Liability, 34 Texas International L aw Journal (1999)1, 3.
See H ow ells G, TTie Law o f Product Liability (2000, p. 10, Butterworths) and Vargo J, 2(b) or Not 2(b), That Is the
Q uestion? {\9 8 S )C o n su m e r L aw Jou rn al 144, 156-159.
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categorisation, on the basis that it was ahen to the directive. The American courts have for
40 years, since the introduction o f the Restatement (Second) o f Torts, recognised the need
to have different liabihty regimes for different categories o f defects. Though Geraint
Howells has observed:

“It would indeed be harsh for liability to depend upon categorisation as a
manufacturing or design defect".'^'*

This categorisation arose because the American courts did not believe that the consumer
expectation test could determine, fairly and accurately, design defects and failure to warn
situations. Courts in Europe, particularly in the United Kingdom, have taken a different
approach to this separation o f product defects.
(b) Standard or Non -Standard—A Different Approach?
Both the Court o f Appeal in the Cozytoes case and Burton J. in the Blood Defects case did
not seem to endorse the traditional split o f manufacturing, design and failure to warn
cases. Burton J in the Blood Defects case rejected this categorisation o f defect in favour of
his own defect classification. The High Court drew a distinction between standard and
non-standard products in the case o f blood infected with Hepatitis C. Standard products
were those, which confonned to the design and standard o f safety intended by the
manufacturer, while a non standard product did not.
Thus, in A. v. The National Blood Authority'^^^ the bag o f infected blood was
deemed by the court to be non- standard. Only 1% of the blood used for transfusion was
infected with Hepatitis C. The person transfusing the blood knew that a small percentage
o f the blood bags were infected but did not know which one contained the virus. No
adequate test existed at that time to detennine the defectiveness o f the blood products. This
was not a design defect; it was a manufacturing defect. If a design defect had been present
then every one o f the bags o f blood would have been infected with Hepatitis C, because
the defect would have run through every batch produced. Some commentators have
criticised Burton J.'s attempt to shift away from the type o f defect (manufacturing, design

'■'* See H ow ells G, T h e L aw o f P roduct L iability 2000 p. 10 B utterw orths.
[2001] 3 All E.R. 289
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or warnings) to standard or non-standard product. Richard Goldberg comments on this
development:

"Burton J.'s classification would seem to have been a mere substitution for
manufacturing defects with their associated non standard products and
design defects with their associated standard products. Cynics might argue
that Burton J. was trying to avoid the terminology o f Section Two o f The
Restatement (Third), with its avowed emphasis on a risk benefit approach
and its rejection o f the consumer expectation approach". 126

It has been said that the legal basis for the distinction between standard and non standard
is:

"Is little more than renaming as a non standard product one which has
traditionally been described as a product with the manufacturing defect."

In Abuzaid v. Mothercare UK Ltd (Icnown as the Cosytoes case),'^* the Court o f Appeal
examined the defect provisions o f the Consumer Protection Act 1987 (section 3) and
rejected the arguments on behalf o f the claimants that the estimation o f defectiveness
should be based on a risk benefit analysis. The court detennined that the only basis for
assessing the defectiveness o f a product was the consumer expectation test.'^^ If the Court
o f Appeal in the Abuzaid case and The Blood Authority case is correct, then there arises a
much wider liability for pharmaceutical manufacturers.'^'’it is my contention that the
dismissal o f a risk benefit approach by both the Court o f Appeal in the C osytoe’s case and
Burton J.'s approach in the Blood Defects case is not correct.

See G oldberg R, Paying For Bad Blood: Strict Product Liability After The Hepatitis C Litigation (2002) M edical Law
Review 165
JT?

See Hodges C, Compensating Patients (2001) Law Q uarterly Review 528, 530.
[2000] All E.R. (D) 2436.
Ibid.. at 2436.
See W eir T, Tort Law (2002, p .89, Clarendon Press).
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Risk/Benefit Analysis and Medicinal Products
This expansion in liability results from a literal interpretation o f the consumer expectation
test. Many consumers cannot abstractly evaluate design alternatives and, for this reason,
may not be able to fonn adequate expectations o f safety.'^' However, unlike America,
judges acting as "the infomied representative o f the consumer" will form expectations o f
safety on behalf o f the consumer.

1

The expectation test for design defects must have:

"Sufficient flexibility to enable judges to distinguish between risks that
consumers should be prepared to accept because o f the products benefits
and those that are unacceptable."'^^

Professor Stapleton also takes this position:

"In the definition o f defectiveness there is a trade-off between risk-taking
and the social costs as reflected in the magnitude and gravity o f the risk
balanced against the cost o f production and social utility".'^'*

While this suggests negligence, it reflects a more structured approach in deciding the
safety o f a product than the more intuitive consumer expectation test. Burton J. in his
judgment in A v. The National Blood Authority, deemed risk/benefit analysis to be relevant
to the detennination o f defectiveness when the consumers were being provided with full
information in order that the "public does and ought to accept the risk". A ssuming the role
o f an infonned member o f the public, the judiciary “would as an educated response to the
facts o f a particular case undertake a balancing exercise o f an analogous kind" o f the
benefits and risks o f a product.
See U S Chapter U nifom i Act 1979.
See Burton J. in A. v. the N ational B lood A uth ority [2001] 3 All E.R. 289
See H ow ells G and Mildred M, Is European Products Liability Law M ore Protective than The Restatem ent (Third) o f
Torts: Products Liability? (1998) Tennessee L aw R eview vol.65 985, 997.
See Stapleton J, Product Liability (1994, Butterworths).
See Lord Griffiths P de Val, and D onner R, D evelopm ents in English Product Liability Law: A Com parison with the
American Sy.stem (1988) 62 Ttilane L aw R eview 353, 381.
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It is sometimes difficult to quantity all the competing factors in a risk/benefit
analysis, but at least it presents the judge with a more scientific means o f judging
defectiveness.
Risk benefit judgments o f medicines are sometimes based on incomplete
infomiation, because any side effects that may have been discovered in the clinical trials
are based on a small number o f p a tie n ts .N e v e rth e le s s , an overall safety analysis is
undertaken in the licensing process by the regulatory authority. If cataracts had developed
in animals during exposure to a particular product, “then prudence would dictate that a
careful follow-up should be undertaken in a cohort o f patients to look for lens
abnonnalities during clinical exposure".

138

On occasions the rejection o f an application for a product license results from an
inappropriate risk to benefit ratio for the drug.'^^ The use o f risk/benefit analysis by the
regulatory authority should provide the court with a standard by which to judge the
defectiveness of medicinal products. The rejection o f this fonn o f analysis in some UK
courts and the more literal interpretation o f the consumer expectation test is now
examined.
R ejection o f R isk/Benefit A nalysis in the Determ ination o f Defectiveness o f M edicinal
Products in A v. The N ational Blood Authority

The defendants in A. v. The National Blood Authority, c o n s i d e r e d that Risk/Benefit
analysis was the correct method o f assessing whether the blood provided was defective.
Though the definition o f defectiveness contained in the directive did not mention this fonn
o f analysis as a component o f the consumer expectation test, the Blood Authority relied on
the fact that in detennining a consumer’s expectation o f safety "all circumstances" should
be taken into account. Article 6 (1) o f the Product Liability Directive states: “A product is

See H ow ells G and M ildred M, Is European Products More Protective Than TTie Restatement ( Third) o f Torts:
Product Liability (1998) Tennessee L aw R eview vol.65 985, 995.
See Inman W H, M onitoring for Drug Safety (1988, p.39, MTP Press Ltd).
1^8

See Cartwright A and M atthews BA, Phannaceutical Product Licensing Requirement for Europe (1 9 9 1 , p .l9 7 , Ellis

H orwood).
Ibid.
[2001] 3 All E.R. 289
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defective when it does not provide the safety which a person is entitled to expect, taking
all circumstances into account”. This includes;

(a) The presentation of the product
(b) The use to which it could reasonably be expected that the product would
be put
(c) The time when the product was put into circulation.

The defendants contended that as part o f determining defectiveness the use o f "all
circumstances" must also include the identification and assessment o f the steps that could
have been taken to avoid the defect. Because the Directive had the intention o f imposing
strict liability for defective products, the defendants agreed that no reference could be
made to the conduct o f the Blood Authority for this would constitute a return to negligence
principles. Instead the focus fell on the identification and specification o f the safety
precautions that the public would reasonably expect from a producer o f blood products.
This raised the issue o f evidence o f safety standards that would be relevant to the question
o f defectiveness.

Burton J. concluded:

"The exercise is referred to as a balancing act; the more difficult it is to
make safe and the more beneficial the product, the less is expected and vice
versa, an issue being whether a producer has complied with the safety
precautions reasonably to be expected. This is contended by the defendants
to be approximately analogous to the Risk/Utility consideration from United
States law, particularly as summarised in the US Second Restatement on
Torts (1965)".

The judge did not allow a risk/benefit analysis in the case, " because o f the express
exclusion, so far as the directive is concerned, o f any question o f liability for negligence."
143

See Goldberg R, Paying for Bad Blood. (20020 M edical L aw R eview 165, 174.
See Burton J. in A. v. The National Blood Authority [2001] 3 A ll E.R. 289 para [35]
Ib id

194

Avoidability-- Not Relevant to The Discovery of Defectiveness
The defendants also argued that "all circumstances" made avoidability a factor in
detennining defectiveness. The defendants contended that the Blood Authority had a
statutory obligation to supply blood products but did not have at that time the scientific
knowledge to screen the blood donated by volunteers for the offending virus. For these
reasons the Authority argued that it had taken all reasonable precautions in the supply o f
blood to individual patients.
Burton J. took a restrictive view o f the phrase "all circumstances", believing that
the correct meaning was "all relevant circumstances". This was because the directive
imposed strict liability on producers o f defective products and the use o f "all
circumstances” could not include factors which were based on reasonable care.*'^'* Burton
J. said in relation to ‘avoidability’;

"I conclude therefore that avoidability is not one o f the circumstances to be
taken into account within Article 6. I am satisfied that it is not a relevant
circumstance, because it is outwith the purpose o f the directive”.

Thus it became irrelevant under the judge's analysis whether the producers o f
infected blood could have avoided the risk o f blood becoming infected with the
Hepatitis C virus. If the court held this proposition to be correct, then any
assessment o f the reasonableness o f the producer’s behaviour would have to be
undertaken. The judge preferred to rely on the consumer expectation o f safety test.
Rejecting the negligence approach he stated:

“It is inappropriate to propose that the public should not ‘expect the
unattainable’- -in the sense of tests or precautions which are impossible— at
least unless it is informed as to what is unobtainable or impossible, as it is to
reformulate the expectation as one that the producer will not have been
negligent or will have taken all reasonable steps.”

Ibid., para [63]
^^^Ibid

Ibid 2:55. N ew Law Journal (May 4th 2001),.648.
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Alison McAdams, is correct when she states:

“Since the public’s legitimate expectation focused upon the safeness o f the
product, it was therefore appropriate for them to ‘expect the unattainable’. It
is highly questionable whether such an expectation can be described as
legitimate. The expectation envisaged by Article 6 (the defectiveness
article) is expressly based upon an element o f entitlement”.

If the public can expect the unattainable in relation to blood, then for other products, such
as medicinal products, the introduction o f an absolute level o f safety might become a
feature of product liability litigation under the Liability for Defective Products Act 1991.
This is contrary to what Mr Justice Burton said at the beginning o f his judgment:

"The test is not that o f an absolute level o f safety, nor an absolute liability
for any injury caused by the hannful characteristic"

Another criticism o f the rejection o f the avoidability o f certain tests and precautions in the
preparation o f blood is found in the comments o f Christopher Hodges in the Law
Quarterly Review.

“It is respectftilly suggested that the judge was wrong to conclude that the
unavoidability o f the risk being eradicated was not, as a matter o f law a
relevant Article 6 circumstance. Indeed, the directive explicitly states that
All circumstances are to be taken into account. It is surely necessary for the
court to evaluate and balance all the circumstances in order to apply the
Article 6 "expectation test". In doing so, the court must decide how much
weight to give to each circumstance".

See Adams A, Product Liability Law and The C onsum er - A New Era?. The author o f this article is a partner in the
firm o f solicitors that acted for the defendants.

See A. V. The N ation al B lood Authority [2001] 3 All E.R. 289 para. [31].
See (2001 )Z,an’ Q uarterly Review vol. 117 528, 530
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There are public policy considerations in taking a different view o f the fact that the risk
could not be eradicated. While, the judge may have been correct in suggesting that the
primary purpose o f the directive is to improve consumer protection and to provide better
compensation for consumers who are injured by defective products, the American position
in relation to defective blood products merits consideration. In the United States, blood
banks are excluded from liability in most states on public policy grounds. If these
organisations are subject to litigation for product defects that they are unable to remedy,
then the supply o f blood may be restricted and the cost may become unaffordable. In the
case o f A. v. The National Blood Authority, the claimants would not have been left without
a legal remedy "since it can be argued that the issue is and should essentially be one o f
clinical negligence" because the prescribing physicians failed to warn their patients of the
risk o f contracting Hepatitis C.
Not only did the judge reject avoidability in detennining defectiveness, but he also
held that risk benefit/analysis was not a relevant factor except in cases where the plaintiff
was fully informed o f the risk.’^' This means that it would only be possible to conduct a
risk/benefit analysis assessing consumer expectations if the public knew and accepted the
risk. 152 The basis o f the judge's decision was that where a risk became known then a
pharmaceutical company would place an appropriate warning on the product. A product
would become defective if it didn't warn adequately o f the risks associated with its use.
This raises an important issue in respect o f the presentation o f warnings for a product. Is
the producer required to deliver warnings in general or specific tenns? In the blood defect
case, the warning could only have been speculative "that a particular risk is possible, but
1 c -j

is, as yet, unidentifiable or incalculable".

Since the mid-1960s European phamiaceutical

manufacturers have adopted procedures with the approval o f the regulatory authorities that
can accommodate this type of warning. As Christopher Hodges states, “It is commonplace
for commercial products to include warnings o f risks which are as yet unquantifiable or
unavoidable, such as: "It is reported that...".
See H odges C, Com pensating Patients (2001) vol.l 17 L aw Q u arterly R eview 530.
Ib id M Q .
152

See W illiam son S, Strict Liability For M edical Products: Prospects For Success (2002) M e d ica l L aw International

vo!.5, 2 8 1 ,2 9 5 .
See W illiam son S, Strict Liability For M edical Products: Prospects For Success (2002) M ed ica l L aw International
vol.5, 2 8 1 ,2 9 6 .
See Com pensating Patients (2001) 1 17 L aw Q u arterly R eview 528, 530
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There are a number o f practical issues that the judge seems to have ignored. Even if
warnings had been placed on each individual bag o f blood, the producer would still have
been dependent on the physicians and nursing staff to bring to the attention o f the patient
the defect in question. The warning should have been given to each individual patient who
needed a transfusion. This could have been a difficult exercise, in non-elective treatment,
when "the patient is likely to be unconscious when the units o f blood, bearing a warning
on the label, a r r i v e " . T h e general public, as Mr Justice Burton observes, expect blood
for transfusion to be free from deleterious viruses such as Hepatitis C. However,
emergency cases, where the risk to the patient from not getting a transfusion is greater than
the risk o f being infected by a blood product, give rise to alternative arguments.

"If the danger o f the hepatitis virus in blood is known, the ordinary
consumer may prefer to take the risk o f hepatitis rather than the greater one
o f dying from the lack o f blood".

In elective surgery that choice may be easy for the consumer, but in the case o f non
elective or emergency surgery or treatment, difficulties may arise. In refusing to include
such problems within the meaning o f "All circumstances", Mr Justice Burton has
introduced an element o f artificiality in trying to determine what persons generally are
entitled to expect.
The N eed for R isk/Benefit Analysis in A ny Proper Exam ination o f M edicinal Product
Defectiveness

However, in relation to the determination o f the defectiveness o f medicinal products, the
greatest criticism can be levelled at Mr Justice Burton's refusal to accommodate
risk/benefit analysis. Under the Product Liability Directive, the emphasis is placed on the
consumer expectation test as a means o f detennining the defectiveness o f medicinal

See Goldberg R, Paying For Bad Blood: Strict Product Liability After The Hepatitis C Litigation (2 0 0 2 ) M ed ica l Law
R eview 165, 185.
S ee Phillips JJ, Product Liability in a Nutshell (fifth edition, 1998, p.25, W est Group).
S ee T e ff H, ‘ Products Liability’, chapter 14 in Kennedy I & Grubb, A Principles o f M edical Law (1 9 9 8 , 779, Oxford
U niversally Press),
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products. American judicial experience has shown that this may not always be possible.
Goldberg argues that:

"There is an inherent logic in addressing the problem o f defective
medicinal products, including blood and blood products, by weighing the
risk against the anticipated benefits and against the costs o f not using the
product, such as the risk o f disease".

Support for this approach has come from the British Ministry o f Trade and Industry, which
candidly admitted the necessity of adopting a cost benefit approach in relation to drugs:

"The more active the medicine, and the greater its beneficial potential, the
more extensive its effects are likely to be and therefore the greater the
chances o f an adverse effect. A medicine used to treat a life threatening
condition is likely to be more powerftil than a medicine used in the
treatment o f a less serious condition, and the safety that one is reasonably
entitled to expect o f such a medicine may therefore be correspondingly
lower."

The public expectation o f safety for products used in the treatment o f AIDS or other
complex conditions cannot reasonably be 100 percent total. When Aids first appeared in
the 1980s, numerous articles written in the press emphasised the many side effects o f the
drugs used in the treatment o f this condition. The articles also noted the benefit of
treatment with these products, which were seen to enhance the life expectancy o f AIDS
sufferers. Not only these articles, but also the patient’s personal infonnation concerning
drugs and medicines would indicate that "the public expectation in these circumstances is
shaped by risk benefit assessment".

W ade J, ‘ On the Nature o f Strict Tort Liability for Products' (1973) 44 M ississippi L aw Jou rn al 825,837-8,
See Paying for Bad Blood: Strict Product Liability After The Hepatitis C Litigation (2002) M e d ica l L aw R eview 165,
174,
See Goldberg R Paying for Bad Blood: Strict Product Liability After Tlie Hepatitis C Litigation M edical Law Review
2002 p. 165, 183.
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Because o f the potency o f prescription products, no patient is allowed to obtain
these products without a prescription from a registered medical practitioner. It is the doctor
who controls the supply o f medicine in the first instance to the patient. In theory, the
doctor then informs the patient o f the risks and benefits o f the treatment he proposes. As
most patients are largely ignorant o f these facts they have to rely on the prescribing
physician to explain the dangers o f any proposed treatment. The consumer's expectation o f
safety, in the case o f prescription products, is largely that o f the doctor's concept o f safety
for his patient. In prescribing the necessary medicinal products, the physician does not use
a consumer expectation o f safety but balances the risks and benefit o f the drugs and
medicines. Then in reality a doctor on a risk/benefit basis detennines the consum er’s
expectation o f safety for the product that has been prescribed for his ailment. Because o f
that, it is difficult to reject this fonn o f analysis in any determination o f the defectiveness
o f medicinal products.
The Consequence of the Rejection O f Risk/Benefit Analysis and the Determination of
the Defectiveness of M edicinal Products. Two Similar Cases; Different Judicial
Interpretations -- A Comparison
If a court rejects risk benefit analysis in its effort to establish the defectiveness of
medicinal product, all that is left is a strict interpretation o f a consumer's expectation of
safety. How does a court proceed to examine defectively designed medicinal products
without this judicial aid? While favourable towards the concept o f risk benefit analysis,
Stapleton is critical o f the consumer expectation test:

“It is empirically unverifiable. As a nonnative concept, it is impenetrable to
analysis: one may simply assert that in one's opinion the design did not m eet
consumer expectations. It nakedly invites the fact finder to use his or her gut
instinct to detemiine the dispute."

This instinctive approach can be seen in the comments o f Lord Justice Pill in Abouzaid v.
Mothercare. He found that the product was defective because it was supplied with a design
which pennitted the risk to arise, and there was not a sufficient warning to the public o f its

S ee Stapleton J, Restatement (Third) o f Torts: Products Liability, an And Anglo-A ustralian P ersp ective (2000)
W ashburn L aw Journal vo l.39 363, 378.
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dangers. He stated; "Members o f the public were entitled to expect better from the
appellants''.'^^ This case must be contrasted with the case o f Epler v. Jansport
where an elastic draw cord on the hold o f a jacket, manufactured by the defendant, slipped
out o f the hand o f the plaintiff and recoiled hitting his eye.
The Federal District Court in Pennsylvania relied on section 402 A o f the
Restatement (Second) o f Torts, reflecting Pennsylvania Law, which provided that a seller
was liable for products sold in a defective condition and unreasonably dangerous to the
user. The court found under strict liability rules that the product was not unreasonably
dangerous. The Judge based his decision on a risk/utility analysis using certain factors
which had been developed by Professor Wade in his famous article. On The Nature o f
Strict Tort Liability for P r o d u c t s These include: the utility o f the product to the user
and the public as a whole; the likelihood that the product wall cause serious injury; the
availability of a substitute product which would not be as safe as the product in question.
Other factors used by the court was the anticipated awareness o f the consumer of the
dangers inlierent in the product and its avoidability, because o f general public knowledge
o f the obvious condition o f the product, or o f the existence o f suitable warnings or
instructions. In assessing the users likely awareness o f the inherent dangers o f the product
and their avoidability, the court ruled that "the average ordinary consumer is well
acquainted with the propensity o f elastic items to recoil after they been extended and
released."'^^ In comparison to the Abouzaid case, there was a realisation that the ordinary
consumer should reasonably expect an elastic strap to recoil and to cause damage. It has
been suggested that "the analysis o f the Pennsylvania court with regard to the particular
product (an elastic strap) seems more acceptable than the Court o f Appeal in Abouzaid."
Unlike the Court of Appeal, the Federal Court used risk/benefit analysis and thus reached a
more balanced decision. One o f the reasons why both the Court o f Appeal in the Abuzaid
case and Mr Justice Burton in A. v. The National Blood Authority did not use risk/benefit
analysis was their unwillingness to make use o f the fault principle.

See [2000] E.W.C.A. C iv 348 (21^' Dec 2000) unreported.
' “ [2001]W L. I79862(E .D .P a)
44 M ississippi Law Journal 825, 837-38 (1973).
See E pler v. Jansport Inc [2001 ] WL. 179862 (E.D.Pa).
See Deards E and Twiggs-Flesner C, The C onsum er Protection Act 1987: P roof At Last TTiat It Is Protecting
Consum ers? (2001) Nottingham Law Journal v o l.10 (2) p i, II.
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A Possible Overlap Between Negligence and Strict Liability -- The Need for
Reasonableness?
In the Abuzaid case, Lord Justice Chadwick eschewed the negligence approach when he
said:

"To hold otherwise is, to my mind, to seek to reintroduce concepts fam iliar
in the context o f a claim in negligence at common law into a statutory
regime which has been enacted in order to give effect to the product liability
directive promulgated by the Council o f the European Communities
(Council Directive 85/374/EEC).”

Again, Mr Justice Burton in A. v. The National Blood Authority, reflecting Lord Justice
Chadwick’s comments stated;

"It is common ground that the liability is ‘defect- based’ and not ‘faultbased’, i.e. that a producer’s liability is irrespective o f fault (Recitals 2, 6).
The purpose o f the directive is to achieve a higher and consistent level o f
consumer protection throughout the community and render recovery o f
compensation easier, and uncomplicated by the need for proof o f
negligence".

While Mr Justice Burton strove with refonner’s zeal to rid his judgment o f any negligence
influence, there are some commentators who believe that his judgment went too far in this
direction.'^* To banish reasonableness in any examination o f defectiveness is incon-ect.
The Restatement (Second) o f Torts introduced strict liability for defective products in
America during the 1960s. This reflected a belief the manufacturer who places a defective
product on the market should be strictly liable for any subsequent injuries.

[2001] 3 All E.R. 289 par [31]
See Goldberg R, Paying For Bad Blood: Strict Product Liability A fter The H epatitis C Litigation (2002) M edical Law
Review.' vol. 10 p. 165 and Howells G and M ildred M, Infected Blood: Defect and Discoverability A First Exposition of
the EC Product Liability Directive (2002) M odern Law Review vol.65 p.95, 103
See Traynor J. in Greenman

Yuba Power Products Inc 27 Cal Rptr 697,700(1962).
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Dean Prosser served as a reporter for the Restatement (Second) and noted the
tension between strict liability and negligence in section 402A when he said:

"Since proper design is a matter o f reasonable fitness, strict liability adds
little or nothing to negligence on the part o f the manufacturer ".’™

During the 1970s, the US courts grappled with the consumer expectation test particularly
in the application to complex design cases. They solved this problem by applying the
negligence-based concept of risk/ benefit analysis. This balancing o f the risks and benefits
o f products can also be used in strict liability a n a l y s i s . W h e n computing risk benefit
analysis under strict liability principles,

"The producer is imputed with absolute provision o f all harm the product
actually causes, whereas [with negligence] the risks element in the
balancing process is evaluated in ternis o f reasonable foreseeability."'^^

The focus o f this analytical technique is not on the producer o f the product but on the
product itself Thus, under strict liability, using risk/benefit analysis "a product is
considered defective as designed if the magnitude o f the danger inherent in the product
outweighs its utility".
It is difficult to separate the use o f negligence principles in detennining design
defect cases under strict liability. Rogers has recognised that it will be difficult for courts
under the Product Liability Directive and its national equivalents not to use negligence
principles in deciding defectiveness. This can be seen in the following statement:
"The relationship o f the Act (UK Consumer Protection Act 1987) with the
law o f negligence has not been fully explored but what is certain is that the
court is required to come to a judgment on whether the risks associated with

S ee Prosser W, The Law o f Torts (fourth edition 1971,p. 659).
See G oldberg R, Paying for Bad Blood: Strict Product Liability After Hepatitis C Litigation (20 0 2 ) M e d ica l Law
R eview vol. 10 p. 165,175,
See Clarke A, Product Liability (1989 p .38 - 9 , Sw eet and M axwell).
See Stoppa A, The Concept o f D efectiveness in The Consumer Protection Act 1987A Critical A nalysis (1 9 8 8 ) Legal
Studies .2 \Q ,1 \6 .
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the product in its present fonn are outweighed by the benefit that it

brings".'^'*

Thus in determining the level o f safety which may be expected from a phannaceutical
product a court will use negligence principles in comparing "the seriousness o f the illness
and other potential benefits o f the drug with its adverse side-effects".
This overlap between negligence and strict liability has been noted by Lord
Griffiths writing extra judicially in his paper "Developments in The Law o f Product
Liability" C o m m e n t i n g on products that had been marketed without proper warnings or
instructions (a sub set of design defect litigation) he said;

"It would clearly not provide the safety which a consumer was entitled to
expect. It is, however, to be observed that the test to be applied in such a
case, although said to be one o f strict liability is virtually indistinguishable
from a negligence-based test for it involves balancing the degree o f risk
which ought to have been foreseen against the warnings or instructions
provided, to see if they provide an acceptable level o f safety"

Courts in America have blurred the difference between strict liability and negligence in
design defect and failure to wam cases. This can be seen in the Feldman case where a
phannaceutical manufacturer failed to wam the prescribing physician o f a particular side
effect. The following statement from the New Jersey Supreme Court demonstrates that
there is a considerable overlap between negligence and strict liability;

“The question in strict liability design defect and warning cases is whether,
assuming that the manufacturer knew o f the defect in the product, he acted
in a reasonably prudent manner in marketing the product or in providing the
warnings given. Thus, once the defendant's knowledge o f the defect is

Rogers W, W infield and Jolow icz on Torts (16'’’ edition, 2002, p .358, Sw eet and M axw ell Thom pson).
Ferguson P, Drug Injuries and the Pursuit o f Com pensation (1996, p .121, Sw eet and M axw ell).
See G riffiths L. J., The Holdsworth Club o f The University o f B im iingham 1987.
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imputed, strict liability analysis becomes almost identical to negligence
analysis in its focus on the reasonableness o f the defendants conduct.”

The Court o f Appeal in the Abouzaid case and Burton J. in A. v. The N ational Blood
Authority was not willing to entertain any argument concerning the reasonableness of the
defendant manufacturer’s conduct in determining defectiveness o f the product. This would
introduce negligence concepts that they said were foreign to the spirit o f the Product
Liability Directive. American judicial experience has shown that in any determination o f
the defectiveness o f a product, principles derived from negligence can fit within a strict
liability context and assist the court in the more complex situations that sometimes exist in
design defect litigation. In time, the European Court may follow this trend.
Using psychological factors to produce a reinvigorated Consumer Expectation Test
Before accepting risk benefit analysis as the best method o f assessing defectiveness o f
medicinal products it is necessary to discuss recent American academic writings proposing
that a conceptually distinct consumer expectation test can be developed. W hile accepting
the failings (already noted) o f the test. Prof Kyser 178 believes that the consumer
expectation test should be redirected towards important cognitive and behavioural
phenomena regarding the manner in which individuals evaluate risks that are not readily
subsumed within the more analytical risk benefit test.
Kyser believes that this will provide a reinvigorated understanding o f the role o f
the consumer expectation test in relation to design defect litigation. Risk benefit analysis
as proposed in this thesis does not accommodate such an approach. In Prof Kyser's opinion
risk benefit analysis does not adequately reflect "how individuals receive and process
infonnation regarding r i s k s " . T h e conceptual notion of risk, as perceived by the average
consumer, is not an actuarial concept but involves a probalistic estimate o f hann.'^*^
Cognitive psychologist Paul Slovic has noted the difference between actuarial statistics
and risk as perceived by individual when he states that:

See F eldm an

Lederle Laboratories 479 A. 2d 376, 386.

C olum bia Law Review (2003) N ovember vol. 103 1742.
' ’’ /*/W p.I763.
'^°Ibid.
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"Basic conceptualisation o f risk is much richer than that o f experts and
reflects legitimate concerns that are typically omitted from expert risk
assessments."'*'

Perceptions o f risk are interwoven with trust. Patients who take medicines trust that while
there may be some side-effects o f medicine they take, they expect not to be seriously
damaged by that medication. Sometimes these expectations o f safety may not be those of
the experts who deteraiine defectiveness by means o f risk benefit analysis.
In representing the lay position, the consumer expectation test "can capture in
many important ways lay attitudes towards risk which differ from the dictates o f strict risk
utility analysis". '^^Professor Kaiser proposes to reinvigorate the consumer expectation test
by making the test reflect lay judgments about technology and risk. This is to be achieved
by using "the expertise o f cognitive psychologists in setting design standards different
from those set by risk utility analysis".

1R

The reporters o f the Third Restatement o f Torts, Henderson and Twerski in the
same edition o f the Columbia Law Review replied to the criticisms o f Prof Kayser that
they had ignored the use o f psychology in determining the consumer expectation safety of
a product. In fact they had proposed the use o f psychology in failure to warn cases. In an
article Doctrinal Collapse in Products Liability: O f the Empty Shell o f Failure to WarnJ^"^
Henderson and Twerski point out that, unlike the hard science necessary to detemiine
design defects such science is not required for failure to warn. What is required is that
experts:

"Offer speculative and conclusory opinions that the warnings supplied by
1 DC

the defendants were inadequate.”

While psychological paradigms can assist the court in failure to warn cases, Twerski and
Henderson are correct when they suggest that if courts are to adopt a consistent approach
See Slovic P, Perception o f Risk (1987) 236 Science 280.
Ibid.. p. 1767.
18"^

See Henderson J and Twerski ,A Consumer Expectations Last Hope: A Response to Prof Kayser Columbia Law

/?ev/eu'vol.103 1791, 1793.
65 Nev.- York University Law Review number 265, 323.
Ibid., p. 324.
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to design defects o f medicinal products, the hard science o f risk benefit analysis is
required.

The essence o f the consumer expectation test is still consumer oriented; for that reason, it
is hard to replace the intuitive approach o f the consumer expectation test with that o f
science based risk benefit analysis. If it is accepted that this type o f scientific endeavour
produces more consistent results than cognitive and behavioural analysis, then a standard
o f risk benefit analysis is needed to detennine defectiveness.'*^ However, if the
infomiation on which the assessment undertaken is flawed, the consumer expectation test
should be used. If the manufacturer has failed to impart information on the serious sideeffects of a drug, the patient's expectation o f safety has been manipulated. That
expectation o f safety is based on what the doctor believes is most suitable for the patient.
When the doctors infomiation is incomplete to make a proper decision, then the patient's
expectation o f safety is violated.
Risk Benefit Analysis and its Use by Regulatory Authorities: A Starting Point for
Establishing a C onsum er Expectation Test for M edicinal Products?

"Risk is only in a very limited sense a statistical concept. At its heart, risk is
a culturally learned response to uncertainty".

187

While, accepting that risk has an intuitive and emotional appeal to the lay person,

"The simple fact is that the probalistic definition o f risk is numerically
traceable, whereas the attempt to link probability and behavioural responses
is not".'*^

In the previous section, the psychological assessment o f a consumer's expectation o f safety
was rejected in favour of a risk benefit analysis approach for medicinal product defects.
In this thesis it is accepted that the risk benefit analysis conducted by the Irish M edicines Board should be seen as
evidence o f the absence o f a defect.
See Sills D C, Hazards Beyond Numbers (1985) Nature 317, 117-118.
188

See Urquhart J, Perception o f Risk Chapter in M edicines and Risk/Benefit Analysis, Editors Walker S. and A ssher A

W illiam (1987, MTP Press Ltd).
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However, what can be argued is the interpretation o f the consumer expectation test in
terms o f risk benefit analysis. This is a reasonable proposition, because in everyday
situations, before embarking on most activities involving risk, consumers do a crude risk
benefit analysis. If a patient is suffering fi'om rheumatoid arthritis, he may be willing to
accept the risk o f stomach upsets and gastric bleeding that may arise when nonsteroidal
inflammatory drugs are taken to relieve the condition. However, the patient m ay not be
willing to take the risk o f a serious cardiovascular effect such as that caused by Cox 2
inhibitor, an anti-inflammatory nonsteroidal drug.
In this exercise, with the aid o f the prescribing physician and the patient
information leaflet, the patient does a personal weighting o f these factors in arriving at an
acceptable risk. The patient balances the risks against the benefits for his condition, in this
case the relief o f arthritic pain. This exercise has not much scientific validity because o f its
subjective nature. An objective approach involves a risk benefit analysis that assesses the
extent o f the risk. Because o f the problems associated with quantifying risk benefit
analysis Sir Edward Potion states:

"It is essential to be a numerical about the size o f risk. As well as to be
concerned with the weighfing that should be put, for example on the safety
of the drug or its value in the treatment and the weighting that other people
will put on these factors".

Risk is an important detemiinant in the manufacturer's decision to market the drug and the
patient's choice to take the medication. Risk has been defined as:

Risk = Probability (how much or how often) x Severity o f the Injury

Using statistical risk analysis, numerical values o f safety are calculated for the drug's
toxicity. Incidents o f side-effects in animal studies will give the drug m anufacturer dose
levels that can be used in subsequent clinical trials and an indication o f toxic changes that
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See Pochin E, S ir R isk B enefit in M edicine in R isk B enefit A n aly sis in D runk R esearch, e d ito r C a rv ella J F, (1981,

M TP P ress Ltd L ancaster).
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m ay occur in m an.'^° In clinical trials, m anufacturers and regulators have to make
decisions on incom plete data because o f the small num bers that are used in this process.'^'
Before licensing the medicinal product, the regulators m ust exam ine all the evidence to
discover w hether the drug is fit for hum an use. U nder the Irish M edicines Board A ct 1995,
the Board licences m edicines on their safety, quality and e f f i c a c y . I n determ ining safety
and efficacy o f a m edicinal product, risk benefit analysis is used. A particular fo n n o f risk
benefit analysis, developed by Tversky, is used w hich analyses risk /benefit choices and
gives them num erical values. There are basically three m ethods o f analysis:

1 Fonnal A nalysis

2 Com parative Analysis

3 Judgm ent

The fonnal analysis is conducted using cost benefit procedures. The regulator balances
the risks and benefits o f the drug. The regulators note and evaluate clinical trial evidence
submitted by the m anufacturer and by independent researchers. In 1985, the British
M edical

Research

Council discovered, when

conducting

a clinical

trial

on the

effectiveness o f antihypertensive drugs, that bendrofiuaziade (a diuretic) could cause the
condition o f erectile im potence in 1.7% o f m ale patients. The research also dem onstrated
that the drug in question could reduce the incidence o f stroke am ong participants by two
thirds. That reducfion was achieved by the low ering o f blood pressure by m eans o f
bendrofiuaziade. In licensing the drug the regulator balanced the considerable reduction in
incidence o f stroke against the m uch sm aller effect o f erectile impotence.
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See Z binden Professor, R isk P redicted fi-om A nim al Studies in M edicines and R isk/B enefit A nalysis D ecisions,
editors W alker S. and A ssher W A, (1987, M TP P ress Ltd.)
See D ollery P rofessor C T, T he R isk Identified from C linical T rials in M ed icin es and R isk /B en efit A nalysis
D ecisions, E ditors W alk er S. and A ssher W A, (1987, p .5,7 M TP Press Ltd).
19"^

■ See section 9 ( 1 ) Irish M edicines B oard A ct 1995.
See (1985) M edical R esearch C ouncil T rial o f the T reatm ent o f M ild H ypertension Principals R e su lts M edical

Research C ouncil W orking P aper 291, 97 - 97.
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Though a considerable amount o f statistical information is presented to the regulatory
authority, the majority o f risk benefit decisions are made on a judgmental basis.
The second method o f estimating the safety and efficacy o f a product is to compare
the product to be licensed with that o f a similar product already licensed. If the risk
/benefit ratio is similar, then the medicinal product will be l i c e n s e d . T h o u g h a
considerable amount of statistical infonnation is presented to the regulatory authority, the
majority o f risk benefit decisions are made on a judgmental b a s i s . S o m e regulators are
risk prone while others would be risk averse in relation to particular side-effects. This can
lead to different decisions on whether to licence the drug or not which results in drugs
being licensed when they should not be licensed. Regulators are, like everybody else,
fallible.
This can be seen in the licensing o f drugs that subsequently injured people who
consumed them. Celebrex and other Cox -2 inhibitors come readily to mind.
Notwithstanding these findings, the method o f risk/benefit analysis used by the regulator
should be the starting point o f any investigation into the defectiveness o f a medicinal
product by a court. In deciding the defectiveness o f a medicinal product if numerical
values can be assigned to the risks and benefits o f a product, a more objective assessment
o f defectiveness is achieved by regulators.
However, numerical values may not provide a full answer to any assessment o f the
risk benefits o f a product; they can only point to a solution. In the hands o f experts, risk
assessment o f a medicinal product can be relied upon over that o f a lay person. W ilson and
Crouch in their book Risk Benefit Analysis observe correctly that:

" ‘Real’ numerical values exist for a risk and its associated uncertainty, but all
that any analyst can describe is his estimate o f those values based upon his
perceptions. A fundamental assumption is then made by risk analysts that the
perception o f an expert and therefore the risk estimate based upon this
perception, is better than the perception o f a ‘common m an’ or lay person".
See Dollery C T, Professor The Risk Identified from Clinical Trials . C hapter in Risk/Benefit D ecisions, editors
W alker S and Assher (1988, A W p.60 -6 1 , MTP Press Ltd Lancaster).
Ibid., p. 141.

See W ilson and Crouch, Risk Benefits Analysis (2000, p. 100, Harvard Centre for Risk Analysis Harv'ard University
Press).
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If this statement has vahdity then, when assessing a medicinal product for design defects, a
court must take into account the risk/benefit assessment o f the regulatory authorities.
Some American academics believe that this must be the way forward because o f the
inability o f the court system to deal with the polycentric issues that surround the design o f
medicinal products'^^. They base their case on the expertise o f bodies such as the Food and
Drugs Administration, the European Medicines Agency and the Irish Medicines Board
whose expertise is considerably greater than the legal process generated in the courts.
Does this mean that by using risk benefit analysis in determining the safety o f a
drug by experts that the consumer expectation test o f safety has no part to play? Wilson
and Crouch warn against ignoring the risk estimates o f the layperson in any detemiination
o f the risk benefit analysis of the defectiveness o f a medicinal product. This can be seen in
the following statement:

" A risk manager ignores the perceptions and risk estimates o f the ‘common
man’ at his peril. If the public have an incorrect risk benefit ratio o f a drug
this can be corrected through the media".

Perceptions o f the public about the seriousness o f any side effect o f a drug should
contribute to the value judgments the regulator must take into account when licensing the
drug. In the Bendrofluaziade trial, it was found that the drug reduced high blood pressure
and caused a considerable reduction in the incidence o f stroke among the participants in
the trial but it also caused an increased mortality among women. The authors o f the trial
found that people were prepared to accept this increased overall mortality among women
and a fairly high incidence o f gout, diabetes, nausea and dizziness. To their surprise, the
authors o f the paper in the Medical Research Council found that the participants had put
more value on the reduction o f stroke rather than the hazards o f taking the drug.^®° Their
expectation of safety was based on a risk benefit ratio in favour of reducing their perceived
198

Henderson, Judicial Review o f Manufacturers C onscious Design Choices: the Limits on Adjudication (1973) 73

C olum bia Law R eview 1593.
'^ '> fb id

See M edico Research Council Trial o f the Treatment o f M ild Hypertension Principal R esults.(M edical Research
Council Working Paper 291, 97 - 97).
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notion o f the crippUng effect o f strokes against the lesser occurring hazard o f a increased
mortality for women and the side-effects experienced by the participants in general.
In conclusion this section has proposed that the risk benefit analysis used by
regulatory authorities is preferable to the intuitive approach o f the lay person. The
consumer expectation test is based on the safety a hypothetical consumer expects o f the
product. It has been argued that the ordinary lay consumer values might not be easily
accommodated within the narrow scientific test o f risk/benefit analysis.
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However,

because the test emphasises consumer values a court will have to consider them in the first
instance. If they do assist the court in the complex design problems o f medicinal products
then as the Californian Supreme Court recommended in the Barker case risk benefit
analysis should be utilised. Risk benefit analysis should reflect as much as possible the
consumer’s reasonable expectations o f the safety o f a medicinal product. In the Third
Restatement (Third) o f Torts the concept o f the consumer expectation test has been
abandoned and a new test has been developed for prescription drugs based on whether a
reasonable physician would prescribe a drug for any class o f his patients.
Has the Third Restatement (Third) of Torts for Prescription Drugs Relevance to
Europe?
In previous sections, the positions o f prescription drugs and Comment K. under the
Restatement (Second) o f Torts have been discussed. The American Law Institute,
reflecting the near unanimous criticism o f Comment K. as a chapter o f confiision, drafted a
new test for detemiining the defectiveness o f medicinal products based on the reasonable
physician.^®^ The Restatement (Second) was drafted before claims o f negligent design and
failure to warn had been developed by American judges. Some states, like California and
Utah, believe in a blanket immunity approach while other states notably New Jersey and
New York, believe in a case-by-case method o f detennining the defectiveness o f medicinal
products. This divergence o f judicial analysis o f defectiveness led the American Law
Institute to re-form and redraft the Restatement (Second) o f Torts as it pertained to

201

S ee Henderson and Twerski, Intuition and T echnology in Product D esign Litigation: an Essay on Approximate

Causation. 88 G eorgia L aw Jou rn al 659, 689.
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See Cupp R, Rethinking C onscious Design Liability for Prescription Drugs.
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prescription drugs which had been aptly described as "a useful but ageing item in need o f

repair".^®^
The Third Restatement, like its counterpart in Europe, makes a manufacturer
strictly liable for manufacturing defects. The Restatement sets forth a new standard for
judging the design defect liability o f prescription drugs. This standard, termed the net
benefit test states:

“A prescription drug or medical device is not reasonably safe due to
defective design if the foreseeable risks o f hann posed by the drug or
medical device are sufficiently great in relation to its foreseeable therapeutic
benefits that reasonable health care providers, knowing that such o f
foreseeable risks and therapeutic benefits, would not prescribe the drug or
medical device for any class o f patients”.

The rationale behind the change in detennining the defectiveness o f the design o f
medicinal products is to bring some coherence into judicial decision-making. In proposing
the reasonable physician standard, the reporters aimed to resolve the ambiguity and
divergence that had occurred in many American jurisdictions. This departure from the
traditional standards as articulated in the Second Restatement is seen as a recognition o f
the unique characteristics o f medicinal products vis-a-vis other consumer products. This
can be seen in the reporters statement from the Restatement o f the Third o f Torts that:

"Unlike most products which confer essentially the same benefits to all
users, prescription drugs and medical devices have the capacity to do great
harm or great good depending on the particular patient. Accordingly,
liability would catch only if the design cannot be justified to any class o f
patients".
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See Kaplan H, Sayer S and n io m a s S, Tliird Restatement: A new P rescription M akers o f D n ig s and M edico D evices:

Third R estatem ent o f Torts D raft ( 1994) 61 D efence C ounsel Journal 64
See § 6 ( c)
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The Reporters wanted to ensure that the imposition o f strict liabihty for prescription drugs
and medical devices would not deprive patients o f vital pharmaceutical products. ^®^The
proponents o f this test believe that "this standard best embraces public policy; it allows
prescription drugs to reach patients that the drugs would benefit without allowing them to
reach those that they would hann".
While the test as envisaged in the restatement has its proponents, it also has its
detractors. The test proposes the use o f the reasonable physician standard in deteraiining a
manufacturer's duty. The focus o f the test is on the hypothetical reasonable physician who
will now determine defectiveness on the basis o f whether the drug poses unreasonable
risks for his patients. The restatement abandons an overall analysis o f whether the drug’s
risks outweigh its benefits in relation to all patients in favour o f a test that focuses on a
narrow class o f patients.
This means that under the restatement a prescription medicine, that will cure one
class but which may also injure another class, is not defective because it has benefited one
particular class of patient. In defence o f this approach, the reporters state that the all
patient approach would deny a drug to a class o f person who would benefit from the use of
such a drug. ^°^The determining factor whether the subclass o f product users obtains
medicines is the prescribing physician. The test assumes that the physician has all the
necessary information to arrive at the correct conclusion. Teresa Moran Schwartz states:

"The problem o f this approach is that few physicians have independent
expertise about prescription products. Most health care providers rely on
manufacturers extensive advertising programs and sales representatives to
learn about product —sources that do not always convey a complete or even
accurate picture o f product risks. Another problem is that doctors do not
always stay up-to-date on available infonnation."

91 n

See Twerski A, From a Reporters Perspective: a Proposed Agenda. 10 Touro L aw R eview (1993) 5 ,9 -1 1 .
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1325.
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See Torborg D, Design D efect Liability and Prescription Drugs: Who's in Charge? Ohio S tate Jou rn al (19 9 8 ) vol.59

633, 647.
See Henderson and Twerski, Drug D esigns Are Different (2001) Yale L aw Journal vol. I W 83, 151, 168.
210

See Moran Schwartz, T The Impact o f the N ew Products Liability Restatement (1995) v o l.50 F o o d a n d D rug Law

Journal 399, 408.

214

If Teresa Moran Schwartz is correct, the test becomes a medical malpractice claim
determined according to medical custom instead o f an action against the manufacturer.
The Restatement counters this argument by requiring the manufacturer to adequately
inform the reasonable physician with such knowledge that he would be comfortable to
prescribe the product to any class o f patient. Teresa Moran Schwartz is correct when she
states: "The test is an artificial test that seems unnecessarily convoluted".
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There are

difficulties with the test, such as how the identity and size o f the subclass are to be
determined?
The test employs risk-benefit analysis, which finds that, a medicinal product is
defectively designed only if it provides no net benefit to any class o f patient that is when
reasonable, informed health care providers would not prescribe it to any class o f patient.
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In determining the defectiveness o f medicinal products, the test does not provide for a
comparison with an alternative drug.

In detennining the effectiveness o f an over-the-

counter medication, an overall risk/1?enefit analysis is undertaken and if necessary by
comparing it to an alternative safer designed drug. Cong proposes such an approach for
detennining the defectiveness o f prescription products and medical devices.

9 1

In reply, the

Reporters rightly point out that:
“Development by a manufacturer o f a safer alternative dmg does not, by
itself help anyone. For physicians to prescribe such a safer drug, it must
reach the market. To reach the market a prescription drug must be approved
by the FDA. Thus the question o f whether a new alternative drug should
have been developed by defendant must be recast as whether the proposed
alternative drug would have won FDA approval in time to help the
defendant. No court can answer that question without seeking, in some
manner, to replicate the FDA approval process.”

Another factor, which influenced the decision not to use the alternative safer design
method o f estimation, is stated in the follow'ing:
Ibid.. p. 409.
1

■> ?

See R estatem ent (T liird) o f T orts §4, 8 cm t 6.
See C ong G, Is T here a D esign D efect in Tlie R estatem ent (T liird) o f T orts: P roducts L iability? (2 0 0 0 ) 109 Yale Law

J o u rn a l 1087,
H enderson and T w erski, D rug D esigns are D ifferent (2001) Y ale Law Journal v o l.l 11 151, 164.
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"Replicating the FDA process is a task beyond the traditional judicial competence,” and
that the reporters have long believed that courts are not the place to determine drug design
as they lacked the necessary expertise to do so.^'^ There is much merit in this suggestion
but it is unlikely that courts in Europe would give up a right to adjudicate, how ever badly,
on design claims o f drugs.
A question was asked at the beginning o f the section o f the relevance o f this test to
Europe. The consumers o f Europe would find such a test too narrow and restrictive. They
would find support for their stance in the decision o f the Nebraskan Supreme Court in
Freeman v. Hoffman La Roche Inc?^^ In this case Hoffinan la Roche was sued because of
the alleged damage Accutane, an anti-acne product, had caused to the plaintiff Freeman.
The Supreme Court objected to the refonnulation o f the law without any backup of
precedent. They deemed the test for prescription drugs in the Third Restatement o f Torts to
be artificial and difficult to apply. The court also believed that the plaintiffs claim could
be defeated easily by producing expert witnesses to prove that the drug was not defective,
because it produced a net benefit for a single class o f patient.
The introduction o f strict liability to the Restatement (Second) on Torts is said to
have been one o f the factors that led to the increased liability for some drug manufacturers
in America. This caused a fear among the judiciary and academic commentators that too
much litigation would inhibit the development o f new and innovative medicinal products.
There was a perception that the pendulum had swung too far in favour o f the plaintiff. The
Restatement (Third) o f Torts reflected a pro defendant stance, which resulted in the
increased liability being placed on pharmaceutical manufacturers. As Europe has not
experienced the increased litigation that has happened in America it is unlikely that the
Commission would institute for prescripfion drugs the American solution found in the
Restatement (Third) O f Torts. However, unlike in Europe, the Restatement (Third) of
Torts does provide an avenue o f legal redress for post and marketing defects.
Post Marketing Defects and The Product Liability' Directive

Ibid.. p. 175
^ ' S l 8 N W 827, 840
Ibid.. 839-40.
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The serious side effects o f drugs sometimes do not appear until the drug has been
marketed for a considerable number o f years. Diethylstilbestrol, which caused cancer in
the daughters o f the mothers who took this drug during their pregnancy, did not manifest
itself for about 20 years. Under the Product Liability Directive, defectiveness based on the
consumer expectation test is judged on the day that the product is circulated for use. If the
pharmaceutical manufacturer is not liable for the defective condition when he supplied it,
the Liability for Defective Products Act 1991 imposes no post marketing obligations on
him. Prior to the passing o f the directive into law, arguments were made to place some
post marketing obligations on producers, but the European Commission rejected this.^'*
The reason given by the Commission was the need to plead the development risk
d e f e n c e . ^ U n d e r the licensing an'angement for medicinal products instituted by the
European Commission, products that are unsuitable for human use have to be recalled or
appropriate warnings have to be placed on them.
Post marketing defects can be a feature o f design defects in medicinal products and
the Directive does not provide the consumer with appropriate cover. With regard to post
marketing defects, Howies observes that:

"In this respect negligence law is more advanced and would require the
producer to take reasonable steps to avoid hann, which might include
attempting to notify users and possibly seeking to recall the products for
repair, exchange or refund".

Both the European and National Licensing Authorities can withdraw medicinal products
with post marketing defects from public use.^^' In respect o f medicinal product defects, the
failure to deal with this problem is a major defect in the Product Liability Directive.
CONCLUSIONS

18
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This chapter, which was divided into two sections, asked questions in relation to
determining the defectiveness o f medicinal products. In the first section an issue was
raised concerning the difficulties o f applying the consumer expectation test to products in
general and more specifically to prescription products. At the start o f this chapter, in a
more general way, the question was asked whether the consumer expectation test is an
objective standard by which a court and the manufacturer can measure the safety of a
product. The standard o f how much safety a consumer can expect from a product does not
provide a truly objective standard by which the defectiveness o f a product can be
measured. Because of the subjective nature o f the test, consumer expectations m ay not be
the best means o f judging a product. This chapter demonstrates that this is the case. In
simple cases, the judge who is the arbiter o f a consumer’s expectation o f safety would
have little difficulty in detemiining the defectiveness o f a medicinal product. While a
consumer expectation of safety should be determined by reference to "the public at large",
it is hard for the judiciary not to consider an intuitive approach. This can be seen in Mr
Justice Burton's decision that people are entitled to blood transfiasions fi*ee from infection.
While this may indeed be the correct decision, the judge was subjective b y playing
the role o f an American juror rather than acting as the infonned representative o f a
consumer. The consumer expectation test, which is vague and ambiguous, facilitates this
type o f outcome and thus can be utilised to explain any result that the court d e c i d e s . I n
more complex cases, Stoppa is con'ect in his opinion that when it is difficult to determine a
consumer's expectation o f safety by the consumer expectation test, the use o f the test is a
disguise "concealing each court’s own subjective assessment".
This subjectiveness can be seen in the paucity o f cases in the United Kingdom to
which the consumer expectation test has been applied. Here the courts have not
adjudicated the test entirely consistently.^^'' It is Mr Justice Burton's landmark judgm ent in
A

V.

The National Blood Authority, that has aroused most controversy because o f his

application o f the consumer expectation test. This particular case is unique, since it was
known that some bags o f blood were infected with Hepatitis C, but because o f the absence
o f an adequate test it was impossible to identify which were the contaminated bags. While

See Prosser and Keeton (1984, p.699).
See Stoppa A, Defectiveness in The Consumer Protection Act 1987 (1988) 12 Legal Studies 210, 217.
See Deards E and Twigg-Flesner C TTie Consumer Protection Act 1987: Proof At Last That It Is Protecting
Consumers? (2001) Nottingham Law Journal vol. 10 (2), 17.
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the case was taken under the Product Liability Directive, it could just as easily been taken
under negligence principles. The case highlighted failures by both the physicians to inform
the patient o f the possibility o f being infected by the virus and by the Blood Authority to
label the product with appropriate warnings.
Mr Justice Burton, in the blood defects case and the Court o f Appeal in Abouzaid
relied entirely on the consumer expectation test to determine defectiveness. The courts
invoked strict liability as provided for in the Directive rather than negligence. It has been
demonstrated that, in certain circumstances there is an overlap o f negligence and strict
liability. There is a need to consider the concept o f reasonableness, not only in relation to
the proper estimation o f a consumer’s expectation o f safety but also in relation to the use
o f risk/benefit analysis.
Mr Justice Burton rejected the argument o f the National Blood Authority in Britain
in the Blood Defects case that “all circumstances” could accommodate risk/ benefit
analysis. The judge contended that the Directive had eliminated proof o f fault or
negligence. Risk/I^enefit analysis is a creature o f negligence, but if it produces a more
objective standard o f detennination o f defectiveness o f medicinal products then, as
American jurisprudence has demonstrated, European courts should use it, particularly if
the focus is on the product itself and not on the manufacturer’s conduct. The preamble to
the directive makes liability without fault as the sole means o f detennining defectiveness
under the directive. Risk benefit analysis applied to the product itself and not to what the
manufacturer should have done to eliminate the defect would confomi to the directive’s
requirement that negligence should not be used.
In the second section o f the chapter it was argued that risk/benefit analysis was
superior in detennining the defectiveness o f medicinal products. The fact that the drug
regulatory bodies use this in the licensing process to determine the risks and benefits o f a
medicinal product lends support to the use o f this method as a means o f determining
defectiveness. The standard that emerges from such a process should be the benchmark by
which medicinal products are judged. The hard science on which a risk/benefit analysis is
based should be the method adopted for medicinal product defects rather than the more
psychologically based consumer expectation test.
It is significant that in the Restatement (Third) o f Torts the American Law Institute
has rejected the consumer expectation test as a means o f detennining defective medicinal
products favouring instead the reasonable physician test. Having examined this test, it was

21 9

decided that no European Court would entertain the prescribing physician determining
manufacturer’s obligations in the design o f drugs. Having rejected the net benefit test,
which would be performed by the health care provider, this thesis proposes risk/benefit
analysis focusing on the product itself and not on the manufacturer as a method o f
detennining defectiveness o f medicinal products under the consumer expectation test.
It will be extremely difficult to detennine the defectiveness o f medicinal products
without this form o f analysis. There are public policy considerations for not adopting too
strict an approach when applying the consumer expectation test. Too strict an application
o f the test could lead to many beneficial drugs being declared defective, resulting in these
drugs being withdrawn from the market.

It was demonstrated that both the consumer expectation test and risk benefit analysis could
be accommodated within each other. The public knows that not only their doctor, when he
treats them, but also the Irish Medicines Board which licenses phannaceutical products for
use judges medicines on a risk/benefit basis. In such circumstances, the consumer’s
expectation o f safety o f a medicine is reflected by the risk/benefit o f the product. Goldberg
makes a valid point, noting Mr Justice Burton's rejection o f a risk-benefit analysis in the
Blood Defects case:

"A rejection o f risk/utility analysis was an overtly intuitive response to the
problem. As an alternative, it has been suggested that or even an eclectic
approach combining expectation and risk — utility, is more appropriate
when the problems o f complex products are addressed, particularly
medicinal products,"

Because the consumer expectation test is vague, the European Court will have to work out
details on a case-by-case basis. It has been suggested that even sophisticated American
courts that have dealt with a steady caseload o f design defect cases have required 40 years
"to get it r i g h t " . F o r the European Union to leave it to the courts is to overlook the

S ee Goldberg R, Paying for Bad Blood: Strict Product Liability A fter Tlie Hepatitis C Litigation (2 0 0 2 ) 165, 199.
See Henderson J and Twerski A, What Europe, Japan and Other Countries Can Learn fi-oin the N e w American
Restatement o f Products Liability (1999) 34 Texas International L aw Journal 1,14.
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obvious gains that could be had from drawing on American experience.

22'7

The experience

that European courts can employ is the use o f risk benefit analytical technique in
determining defectiveness o f medicinal products. This will be superior to the utilisation of
the consumer expectation test in design cases, which relies on intuition for its
a p p l i c a t i o n . I f risk/benefit analysis cannot be accommodated within the consumer
expectation test for determining the defectiveness o f medicinal products, then serious
consideration should be given to the test’s replacement.
However, if the European Court were to overturn the restrictive approach taken to
risk/benefit analysis by the English courts and were to include it under "all circumstances",
then its replacement might not be necessary. One o f the factors on which the Product
Liability Directive is based is a fair apportionment o f risks between the consumer and the
manufacturer. The consumer expectation test may not reflect in certain circumstances,
particularly those o f complex design origin, this distribution o f risk because it is accepted
by most that the taking o f prescription drugs must involve some risk to the consumers.
Risk/benefit analysis reflects this allotment o f risk more accurately and ensures a more
objective detemiination o f the defectiveness o f medicinal products
Henderson and Twerski make a valid point when they assert that in adopting the
Restatement (Second) o f Torts as a means o f determining the defectiveness o f medicinal
products, and products in general, the European Union and other countries, such as Japan
and Australia, "have unfortunately adopted a page in American legal history that the New
Restatement has properly relegated to the waste basket.”

It is certainly regrettable that

the consumer expectation test was chosen as a means o f determining defectiveness o f a
medicinal product. However, the test in Europe is in its infancy and in the hands o f the
European Court might be used effectively. This chapter has demonstrated that in the case
o f medicinal product defects that the consumer expectation test has little validity without
the use o f risk-benefit analysis. The courts in Europe should follow their American
counterparts by recognising that this is an essential part o f detemiining any consumer
expectation o f safety, particularly in relation to medicinal products.
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See Reporters o f TTie Restatement (Third) o fT o rts Products Liability (1998) American Law institute.
C. Campbell i’. G eneral Motorist Corporation 649 P.2d 224 (Cal 1982).

2^9

See Henderson and Twersl<i, What Europe, Japan and Other Countries Can Learn from the New Restatement o f

Products Liability. (1999) 34 Texas International Law Journal 1, 20.
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Chapter 6
Development Risk Defence: A Necessary Evil?
The developm ent risk defence has been one o f the m ost controversial elem ents o f
the Product Liability D irective.' The controversy that surrounds the defence arises
from the inability o f society to foresee with certainty the long-term effects o f
technologically innovative products and a b elief that producers should not be
liable w here dangers were genuinely unforeseeable.

The developm ent risk

defence provides a defence for the m anufacturer w here it is shown that:

“The state o f scientific and technical know ledge at the tim e when
he put the product into circulation was not such as to enable the
existence o f the defect to be discovered.”^

The inclusion o f the defence resulted from intensive lobbying, particularly from
the pharm aceutical industry throughout the European Union. The pharm aceutical
industry was able to point with some justification, to the headlines generated in
A m erica to m ake the European politicians cognisant o f the effects o f strict
liability legislation. Consum ers groups believed that the introduction o f the
defence em asculated the concept o f strict liability. On the other hand, the
European pharm aceutical industry feared a reduction in product innovation and a
subsequent insurance crisis, sim ilar to that which had engulfed A m erica following
the introduction o f strict liability for defective products.
In the United States the inhibitory effect o f strict liability litigation on
research had been noted in certain therapeutic areas o f vaccine and contraceptive
product developm ent. '* A s is usual in the Europe Union, there was a com prom ise
betw een the conflicting interests o f the consum er and the pharm aceutical industry
or producer. Because the defence had been considered too generous to the
manufacturer.^ and to deflect considerable criticism about its retention, an
' See M iller and Goldberg, Product-Liability (second edition, 2004, p.489, Oxford University Press).
See Commission Green Paper: Liability fo r Defective Products, BrusselsCOM (1999) 396 final (28 July
1999), and para.3.2 pp 22-5.
See Liability for Defective Product Act 1991, section 6 (e), Directive 85/374/EEC, art.7(e)
* See The Economist 8th Oct. 1987 p5. and Script No 1367 (7 December 1981) p.6.
^ See Howells G, Strict Liability (Chap.4) Law o f Product Liability (2000, p.268. Butterworths),
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obligation was placed on the manufacturer to prove the defence. The defence was
retained in the directive, but it was left to the individual states whether to
implement it in their national legislation.^
In Britain, Mrs Thatcher's Conservative government, which had advocated
the retention o f the defence in Europe, included the defence in their Consumer
Protection Act o f 1987. This reflected a more widespread fear that without a
development risk defence the British pharmaceutical industry might be hampered
in the development o f new and innovative products. Aids had started to appear in
the United Kingdom and it was felt at that time that pharmaceutical companies
might not develop a vaccine to combat this disease due to fear o f litigation.
However, in Ireland, the Oireachtas reports on the Liability for Defective Products
Act 1991 do not give any indication o f the tension and conflict between consumer
and pharmaceutical interests as to whether the development risk defence should
be included in the Act.^ In the final event, Ireland followed Great Britain in
retaining the development risk defence because it "was anxious to encourage
pharmaceutical companies to retain and expand their connections in Ireland".*

Aims of the Chapter
It is intended to discover how the development risk defence affects medicinal
product litigation prospects not only for the plaintiff but also for the defendant
manufacturer.

The Law, the Treatment of Latent Defects under Negligence.

Before the introduction o f the development risk defence, the position pertaining
under the Sale o f Goods Act was that liability is strict for latent defects and
consequently the taking o f reasonable care will not afford protection to the seller.^
It is not a defence in the sale o f goods legislation for a retailer to show that

^ See Council Directive 85/374/EEC, art. 15 (l)(b).

^ See Dial Debates, vol.409 and Seanad vol. 13, (199).
* See Frost v. A ylesbuiy Dairy Co [1905] 1 K.B, 606.
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product sold by him is as safe as the state o f the art would allow.^ However, in
negligence a state o f the art defence exists.'*^
State-of-the-art is defined by two variables: first, the substance or "art"
which includes the practices o f a particular industry, available technology and the
knowledge and discoverability o f product related risks and secondly, the point in
time or " state " by which the art is m easured." The basis o f the state o f art
defence is to relieve the producer o f responsibility because he has exercised
reasonable care by adhering to industry wide practices.'^ Nevertheless, courts
impose strict conditions on any manufacturer that seeks to rely on the defence. For
non -research based industries, the dominant issue o f whether evidence o f the
state o f the art can be admitted is determined by reference to the practice o f an
industry or its members at the time of marketing. This is termed industry practice.
13

For research-based industries, the determining factor is whether, given the
existing state o f scientific and technical knowledge, the defect was not reasonably
discoverable.'"' This is particularly relevant in new pharmaceutical products where
scientific knowledge plays such a vital part in the development o f these products
and the discovery o f latent or hidden defects, whose discovery is uncertain by
nature.'^ Industries, which are engaged in high risk research, are required to
exercise "the very highest standard o f care in the law o f negligence".'^
The "highest standard o f care" was applied to pharmaceuticals in the Besi
case when O'Flaherty J. quoted Lord Macmillan in Donoghue v. Stevenson that:

9

See Davidson N , Liability for D efective Products, the State o f Art D efence, The Journal o f the L aw S ociety
o^S cotland (1981) 398.
State-of-the-art. refers to a defence in the context o f the tort o f negligence. U ndiscoverable defects are
associated with the D evelopm ent Risk Defence. In art.7 o f the directive the developm ent risk defence is
referred to as the state o f scientific and technical know ledge at the tim e the product was put into circulation.
In this thesis the state-of-the-art. defence and the state o f scientific and technical know ledge are tw o different
concepts.
See Terry N, State-Of-The-Art Evidence: From Logical Construct to Judicial Retrenchment, A ngloAm
erican L aw R eview (\ 1991) 285,’ 2 9 1.
12
See Cook, Jabberi and D oyle, Phamiaceuticals B iotechnology and the Law (1991, p.354, Stockton Press).
'■ See Terry N, State-Of-The-Art Evidence: From Logical Construct to Judicial Retrenchment, A ngloAm erican L aw R eview ( 1991) 285, 291.
See Clarke A, Product Liability (1989, p. 150, Sw eet and M axwell).
N ew dick C. Risk Uncertainty and "Knowledge" in the D evelopm ent Risk D efence, A nglo-A m erican L aw
y?ev/evv (1991) 309, 319.
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" A special instance o f negligence where the law exacts a degree of
diligence so stringent as to amount to practically a guarantee o f
safety".’’

This statement demonstrates that courts have always imposed a very high standard
on manufacturers o f products such as medicinal products under negligence
principles. A manufacturer must keep abreast o f current medical knowledge and
I Q

be aware o f leading developments in his field.

The research and design o f a

product must take into account potential and latent dangers that might affect the
consumer. Thus the manufacturer must think through the problems in order that
he may ascertain future dangers o f product.'^ The manufacturer must invest in
research and development in discovering the inherent dangers in the product.
Inherent in any research and development o f a new drug is the necessity
for a scientific knowledge databank to ascertain whether in the scientific literature
that a certain side effect may already be known. A manufacturer o f chemicals was
found liable because he failed to establish and maintain "a system under which the
investigation and research into established scientific literature took place in order
to discover, inter alia, what hazards were known before a new, or little-known
chemical was marketed." 21 What has been demonstrated is that courts, when
determining a standard o f care, impose a heavy burden to discover most defects.
In this context, Newdick is correct when he states that to claim ignorance
o f scientific and technical knowledge would be inexcusable.^^ Under both the
State o f the Art Defence and the Development Risk Defence, scientific and
technical knowledge is an essential component to discover the existence o f the
defect. The issue o f scientific and technical knowledge and its relevance to
product development was raised in the case brought by the European Commission
against the United Kingdom.

' ^ See B est v. W ellcom e Foundation L im ited [ 1993] 3 I. R, 421.
Ibid., and see Thomson v. Smith (Ship R epairers North Sh ields Ltd) [1984] 1 All E.R. 881.
S ee Independent B roadcastin g A uth ority V. B D H chem icals L td [\91\~\ I Q.B. 88,99.
N ew dick C, Risk Uncertainty and "Knowledge" in the D evelopm ent Risk D efence, A nglo-A m erican Law
R eview ( \ 9 9 l ) 309, 3 \ 9
V acw ellE n gin eerin g v. B D H C hem icals L td [ \9 1 \'\ 1 Q.B. 88, 99.
See N ew dick C, Risk Uncertainty and "Knowledge" in the D evelopm ent Risk D efen ce, A nglo-A m erican
L aw ^ evieu (19 9 1) 309, 319.
See E C C om m ission v. U nited K ingdom [1997] 3 C.M .L.R. 923.

225

The Development Risk Defence and the Consumer Protection Act 1987
Unlike Ireland, the United Kingdom did not transpose the words o f the Directive
relating to the development risk defence but chose to interpret the article in the
following manner.

"The state o f scientific and technical knowledge at the relevant
time was not such that a producer o f products o f the same
description as the product in question might be expected to discover
the defect if it had existed in his products while they were under his
control".

The United Kingdom government chose to implement the directive in this way for
they recognised the ambiguity o f the original text o f the development risk defence
and interpreted it to give as Stapleton says "a wide producer friendly
construction.”"

This interpretation o f the defence enraged UK consumer

lobbyists. These groups supported an application by the European Commission in
a submission to the European Court o f Justice for a declaration that the United
Kingdom had failed to fulfil its obligation to implement the directive correctly.
The European Court supported the opinion o f the Advocate General Tesauro, and
dismissed the Commission's case.
The decision was based on the argument that there was no substantial
difference between the wording o f the Consumer Protection Act 1987 and the
directive. The fact that no national court had decided or interpreted the defence
was a crucial factor in their dismissal o f the case. The Commission had produced
no evidence to suggest that English courts would interpret the relevant section o f
the Consumer Protection Act 1987 contrary to the wording and purpose o f the
Directive.

It is settled law by the European Court o f Justice that the scope o f

national laws, regulations or administrative provisions have to be assessed in the

C onsum er Protection Act 1987 sec 4( 1)(e).
Stapleton J. Products Liability in the United Kingdom: TTie Myths o f Refonn 1999 Texas International
Law Journal vol.45 45,57.
S e e £ C Commission v. United Kingdom [1997] 3 C.M.L.R. 923.
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light o f their interpretation by national courts.

77

This case is significant in the

interpretation of the development risk defence and is also important:

"Because it suggests how the defence should be interpreted by
other members states whose wording in the implementing
legislation was truer to the EC Directive."
In construing the defence, both Advocate General Tesauro and the Court
focused on the concept and the scope o f the state o f scientific and technological
knowledge.
What are the Legal Boundaries of Scientific and Technical Knowledge and
the Development Risk Defence?
In this section, the concept o f scientific and technical knowledge is explored to
discover what the legal boundaries o f the defence are. A producer will not be
liable if he proves the state o f scientific and technological knowledge was such
that the existence o f the defect could not have been discovered.

90

The

manufacturer who wishes to rely on this defence must be able to prove the
absence o f knowledge o f the d e f e c t . T h e development risk defence places the
burden o f proof on the defendant manufacturer. Then if a manufacturer is to use
the defence to escape liability, he must be able to show that these risks associated
with its development are risks that only came to be known after the product had
been marketed or circulated. It has been suggested that, at first glance, the
development risk defence offers an objective solution and is capable o f "a yes or
no answer."^' However, the scientific discovery o f latent effects cannot always be
answered in this way. The assessment o f scientific knowledge requires
interpretation. Advocate General Tesauro recognised that the development risk
defence could be interpreted differently, particularly in relation to scientific and
technical knowledge.

See Case C -382/92, The Com m ission v. U nited Kingdom [1994] E .C .R .-l 2435, para.36; Joined Cases C732/91, C -139/91 and C-139/91.
28
See H ow ells G and Mildred M, Is European Product Liability M ore Protective Than the Restatement
(Third) o f Torts: Products and Liability? Tennessee L aw R eview {\99K ) vo l.65, 985, 1001.
® See Shown v. USM C orporation 297 N. W .Iowa (1980).
See Liability for D efective Products A ct section 6(e), Product Liability Directive N o 85/80 74/EEC o f the
25th o f July 198 5 ,a rt.7 (e).
See H odges C, Developm ent Risks: Unanswered Questions (1998) M odern L aw R eview vol.61 p.560, 564.
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Both the Court and the Advocate General in the Commission v. the United
Kingdom attempted to lay down boundaries o f knowledge required by the
defence. It must be remembered that the guidelines set by the European court
were not established in an actual product liability case but in the vacuum of
infringement

proceedings

taken

by

the

Commission

against

a

national

government. For that reason, the interpretation from both the Court and the
Advocate General are based on hypothetical situations. This resulted in the Court
o f Justice not resolving the classic difficulty o f defining the "state o f scientific and
technical knowledge".

However, it elucidated the guidelines a manufacturer

must conform to if he wishes to prove that he did not have sufficient knowledge
o f the defect.
The Issue of Knowledge and the Development Risk Defence
In proving that he could not have known o f the defect, the manufacturer does not
have to establish a worldwide absence o f knowledge o f the defect. For:

"It would be impracticable to insist on proof that all the libraries o f
the world had been scoured and all the unpublished theses in the
universities, in every language had been read."

33

The Directive adopted by the Council implemented a system o f strict liability
"which was no longer absolute but lim ite d " .T h is limitation is correct because
the defence could never succeed if it placed an obligation on the producer to show
that no one in the world could have discovered the defect.
Another knowledge issue arose as to whether industry safety comparisons
could be used to demonstrate that the producer could not have ascertained the
latent defect o f a product. Here the focus is on the conduct o f the producer rather
than on the product and for that reason it would tend to limit the concept o f strict
liability. The European Court Commission v. The United Kingdom rejected

^2

S ee Mildred M, The D evelopm ent Risk D efence chapter in Product Liability in Comparative Perspective,
editor affair Fairgrieve D (2005, p. 184, Cambridge University Press).
See N ew dick C, The D evelopm ent Risk D efence (1 9 9 8 ) C am bridge L aw Journal 4 55, 459.
Tesauro AG in E C C om m ission v. U n ited K ingdom (re P ro d u ct L iability D irective) [1997] 3 C.M .L.R. 923,
932.
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industry custom as a means o f determining the development risk defence when it
stated;

“Article 7(e) is not specifically directed at the practices and safety
standards in use in the industrial sector in which the producer is
operating but unreservedly o f the state o f scientific and technical
knowledge".

By rejecting industrial sector analysis as a standard o f knowledge necessary for
the implementation o f the defence, the court decided that this standard o f
knowledge would not be sufficient in terms o f discoverability o f a defect to permit
the manufacturer to escape from blame. The implicit policy o f the court was to
promote the highest standards o f vigilance in relation to identifying and applying
scientific and technical information. However, it would be difficult for a court not
to have a guide to industrial practices. In America, it has been found that the
evidence o f industry custom is relevant to prove the state-of-the-art.^^ While
accepting that the court has to impose high standards o f scientific knowledge, in
the use o f the defence, it is hard to reject an interfirm comparison, especially if the
firm, with which the comparison is made, is a leader in research and development.
Such a comparison would indicate to the court whether a proper system o f testing,
information research and retrieval were present to discover a defect.
One can see why the court was not willing to accept a comparison between
two producers as sufficient, because this might include the lowest common
denominator. In non-pharmaceutical industries which are not research based,
industry custom might be sufficient but for the phannaceutical industry this would
not be adequate. The European court rejected interfirm comparison and industry
custom and practice as a means o f fiilfilling the requirements o f the defence. The
court stated that the Development Risk Defence:

" Is not specifically directed at the practices o f safety standards in
use in the industrial sector in which the producer is operating, but,
unreservedly, at the state o f scientific and technical knowledge.
Ibid., at 941.
Chown V. U SM C orporation 297 N .W . Iowa (1980).
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including the most advanced level o f such knowledge, at the time
■5

when the product was put into circulation."

It has been argued that such industrial safety standards are the result o f scientific
and technical investigations and if this were the case, to ignore these standards
would be unfair to the manufacturer. However, this has been recognised by
Advocate General Tesauro who formulated a more objective test to determine the
basis for the producer's capacity to discover the defect. This test was designed to
include:

" An objectively verifiable assessable parameter, which is in no
way influenced by the consideration o f the actual subjective
knowledge o f the producer or by his organisational and economic
requirements."

•70

In an interfirm comparison where the focus is on the most advanced level o f
scientific knowledge and not on the conduct o f the producer then such a process
might be accepted in the nondiscovery o f a defect. In this procedure there must be
some comparison between two producers in terms o f scientific and technical
knowledge. Goldberg rightly points that this objective test will have to be
assessed by a court subjectively:

"But even if one were to concede that the test was objective, there
seems to be a subjective element in the sense that judges are left to
decide in the circumstances o f a particular case whether a
reasonable producer might have been expected to discover the
defect".

Negligence principles are involved in deciding what a reasonable producer might
have expected to discover. The courts have developed an objective test o f
E C C om m ission v. U n ited K ingdom [1997] 3 C.M .L.R.. 923, 940.
Ibid., 933.
Goldberg, Causation and Risk in the Law o f Torts (1 9 9 9 , p.227 - 228, Hart Publishing Oxford - Portland,
Oregon).
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determining the standard o f foresight o f a reasonable producer/® Many
commentators, mostly British, have reasoned that the British interpretation is
c o rre c t/’ If this interpretation has validity, then a manufacturer can rely on safety
comparisons between firms, provided it is based on the most advanced scientific
and technical knowledge. Could this be an avenue o f avoiding liability for
member states that do not use the British interpretation o f the development risk
defence? Goldberg answers this question in the following statement:

"Nevertheless, it is submitted that that the words 'a producer o f
products o f the same description as a product in question' cloud the
definition with inherent complicafions. For example, does 'a
producer o f products o f the same description as the product in
question' refer to all producers o f drugs o f the same therapeutic
class (the author's submitted view) or does the definition embrace a
more comprehensive group o f drugs? Perhaps Courts will return to
the Directive, in accordance with secfion 1(1) o f the Act and to case
law for an answer to these problems."

This thesis demonstrates that medicinal product defect litigation is notoriously
complex. The addition o f the United Kingdom

method o f determining

discoverability to the standard method o f examining whether the technical and
scientific knowledge o f determining the defect could prove too onerous for courts
other than those o f the United Kingdom. The Court o f Justice did not resolve the
difficulty associated with defining the state o f scientific and technical knowledge.
This failure to define the state o f scientific and technical knowledge has been
crificised.
This has to be contrasted with the approach o f the United States Supreme
Court in Daubert v. Merrill Dow Pharmaceuticals Inc,^^ which set a restriction on
the concept o f the state o f scienfific knowledge by insisting that the evidence used

See Lord M acM illan in G lasgow Corporation v. M uir [1943] A.C. 448.
See Newdick C, The Development Risk Defence o f the C onsum er Protection Act 1987 (1988) Cambridge
Law Journal vol.47, 455. and G oldberg R, Causation and Risk in the Law o f Torts (1999, p.227, Hart
Publishing Oxford - Portland, Oregon)..
See Mildred M, The Development Risk Defence in Product Liability in Com parative Perspective, editor
Fairgrieve D (2005, p .l 84, Cambridge University Press).
509 US 579 (1993).
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by expert witnesses in their evaluation o f scientific controversies should have
undergone peer review. Advocate General Tesauro in his opinion attempted to
define the concept o f the state o f scientific knowledge.

"The state o f scientific knowledge cannot be identified with the
views expressed by the majority o f learned opinion but with the
most advanced level o f research which is being carried out at a
given time II . 44

The European Court endorsed the concept o f the most advanced level o f scientific
and technical knowledge without defining how advanced that knowledge should
be. Hodges makes a valid point that whereas the aim o f the defence is to ensure
that producers maintain high standards o f vigilance in relation to scientific and
technical knowledge in order that a defect may be discovered in the product;
however, if the standard o f knowledge is so high then it will not succeed in
practice.**^ The defence is concerned with the state o f knowledge and the
discoverability o f a defect when the product was circulated or marketed. These
issues are now examined.

Knowledge.

A manufacturer will not be excused if he has made or supplied a product, but did
not know it was defective. The courts have long established that liability will
follow under negligence principles if a person has both actual and constructive
knowledge o f a risk. Construcfive knowledge is knowledge that a person should
have had if he had exercised reasonable care. Under the development risk defence
a manufacturer is expected to have actual and constructive knowledge o f scientific
and technical knowledge.'^^ It has been suggested that to ensure that the
Development Risk Defence is stricter than the negligence based state o f art
defence, that the “state o f knowledge” should include constructive knowledge-

Ihid., para. 26.
See H odges C, Developm ent Risks: Unanswered Q uestions (1998) M odern L aw R eview vo l.61 5 60, 565.
See M iller and Goldberg, Product Liability (second edition, 2004, p.5 16, Oxford University Press).
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“what the producer ought to have known at the relevant time” . ''^Binchy refers to
the problem o f constructive knowledge in relation to time. ''^What happens if a
defect has appeared in a product some time after the date o f circulation? This is a
feature o f medicinal product defects. What criteria should a court adopt to judge
when a defect has "come into being".
In such circumstances, what Binchy argues is that the Aristotelian problem
o f “actualisation o f a potential” arises, which philosophers have attempted to
resolve since Aristotle. It could be argued, that a person injured by a medicinal
product after the date o f circulation, could say that the defect was there at that
date. A troublesome question then arises when has the defect "come into being"?"*^
In order to discover whether the defect had "come into being" at the date o f
circulation a court would have to investigate what, on hindsight, the manufacturer
ought to have done in relation to the discovery o f the defect. It will be interesting
to see how courts across Europe will resolve this practical and philosophical
problem in the fijture. If the courts extend the period o f "coming into being", this
will negate the deficiency already mentioned in chapter 7 on Negligence in
relation to post marketing defects.
It is necessary to determine what constitutes knowledge in the context o f
an adverse drug reaction. Goldberg and Davies in a Textbook o f Adverse and Drug
Reactions state that that are three stages in the definition o f an adverse drug
reaction.

"First, the alerting message; second, the validation that such a
suspicion truly associates a disease, syndrome, or symptom with a
particular drug; and third, some evidence which provides a measure
o f the incidence o f a particular adverse reactions so that a proper
judgment on the benefit /risk ratio may be taken".

At stage two, scientific and technical knowledge is a consideration for the
manufacturer, because the adverse effect can be established either at the clinical

See W hittaker S, The EEC Directive on Product Liability (1995) 5 Yearbook European Law 233, 257 - 8.
See Binchy W, TTie EEC Directive on Product Liability part II (1986) Gazette 73.
Ibid.
Goldberg A, Davies D M, Textbook o f Adverse Drug Reactions (1985, p.ix, Oxford U niversity Press).
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trial stage or at the post marketing stage, ^'in such circumstances in Ireland the
scientific knowledge may be restricted to the manufacturer and the Irish
Medicines Board. ^^The European Court o f Justice in The Commission v. United
Kingdom held that before scientific and technical knowledge becomes relevant for
the purpose o f the defence such " knowledge must be accessible at a time when
the product in question was put into circulation". If the information is accessible,
then the defence is ousted.
Accessibility of Knowledge
Miller and Goldberg have noted: "Inevitably, there would be difficulties in
establishing what accessibility entails.” ^''The European Court o f Justice has
recognised these difficulties and has accepted that the Directive "raises difficulties
o f interpretation" in relation to deciding the question o f accessibility. It was
accepted by the Advocate General that the differences exist in the accessibility o f
scientific and technical information. To demonstrate this difference, the Advocate
General put forward, as an example, the difference between a study o f a
researcher in a university in the United States, published in an international
English language medical journal, and similar research carried out by an academic
in Manchuria published in the local scientific journal in Chinese. The Advocate
General believed that it would be unrealisfic and unreasonable to expect the
producer to be fixed with the research knowledge published in the local Chinese
Journal. However, it is unlikely that significant medicinal product research,
wherever it is conducted, would not be published in widely available medical and
scienfific journals.
In pharmaceutical research most scientific and technical information is
accessible through the numerous data banks that exist throughout the world.
Though the internet might be seen to provide information that might alert the
manufacturer to an unforeseen side effect, it is the serious medical and scientific
journals that most researchers would use and refer to. An enormous increase in the
scope of knowledge will be required by the manufacturer if he is to successfully

See M iller and G oldberg P roduct L iability (second edition, 2004, p.518, O xford U niversity Press).
Ibid.
See Stapleton J, P roduct L iability in th e U nited K ingdom : TTie M yths o f R efom i 34 Texas In tern a tio n a l
L a w J o u rn a l ( \ W ') ) AS, 100.
Ibid.. at 519.
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plead the defence. The manufacturer does not have to exhaustively carry out
excessive testing or painstaking research into every piece o f scientific and medical
literature. Under the defence it would be impossible to identify every item o f
information that existed at the time o f circulation o f the product.
Though the Court placed no restriction on the state and degree o f scientific
knowledge, which was to be taken into account at the date o f circulation, the
Advocate General believed that there should be some restriction on the
discoverability and accessibility o f scientific and technical knowledge. ^^In this
realisation the Advocate General adopted a dyed in the wool reasonableness test
when he stated:

" . . . The state o f knowledge must be construed so as to include all
data in the information circuit o f the scientific community as a
whole, bearing in mind, however, on the basis o f a reasonableness
test the actual opportunities for the information to circulate. ... It
must therefore be proved, in order to exclude liability on the part o f
the producer, that it was impossible in the light o f the most
advanced scientific and technical knowledge objectively and
reasonably obtainable and available, to consider that the product
was defective.”

In introducing the test o f reasonableness, there is recognition by the Advocate
General o f the need to apply negligence principles in relation to the accessibility
o f knowledge. In negligence, scientific and technical knowledge is knowledge
which the defendant manufacturer had or should have reasonably had. In order to
satisfy the test o f reasonableness, the manufacturer will have to carry out
particular tests, consulted particular experts and read the relevant scientific
medical and technical literature, or have monitored more closely the use o f the
particular product or similar products. The reasonableness test does not require the
defendant manufacturer to have undertaken these tasks exhaustively; the required

See Mustill J. in Thompson v. Sm iths Ship repairers (North Shields) Z.r(/[1984] 1 All E.R. 881, 894.
^^[1997]3 C .M .L .R . 923,940.
See opinion o f Advocate General Tesauro, ibid., at 935.
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standard o f conduct is not absolute but is judged by reference to reasonable
conduct.
At first sight the question o f reasonableness does not arise under the
development risk defence. However, Mr Justice Burton in the blood defects case
was willing to countenance the use of negligence, fault and the conduct o f the
producer under the development risk defence.^^ The need for reasonableness in
relation to discoverability o f knowledge is necessary. In theory, the defendant
manufacturer would have to establish the full extent o f scientific and technical
knowledge, which was not available at that time to enable him to discover defect.
It would be an impossible task to be aware o f every item o f infonnation that
existed at that time o f circulation o f the product, including unpublished or obscure
information. Mr Justice Burton in the Blood Defects Case took a narrow view o f
accessibility when he deemed that an unpublished document and unpublished
research not available to the general public, but retained within the research
department o f another pharmaceutical company or enterprise, would not be
considered available to a manufacturer.

Mark Mildred wonders whether the list

is exhaustive when he states:

"Does it follow that anything recorded on a searchable database is
presumed to be within the producer's knowledge? Or only in the
same language as that spoken by the producer? Or only that
contained in the databases which a producer o f products o f that
type in question is in the habit o f searching? It is easy to see that
the constraint itself raises satellite questions o f degree and
interpretation”.

This uncertainty in relation to the accessibility o f knowledge has been recognised
by the European Court, which suggested it raised the difficulties o f interpretation

See M ildred M, Product Liability and Insurance (2000, p .78, LLP . London).
A V. The N ational Blood Authority [2001] 3 All E.R. 289 para.73. M r Justice Burton took a very limited
view o f the use o f the defence and paragraph 73 should be read in the context o f para.49 when he stated,
"A rticle 7 (e) is not concerned with the conduct or knowledge o f individual producers". The defence,
according to M r Justice Burton is an escape route for the producer "who has done all he could reasonably
expected to do (and m ore)" paragraph 64 o f the judgm ent.
See M ildred M, The Development Risk Defence chapter in Product Liability in Com parative Perspective,
editor Fairgrieve D (2005, p. 185, Cambridge University Press).
Ibid.

236

that national courts will have to resolve if litigation occurred.*^ A further
uncertainty lies with the definition o f “knowledge” itself When does knowledge
become knowledge so that the producer can act upon it?
What knowledge should a producer act on?
(a) When D oes a Researcher's Idea Become Knowledge?

Before developing a strategy o f determining what knowledge a producer should
act on, it is necessary to examine when a researcher’s idea becomes a scientific
and technical knowledge. Unlike legal knowledge, scientific and technical
knowledge is constantly evolving particularly in the field o f medicinal product
innovation. In the development o f a new medicinal product there may be different
strands o f thought about its mechanism o f action and possible side effects. In
these circumstances, the stage o f scientific knowledge may well consist o f varying
opinions both correct and incorrect. Within the scientific community there may
be a majority and a minority opinion in relation to the discovery o f certain side
effects. However, in the discovery o f a correct line o f inquiry the progress o f
scientific investigation is not linear. This has been recognised by the Advocate
General when he states:

"The progress o f scientific culture does not develop linearly insofar
as new studies and new discoveries may be initially be criticised
and regarded as unreliable by most o f the scientific community".

Scientific ideas, which were held dear by the scientific community, have in some
cases been disregarded. Revision o f a scientific opinion changes gradually “rather
than a single conversion, what occurs is an increasing shift o f professional
alliances”.

This theme is echoed by the Advocate General when he refers to

discoveries that at first seemed unreliable:

See EC Commission v. United Kingdom [1997] 3 C.M.L.R. 923, 941.
Ibid., ai 933.
^ See Khun T, The Structure o f Scientific Revolution (second Edition, 1970, p. 158 University o f Chicago
Press).
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"Yet after the passage o f time undergo a process o f ‘beatification ’
where they are virtually and unanimously endorsed".

Though accepting that scientific opinion does not stand still, the Advocate
General then states that it cannot be identified with the majority o f learned
opinion, "but with the most advanced level o f research which is being carried out
at a given time” .^^ It is difficult to reconcile the rejection o f the majority of
learned opinion. In most cases, for the most advanced level o f research to be valid
it has to be accepted by the majority o f researchers in the field. There is another
reason to query its rejection. The whole tenor o f the Advocate General’s
reasoning was that he acknowledged how a majority opinion is formed which
would indicate to the reader an acceptance o f the idea o f majority opinion as being
sufficient for the application o f the defence.
It can be said in defence o f the Advocate General’s interpretation under
negligence principles that the courts do not always accept a majority opinion. A
manufacturer cannot rely on majority scientific opinion to escape liability, if
within that opinion there was an inherent defect, which on reflection should have
been obvious to anyone giving the matter due consideration, though the principle
is derived from professional negligence litigation it would have application in
product liability litigation.^^. There is a significant difference between the
negligence approach and the Advocate General’s interpretation.
Under negligence principles, the majority opinion is accepted with the
caveat o f the discovery o f inherent flaws, while under the Advocate General's
approach, there is a total rejection of a majority opinion as a means o f detennining
unforeseen defects. It will make it very difficult for the manufacturer to use the
Development Risk Defence if he is unable to put forward a majority scienfific
opinion as part o f his argument. The trouble with the Advocate General's
argument is that he has separated the most advanced level o f research from the
majority opinion. For that level o f research to have validity in most cases, it would
require the acceptance of majority scientific opinion. If the Advocate General's
opinion is allowed to stand, it will be hard for the manufacturer to know when a

See E C Com m ission v. U n ited Kingdom [1997] 3 C.M.L.R. 923, 933.
“ Ib id . at 933.
See Dunne v. The N ation al M aternity H ospital [1989] l.R. 91 and R oche v. P eilo w [1985] I.R. 232
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researcher’s idea will become knowledge within the meaning o f the defence.
Particularly relevant will be the case o f a minority or isolated opinion that appears
at the date o f circulation o f the product. However, the Advocate General qualifies
the effect o f an isolated idea on researchers in the pharmaceutical industry.

"Where in the whole gamut o f scientific opinion at a particular time
there is also one isolated opinion (which, as the history o f science
shows, might become with the passage o f time opinio communuis^
as to the potentially defective and/or hazardous nature o f the
product, the manufacturer is no longer faced with unforeseeable
risk, since, as such, it is outside the scope o f the rules imposed by
the Directive."

The Advocate General does not make clear what he means by ‘isolated’
and because o f this uncertainty arises. If he means that one can disregard a
maverick opinion that would not find general acceptance among the
scientific community then this is correct.^^ If a manufacturer is just about
to market the product and there is a minority opinion among academics
that the incidence o f side-effects and their severity is much higher than that
which was originally thought should the manufacturer make public such
information? If the manufacturer decides to publish this minority opinion
in such circumstances Christopher Hodges raises the issue o f what should
the manufacturers should say in its product information.

Should he

speculate and include in the summary o f product characteristics the
potential side effect that has been warned o f by a minority o f scientists? If
the researcher has an eminent research record then, in such circumstances,
this should cause the manufacturer to exercise caution and not market the
product until the opinion has been examined thoroughly. Then if he
proceeds to market the drug without due regard to this research, such
information would be deemed to be accessible and as such would oust the
defence.
See E C C om m ission v. U n ited K ingdom [1997] 3 C.M .L.R. 923, 934.
C. Goldberg R, Causation and Risk in the Law o f Torts (1999, p.226, Hart Publishing O xford - Portland,
Oregon).
H odges C, D evelopm ent Risks: Unanswered Q uestions (1998) M odern L aw R eview vol. 61, 560, 568.
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There are alternative avenues for the producer or manufacturer when he is
presented with an isolated opinion about his product. He has three choices:

1 Feeling that this isolated opinion is based on a weak premise he
can decide to ignore this opinion and do nothing.
2 In response to the opinion he can do extensive testing along the
lines

o f maybe

groundbreaking

research

o f this

‘isolated’

researcher.
3 He can recognise that there may be some substance to this
minority opinion and attempt to obtain insurance to cover any
subsequent eventuality of injury at some considerable cost.

Indeed, the latter two o f these choices are outlined as possibilities in the opinion
o f Advocate General Tesauro. But he does not explore the first choice as a
potential protection for producers. His failure to elaborate on the extent to which
producers may disregard new scientific discoveries o f a maverick nature create
serious problems for producers in relation to the first option. But this may well be
attributable to the abstract and tangential nature o f the infringement proceedings,
which were effectively resolved in a vacuum, in so far as, no cases had, at that
point in time, been decided under the implementing legislation. However, this
isolated or maverick opinion may prove to be controversial in nature.
(b) When Does Knowledge Become Scientific and Technical Knowledge so that
the Producer Should Act on It? Two Examples.
One controversial contention is that the measles mumps and rubella vaccine
(MMR) may have a causal role in the development o f autistic symptoms. AJ
Wakefield stated that:

"We have identified a chronic enterocolitis in children that may be
related to the neuropsychiatric dysfunction".

See The Lancet (1998) vol. 151, 637 - 41.
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This finding was and is still hotly d is p u te d .R e c e n t research shows that it may be
incorrect. ’^In relation to whether such a finding would constitute knowledge
within the defence, Mark Mildred is correct when writing about W akefield’s
article:

"It is uncertain whether such a statement is sufficiently robust to
qualify as (the most advanced) knowledge."

In contrast the recent controversy involving the Cox 2 inhibitors might indeed
qualify as knowledge to oust the defence. Cox 2 inhibitors form part o f a group o f
drugs known as nonsteroidal anti-inflammatories which are used primarily in the
treatment o f osteoarthritis and rheumatoid arthritis. The older nonsteroidal anti
inflammatories were known as Cox 1 inhibitors and included such products as
naproxen. These products blocked the effect o f an enzyme cyclooxygenase (Cox),
which is associated with substances called prostaglandins. These agents are
responsible for causing the inflammatory conditions associated with osteo and
rheumatoid arthritis. The Cox 1 enzyme had other vital functions like protecting
the stomach lining. By inhibiting this enz>rne, Cox 1 inhibitors could lead to
gastric bleeding in some patients. However, another enzyme Cox 2 was
discovered which did not cause upper gastrointestinal bleeding. An extensive
research effort went into developing the Cox 2 drug, which did not cause stomach
ulcers but would relieve pain.
In 1999, rofecoxib was launched and marketed by Merck as Vioox. By
2003, 400,000 patients in the United Kingdom were prescribed Vioox and the
drug achieved annual worldwide sales o f $2.5 billion. On the 30th o f September
2004 Vioox was withdrawn fi'om sale throughout the world because of
cardiovascular concerns about the safety o f the product. Before its sudden
withdrawal, there had been disquiet about the cardiovascular safety o f Vioox,
72

See Mildred M, The Development Risk Defence in Product Liability in Com parative Perspective, editor
Fairgrieve D (2005, p. 185, Cam bridge University Press).
See W alker DR, Correspondence Autism, Inflamm atory Bowel Disease, and M M R V accine, The Lancet
(1998) vol.351, 1355 and Jefferson T, Price D and Demicheli V. Bianco E, Selective Quotations o f Evidence
in Vaccine Research The Lancet (2004) vol.363, 1738. Madsen K et al. Population Based Study o f Measles
Mumps and Rubella Vaccination and Autism, TTie N ew England Journal o f M edicine vol.347 (2002) 1477.
See M ildred M, The Development Risk Defence in Product Liability in Com parative Perspective, editor
Fairgrieve D (2005, p. 185, Cambridge U niversity Press).
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resulting from the Vigor Study, which had compared the gastrointestinal toxicity
o f rofecoxib (Vioox) and naproxen in patients with rheumatoid arthritis. It was
discovered that there was a significantly higher incidence o f myocardial infarction
in the Vioox group although overall mortality was similar in both groups.

In an

article in the Journal o f the American Medical Association a possible
physiological explanation for the adverse cardiovascular effect o f Cox two
inhibitors

was

suggested.

^^Professor

Garret

FitzGerald,

Professor

of

Pharmacology at the University of Pennsylvania's Medical School explains the
reason for the cardiovascular effect o f Cox 2 inhibitors.

"Coxibs (Cox 2) inhibit prostaglandin 12 formation and therefore
would be expected to elevate blood pressure, accelerate plaque
formation and predispose patients to an exaggerated thrombiotic
response".

77

As Dr Muiris Houston has stated in the Irish Times on January the 17th 2006 that
in approving the drug "the different clotting effects o f the Cox 1 and Cox 2
enzymes appear to have being forgotten about. Cox 2 inhibits the formation o f
blood clots. Therefore if you use a drug that blocks Cox 2, the overall effect is to
promote thrombosis in blood vessels”.
It could be argued by the claimants that Merck had constructive scientific
knowledge about the clotting effects o f Cox 2 inhibitors. While this is compelling
evidence, the fact that when the Federal Drug Administration approved the drug, a
clinical trial conducted by Merck showed that there was a risk o f cardiovascular
effects. This bolsters the case o f the people who were injured by the drug.
Professor Sing who had worked, as a consultant to Merck, in his testimony to the
US House o f Congress believed that a larger and more detailed study should have
been done before the drug was approved by the FDA. There have also been
allegations that the company withheld vital information concerning damaging data

See Bom bardier C, Laine L and Reicin A. et al for the Vigor Study Group. Comparison o f Upper
Gastrointestinal Toxicity o f Rofecoxib and Naproxen In Patients with Rheumatoid Arthritis. New England
Journal o f M edicine 2000; 343; 1520-28
M ukheijee D, Nissen S and Topol EJ, Risk o f C ardiovascular Events Associated with Selective Cox 2
Inhibitors, Journal o f the American M edical Association (2001); 286:1415-16.
See Irish Times Tuesday January the 17th 2006.
Ibid.
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from a clinical trial of the drug. This was published in an article in the New
England Journal Of Medicine six years ago. These allegations have led the United
Kingdom House of Commons Parliamentary Committee on Health Matters in
their recent report on the Pharmaceutical Industry to note:

"We know that the manufacturers of Vioox and Celebrex did not
act in good faith in that they failed to supply all the data in their
possession to the regulator at the time of licence application. This
may also have been the case in the United Kingdom. Whether the
MRHRH

(Medicines

and

Healthcare

Products

Regulatory

Authority) effectively evaluated the benefit: risk profile of these
drugs is unclear, as we cannot be certain that all studies were
provided during the licence application"

If the manufacturers of these products chose to avail of the Development Risk
Defence, they would struggle to convince a court that was no scientific and
technical evidence available to enable them to discover the defect. Unlike in the
MMR case there appears to be more certainty that the science was of the most
advanced kind and was significantly robust to enable the defect to be discovered
prior to circulation. As will be demonstrated in chapter 8 on Causation, the
necessity of proving the link between their illness and Vioox, which causation
demands, may result in some plaintiffs failing to get redress. In the Vioox case the
researcher’s idea that the products ingredient rofecoxib could interfere with the
clotting process could be seen as knowledge within the Development Risk
Defence. However, it can be difficult for the manufacturer to recognise different
scientific facts and to combine them into recognised scientific and technical
knowledge. This raises issues of uncertainty not only for the manufacturer who
wishes to rely on the defence but also for the consumer who wishes to oust the
defence.
This uncertainty arises in determining whether the researcher’s idea must
be complete before it is capable of comprising knowledge. See IBID. If the
elements of knowledge, which were known at an earlier date, can be combined
79

S ee the United Kingdom House O f Com m ons Parliamentary Health C om m ittee On the Pharmaceutical
Industry (2004 para.347).
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together to constitute knowledge, this may prove sufficient to defeat the defence.
TheEureopean court o f justice did not adopt such a process deciding only that the
knowledge must be o f an advanced kind. However, there are some commentators
who believe that the practice o f combining different strands o f knowledge should
be accepted by a court as evidence o f the existence o f a defect.
Mildred and Howells believe "that the purpose o f the Directive is best
achieved by allowing the existence o f component parts which could be assembled
into knowledge o f the defect to defeat the defence." However, there has to the
weight given to these different pieces o f information. The piecing together o f
infonnation about a product, which may be outside the mainstream o f accepted
knowledge, would have to produce knowledge that is serious and weighty, and
capable o f posing a threat to the defence. This is especially the case where there
are creative steps in applying different strands o f information which enables the
defect to be discovered.
(c) Creativity And D iscovery

Scientific creativity involves the application o f judgment, reason and selectivity,
^'it has been stated before that the state o f scientific and technical knowledge
must not only include present knowledge but also constructive knowledge. For
that reason, Stapleton correctly observes that:

"The state o f scientific and technical knowledge must include
creative leaps of application and methodology."

Q'y

Under negligence principles, creative thinking is required and designers are
required to think through the problems presented to them. If they fail to do so,
O -J

they are liable for any foreseeable injuries that occur.

However, it is sometimes

difficult to recognise the significance o f knowledge and to apply the knowledge in

go

See M ildred M and H ow ells G, Com m ent on ‘Developm ent Risks: Unanswered Q uestions’ (1998) M odern
L aw R eview vol.61 570, 572.
81
See Stapleton J, Product Liability R efonn — Real or Illusory (1986) 6 O xford Journal o f L egal Science
392.
See Stapleton J, Products Liability in the United Kingdom: the M yths o f Refonn (1999) 34 Texas
In tern ation al L aw Journal 45, 59,
83
See Independent B roadcastin g A uth ority v. EM I E lectronics L td a n d B IC C C onstruction L td [1980] 14
B.L.R.L (HL). D esigners o f a novel TV tower failed to take into account that in cold weather ice could
accum ulate on the tower causing its collapse.
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such a way that the defect is discovered. In hindsight, there is a theoretical
possibility that some person could have discovered the defect and therefore the
manufacturer is not able to rely on the defence. Hodges makes a valid point when
he states:

"This approach must be wrong. Facts and data may be known about
a product but that may not mean that there may be sufficient
understanding at an appropriate time about their significance as to
enable the defect to be discovered. Reassessment o f the same facts
at a later time whether by the same or a different brain or process,
may lead to a different conclusion being ‘discovered’ from that,
which is justified earlier. The benefit o f hindsight cannot be
overlooked".

Most defects in drugs are discoverable eventually, but only by extraordinary
means.

oc

If a drug is tested extensively, most defects will eventually appear.

There are social and economic aspects to such a process. It is possible that an
injured person could suggest that the incidence o f a very serious side-effect could
have been established if the drug had being tested on 10,000 baboons.*^ However,
animal rights activists, and society in general would not tolerate this type o f
testing regime. There are also economic consequences to a very extensive testing
program for the cost o f drugs could rise significantly and the cost o f new products
would become too expensive for the majority o f the population. Dodds-Smith and
Spencer have argued that there is a strong case for suggesting that discoverability
should incorporate consideration for economic feasibility.*^ The United Kingdom
Government stated in a minute to the Council o f Ministers that it interpreted the
defence as incorporating some consideration o f what is reasonable to expect a
QD

manufacturer to discover.

In contrast, the French Government minuted the

Council o f Ministers to the effect that economics have no relevance to the

See Hodges C, Development Risks: Unanswered Questions ( 1998) M odern Law Review vol.61, 560, 567.
See Stapleton J, Product Liability (1994, p.239, Butterworths).
See Powers M and H arris N, Clinical Negligence (2000, p.860, Butterworths).
See Dodds-Smith I and Spencer M, Product Liability for Medicinal Products in M. Powers and N Harris
editors ,Medical Negligence (third edition, 2000, para.25.74, Butterworths).
See M iller and Goldberg, Product-Liability (second edition, 2004, p.507, Oxford University Press).
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scientific issue o f whether a defect is discoverable.

pq

Advocate General Tesauro

agreed with the French position in his judgment in EC Commission v. the United
Kingdom by stating that in his opinion:

"The practicality and expensive measures suitable for eliminating
the defect from the product are outside the scope o f article 7(e)."

Miller and Goldberg are correct when they state that:

"The Advocate General's view is, it might be argued, unrealistic
given the inevitable bearing o f economics on the design and
manufacture and marketing of products".

It can be argued that it is unreasonable to expect a manufacturer o f phannaceutical
products to expend enomious sums o f money over an extended period so that all
possible defects can be discovered prior to marketing. This would be additional to
the regulatory authority requirements prior to licensing. The result o f an extended
period o f discovery would mean that the marketing o f useful and necessary
medicinal products would be delayed, perhaps indefinitely. In such circumstances,
many patients would be denied drugs, which could benefit them in the treatment
o f their diseases. The manufacturer would not be able to fund the enormous
research costs out o f postponed sales revenue.

92

Therefore, on economic and social grounds, the burden o f discovery
placed on the manufacturer cannot be anything else but that o f reasonable
discoverability. The ruling by the European Court that the knowledge involved in
the discovery o f the defect must be “accessible” indicates that even under the
Directive only reasonable discovery is the issue.^^ The argument that the
knowledge requirements for discovery should be reasonable is reinforced by
Stapleton's contention that if creativity is accepted, a series o f questions are
introduced for consideration. Such value questions are necessary to determine

See E C C om m ission v. U nited K ingdom [1997] 3 C.M .L.R. 923, 933.
See M iller M and Goldberg R, Product-Liability (2004, p.507, O xford University Press).
See H odges C, The Consumer Protection Act 1987 What D efences Are Available? in Product Liability and
Insurance, editor M ildred M (2000, p.79, LLP Books, London and H ong Kong).
See Hodges C, Product Liability in Principles o f M edical Law (second edition, 2004 p. 1021, Butterworths).
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whether these leaps o f curiosity form scientific and technical knowledge. ^'^Once
the absolute stance in relation to discoverability is rejected, the inevitable
consequence is that liability should exist only in respect o f defects discoverable by
reasonable means. This implies a negligence based approach and as Stapleton
argues;

"There

is

no

logical

halfway

house

between

absolute

undiscoverableness which renders the defence nugatory and
discoverability through reasonable means which mimics the
negligence standard".

If as Stapleton suggests the development risk defence entails a negligence based
approach which limits the effect o f strict liability, a question must be considered
whether the defence should be included in the strict liability system.
Should the So-Called “Developm ent Risk Liability” be Included in the Strict
Liability System or Not?

Professor Hans Claudius Taschner, one o f the pioneers in the implementation o f
the product-liability directive, has addressed the issue whether the development
risk defence should be included in a strict liability system. He states :

"Dogmatically there are no reasonable and genuine elements for
excluding it".

In this section it is intended to explore and examine whether Taschner's claim that
there are no reasonable grounds for excluding the development risk defence from
the strict liability system is correct. There are two conflicting arguments about the
retention o f the defence. First, it is claimed that it is necessary so that innovative
products such as pharmaceuticals can be developed without the burden of
See Stapleton J. Product-Liability (1994, pp.239-242, Butterworths).
See Stapleton J, Products Liability R efonn-R eally or Illusory? (1986) O xford Journal o f L egal Studies
vol.6, 3 9 2 ,4 1 7 .
Ib id . at 420.
See Taschner HC, Product-Liability: Basic Problems in Comparative Law Perspective in Product-Liability
in Comparative Perspective, editor Fairgreive D (2005, p. 164, Cambridge University Press).
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increased litigation. Second, it is m aintained from a consum erist view point that its
inclusion em asculates the very concept o f strict liability by introducing fault into
the strict liability regim e and thus reduces the chances o f an injured consum er
obtaining com pensation.
Professor Taschner has com m ented that there w ere no doctrinal reasons
for not including the defence and he further suggested that its inclusion was a
political decision.

The decision resulted from the lobbying o f national

governm ents by the pharm aceutical industry am ong others. There w ere two
argum ents put forward by industry throughout Europe. One was that if the
defence

w ere

not

available,

a country’s com petitive

position

w ould

be

jeopardised. The industry argued that w ithout the developm ent risk defence:

"Innovation would inevitably be inhibited in this and other high
risk and high-technology industries''.^^

From a m oral point o f view it was contended,

"It will be w rong in principle for m anufacturers to be held liable for
defects w hich they could not reasonably have discovered".

It is unlikely that a different stance w ould have been taken by the Irish equivalent
o f the ABPI, the Federation o f Irish Chem ical Industries, because at that time
m ost o f the Irish pham iaceutical industry w ould have been o f British origin.
Industry in Europe would have noted the effect o f strict liability on the
pharm aceutical industry in the United States. W hile som e o f the inform ation
produced by the industry would by its very nature be “spin” the effect on
innovation o f pham iaceuticals products has been recognised by the courts in
America.
The New Jersey Supreme Court noted that the use o f strict liability would
restrict the developm ent o f drugs that are vital to health. ‘‘^'This point was

^ d .
99

See Im plementation o f EC Directive On Product-Liability: An Explanatory and Consultative, The
Association O f the British Pharmaceutical Industry (1986) 2.
Ibid. See chapter 3 on The Morality o f the Imposition o f Liability Resulting fi'om the Use o f Medicinal
Products with Particular Reference to Negligence and Strict Liability Regimes.

248

emphasised by the Supreme Court o f Cahfomia in the Brown case which
concluded that the imposition o f the harsher test o f strict liabihty would not
further the public interest in the development and availability o f these important
products.
The Californian Supreme Court also noted that the high cost both o f
insurance and o f product-liability litigation had led to the withdrawal o f many
drugs such as Bendictin, the only anti-nauseant drug available for pregnant
women at that time.
The fact that some pharmaceutical manufacturers were not able to obtain
insurance in America caused concern among manufacturers in Europe. The huge
awards given in American courts in product-liability cases also caused concern in
the European insurance industry. Development risks are hard to quantify and for
this reason pharmaceutical manufacturers can find difficulty in obtaining
insurance. This situation occurred in the United States where the Advocate
General noted:

“In this connection, it is worth pointing out that in the United States
that the case law showed a propensity for absolute liability on the
part o f the producer, especially in the pharmaceutical sector.
However, ‘the indiscriminate expansion o f substantive tort liability’
resulting Irom this case law, as a result o f which there was held to
be liability in every case whatever the cost and the state o f art
defence was rejected, brought about a crisis in the insurance
market, which was so serious that some economic activities could
no longer obtain insurance cover"

The pharmaceutical industry in the United Kingdom received a clear message
that:

See Feldman v. Lederle 479 A 2d 374 (NJ 1984).
See Brown v. The Superior Court (Abbott Laboratories) 751 P 2d 470 (1988).
Ibid.
See E C Commission v. United Kingdom [1997] 3 C.M.L.R. 923, 932 n 9. and See Priest G, The Current
Insurance Crisis and M odem Tort Law (1987) 96 Yale Law Journal 1589.
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"If the defence were not incorporated into UK national law,
pharmaceutical product liability insurance would become not just
even more expensive than it already was, but virtually unavailable
at any price".

Whether this American experience has relevance to Europe has been doubted.
Howells and Mildred instance the low level o f compensation in the Member
States, the absence o f jury trials, the general non-availability o f punitive damages
in court cases, and the "loser pays all" rule as good reasons for believing that a
similar explosion on product-liability cases will not occur.

While this may be

true it does not seem to have impressed the insurance industry. It is salutary to
note that in the Green paper on the Liability for Defective Products published by
the Commission in Brussels, the deputy secretary-general o f the European
Insurance Committee stated:

"The resulting conclusion is that the insurability o f the development
risk poses a serious problem, and if the European lawmakers in
their desire to harmonise civil liability for products, stopped it from
being a reason for exemption in the ftiture, it is certain that there
would be an immediate upheaval in relations between producers
and their insurers".

To abolish the defence would
would

be a political decision and most MemberStates

not agree to leave the pharmaceutical industry without some form o f

defence. This might stop insurers insuring defects which were foreseeable, a point
recognised by the Advocate General when he stated:

" The producer has still to bear the foreseeable risks, against which
he can protect him self by taking either preventive measures, by

See Willingham D, "How Phannaceutical Finns Are C oping with the Difficulties o f Obtaining Insurance
Cover". Fulbright Colloquium on Product-Liability, Insurance and the Phannaceutical Industry: An Anglo
American Comparison, (September 18 - 1 9 1989, p. 17, University o f Keele).
See Howells G and Mildred M, Is a European Product Liability M ore Protective Than the Restatement
l ^ i r d ) o f Torts; Product-Liability ( 1998) Tennessee Law Review 985
See Legrand B, L ’impact de la Directive sur I'industries des assurances; a Directive 85/374/EEC relative
la Responsilite du fait des produits;dix ans apres Louvain -L a Neuve 1996.
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stepping up experimentation and research investment or measures
to cover him self by taking out civil liability insurance against any
damage caused by defects in the product".

The consequence for the consumer is that he must bear the outcome for defects in
products which could not be discovered at the date o f circulation. However, the
insurance industry claim is that, if there is no Development Risk Defence,
innovative products may be difficult to insure. The principal justification for the
defence is that these risks are difficult to insure against and without adequate
insurance protection, product innovation

for high-risk

products

such as

pharmaceuticals could be stifled. “^^While

the defence can be justified for

manufacturers, consumers believe it should be abolished.
The Consumer and the Development Risk Defence
Consumers throughout Europe will probably agree with the following
comments from the British commentator on consumer affairs Harriet Hall
and solicitor for the UK's National Consumer Council:

"The argument advanced by business and by the government for
the inclusion o f the defence in the

Act was that, without the

defence, companies would be unable to insure the launch and
market usage o f new products. The theory o f insurance is to assess
the risk and then to set a premium. From the consumer viewpoint, if
a new product could not be insured at all (or only at an
exceptionally high premium) because independent experts from the
insurance word had assessed the risks as too great, those risks
should also have meant that the product was not safe for an
unsuspecting public. Put simply, if the risk is too great for an
underwriter's money, it is also too great for me or my child's life".
1 10

° See E C C om m ission v. U nited K ingdom [ 1997] 3 C.M .L.R. 923, 934.
See Nolan D, Product-Liability chapter in The Law o f Tort, editor Grubb A. (2004, p.834, Lexus Nexus),
See Hall H, A Consumer's Perspective on the U K ’S Liability Regim e in Product-Liability and Insurance,
editor Mildred M (2000, p.469, LLP Books London and Hong Kong).
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There is considerable validity in the argum ent put forward by H arriet Hall, but she
also m akes another criticism o f the insurance problem caused by the introduction
o f strict liability when she puts forward the argum ent that pharm aceutical
com panies have w orldw ide insurance. She states:

"The fact that m any com panies in (the pharm aceutical) industry
would

have w orldw ide insurance policies

(and

so

covering

jurisdictions w here strict liability existed) did not w eaken their
insistence on being protected from claim s by UK custom ers who
had been injured by their defective products. The rest o f British
industry was happy to be able to invoke the defence, how ever
inappropriate, it would be to the m anufacture o f products". ' ' '

M ost pharm aceutical

com panies would

have had

insurance prior to

the

introduction o f strict liability under the Product-Liability D irective for under
negligence principles they w ould have been liable for all foreseeable defects. As
seen previously in the chapter, under negligence principles this liability would
have been considerable. W hen strict liability becam e a reality, the com panies
w ere facing an additional insurance prem ium . The insurance industry, through
their w orldw ide contacts, had already seen the effect o f product-liability litigation
on the cost o f insurance in America. A nother factor for insurance com panies to
consider was how to quantify the level o f risk pertaining to the developm ent o f
new innovative pharm aceutical products under strict liability. Though in this case
the insurer would have m ore experience in insuring for defects under negligence
liability this would assist the insurer in setting a standard for strict liability.
Nevertheless, when a pharm aceutical com pany’s product is subject to
w idespread litigation the com pany’s profits m ay fall dram atically som etim es
leading to bankruptcy. A lready M erck has put aside $650 m illion to fight the
thousands o f lawsuits for the alleged injuries from the use o f its product V ioox in
the USA.
However, the small to m edium innovative pharm aceutical m anufacturer
are not able to set aside such huge sums as M erck have done; their profits would

'

Ibid.
See Irish Times, Tuesday 17th 2006.
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not sustain such expenditure. For innovative biotechnological manufacturers
insurance may be the only avenue available for defects, which have not been
discovered at the date o f circulation. If the standard o f the defence, in relation to
issues such as testing and monitoring in use o f the drug, is raised to a level, which
would negate the defence, then insurance may be impossible to obtain for
innovative products. Hodges is correct when he suggests that the defence must be
interpreted as including a requirement for reasonableness in relation to both the
state o f knowledge and to discoverability.
This concept o f reasonableness requires an apportionment o f the risk
involved in the use o f the product. No medicinal product is without some risk o f
use. This apportionment of risk has been recognised by the Directive.
The consumer the apportionment of risk: A correct balance?
The seventh recital to the preamble to the Product-Liability Directive states:

A fair apportionment o f risk between the injured person and the
producer implies that the producer should be able to free him self
from liability if he fiimishes proof as to the existence o f certain
exonerating circumstances".""*

This shows that the intention o f Community legislation is to afford the producer
really effective defences. "^The apportionment o f risk limits the system o f strict
liability; this can be seen in the statement o f Advocate General Tesauro:

"The directive as adopted by the Council opted for a system o f
strict liability which was no longer absolute but limited in
deference to the principle o f fair apportionment o f risk between the
injured person and the producer". '

'

See Hodges, Development Risks: Unanswered Questions (1998) M odern Law Review vol.61, 560, 569.
See Directive 85/774 o f the 25 July 1985, arts 6 and 7.
See Advocate General Tesauro in E C Commission v. United Kingdom [1997] 3 C.M.L.R. 923, 928.
Ib id . at 932.
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The consequences o f such an apportionment is that the risks from the use o f the
product do not lie totally with the producer. The financial risks o f damage rest
proportionately with the consumer, the producer and in some cases with the
National Health and Social Security Budgets. What then should the correct
apportionment o f risk be?
Pure strict liability would mean that all risks would fall on the producer for
failure to detect hazards o f use whether they were discoverable or not. The case o f
Beshada is an example o f this type o f court action where asbestos manufacturers
were found liable for risks whether they were discoverable or not.

117

In Feldman,

a pharmaceutical defects case, the New Jersey Supreme Court reversed the
Beshada case and the manufacturer was deemed not to be liable for unknown or
unknowable defects in a failure to warn case. However, in relation to the
apportionment o f risk, the pro manufacturer stance was balanced by a reversal o f
the burden o f proof to the producer. "*This is the apportionment o f risk that the
Product-Liability Directive has adopted. In the case o f medicinal products, is this
the correct allotment o f risk?
It is necessary to look at American product-liability experience to ascertain
whether this approach has validity. A number o f factors, particularly in the
development o f medicinal products come to the fore. The effect o f strict liability
on innovation due to increased litigation costs and awards, and the high cost or
lack o f insurance have been documented. '
In essence, what the American experience has demonstrated is that an
allotment o f risk to the consumer has been made to support the public good in the
development o f new and beneficial drugs. The majority o f drugs carry with them
some risk o f use, and for that reason the consumer must carry a proportion o f that
risk. Chris Newdick believes that people should accept reasonable side effects o f
treatment from medicinal products. In proposing a proportional approach he
states:

"Again, in recognition o f the fact that all drugs carry a risk of
unforeseeable side effects, a scheme o f strict liability might exclude

'
'

See Beshada v. Johnsmandeville Products Corporation 447 A 2d 539 (NJ 1982).
See Feldman v. Lederle Laboratories 460 A 2d 203 (1983).
See Brown v. The Superior Court (Abbott Laboratories) 751 P 2d 470 (1988).
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those injuries which given the nature or extent o f the illness under
treatment, ought reasonably to be accepted by the patient. But if,
with hindsight, a reasonable person would regard the damage o f
which the drug was responsible as out o f proportion to that illness,
compensation should not be denied".

1 00

In the treatment o f serious illness such as cancer, patients would have to accept
serious side-effects under Newdick's proportional approach. Thus the loss o f hair
under a regime o f chemotherapy would not be out o f proportion to the benefits
that treatment with such medicinal products might bring to the consumer. In the
case o f medicinal products defects, which would be unseen at the date o f
circulation the public good requires a proper balance in risk taking between the
consumer and the manufacturer. If this balance was not there and people were not
willing to accept a certain level o f risk, then pharmaceutical manufacturers would
be subject to increased litigation leading to reduced production o f new and
innovative products. If an apportionment o f risk can be accepted, should the
Development Risk Defence be abolished?
Should the Development Risk of Defence Be Abolished?
Since the introduction o f the Development Risk Defence, there has been a
constant tension between the consumer groups who wish the defence removed and
the industry, particularly the phannaceutical industry that wishes to retain it.'^'
Many commentators believe that the defence is not required and that its presence
complicates the liability regime.

122

Geraint Howells is o f the opinion that the

defence should be amalgamated with the general test for defectiveness when he
states:

" In a consumer expectation framework as developed in the EC it
ought not be necessary to deal with the issue separately, for the
issues o f what standards the product should be judged by and the
S ee N ew dick C, Strict Liability for D efective Drugs in the Phannaceutical Industry, L aw Q u arterly
R eview vol. 101, 405, 420.
121
Hall H A, Consumer's Perspective on the UK's Liability R egim e chapter in Product-Liability and
Insurance, editor Mildred M (2000, p.474, LLP Books, London and Hong Kong).
See H ow ells G and Mildred M, Is European Product-Liability M ore Protective TTian the Restatement
(Third) o f Torts: Product-liability? Tennessee L aw R eview vol.65, 985, 1029.
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risks o f the injured party has a right to be protected from should be
capable o f assessment within the general test. Indeed possibly a
general test taking all the circumstances into account could get a
better result than a specific test accompanied by a development risk
defence which provides a defence whether it applies regardless o f
circumstances."

1') ^

Could one test be capable of determining the defectiveness o f a product and at the
same time potentially allow a manufacturer to escape liability, on the basis that he
was unable to discover a defect at the time o f circulation o f the product? Howells
proposes that in determining the defectiveness o f a product one o f the factors to be
taken into account is whether the defect could have been discovered before it was
circulated? This thesis accepts that the consumer expectation test for medicinal
product defects is best expressed by risk benefit analysis, because the consumer’s
expectation o f the safety o f a medicinal product is satisfied when the benefits
outweigh the risks. In this process both the benefits and the risks are examined
while under the development risk defence only the risks or defects are examined.
Both the consumer expectation test and the development risk defence are difficult
to apply and to combine both would increase the complexity o f achieving a
correct result.
One o f the reasons given for the introduction o f strict liability over negligence in
product-liability cases was that suits would be simplified and cheaper and the use
o f the combination o f both the development risk defence and consumer
expectation test would not fiarther this aim.

Another reason for not abolishing

the Development Risk Defence and incorporating it into the consumer expectation
test is that the plaintiff would be obliged to prove the scientific absence o f a
defect, unlike under the defence where the burden o f proof rests on the defendant
manufacturer. Whereas the consumer might wish that the defence would be
abolished this is not likely to happen.
The architect o f the directive. Professor Taschner, believes that any
attempt to abolish this exclusion o f liability is hopeless:
See H ow ells G, T he L aw o f P roduct-L iability (2000, p.35, B utterw orths).
F erguson P, D rug Injuries and the Pursuit o f C om p en satio n (1 9 % , p .l0 8 , Sw eet and M axw ell).
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"Even if the Commission were to dare to submit a proposal in this
respect the necessary Council majority would not be obtainable".
125

Professor Stapleton, echoes these thoughts, but believes that there would be very
few product cases which would turn on the defence. She deems it an important
defence for specific industries such as the pharmaceutical industry and because it
has symbolic importance for such industries it does not stand much o f a chance o f
abolition in the foreseeable political c l i m a t e . A commitment was given in the
Directive that a review by the Commission would be conducted every 5 years to
ascertain the effect o f its application not only on the consumer but also on the
manufacturer and as a result there have been a series o f reports on different
aspects o f its relevance.

Commission Reports

Every five years the Commission must present a report to the Council o f Ministers
on the application o f the Directive accompanied by any appropriate proposals.
In 1995, the Commission had a further obligation to report to the Council of
Ministers on the effect o f any rulings on the application o f the development risk
defence and the effect o f the derogation by member states o f the Development
Risk Defence, see article 15 o f the Directive. This report would decide whether
the Council should repeal the defence. The report recommended that no change
should be made in the position o f the development risk defence.
Following the European Court o f Justice’s decision in the EC Commission
V.

United Kingdom case, the European Commission published a Green Paper,

which re-opened the case for possible abolition o f the defence. Having consulted
with interested parties such as consumer groups and different industries the
125

See Taschner HC, Product-Liability: Basic Problems in a Comparative Law Perspective in ProductLiability in Comparative Perspective, editor Fairgreive D (2005, p. 165, Cambridge University Press).
See Stapleton J, Product-Liability in the United Kingdom: The Myths o f Reform (1999) vol.34 Texas
International Law Journal 45, 69.
See art.21 Product-Liability Directive No. 85/374/EEC o f 25 July 1985.
Ibid.
Com (1995) 617 o f 13.12.95.
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responses to the Green paper did not disclose any major problems with the
application o f the d i r e c t i v e . . I n relation to the Development Risk Defence the
answers from the interested parties were along “party lines” . Consumers
complained that producers were allowed to take the benefits o f trade without the
burdens; manufacturers put forward the innovation argument and the difficulty o f
obtaining insurance premiums for development risks.

131

The response o f the European Commission was to set up an expert group
to examine two aspects o f the report. The goals were to assess the economic
impact o f a strengthening o f the directive by removing the development risk
defence, and to analyse and compare the practical effects o f the different legal
systems m place in the Member States for the litigation o f product liability
c l a i m s . T h e first part o f the report is still in progress.'^^ The second part o f the
report was delivered to the Commission in 2003.'^“* It acknowledged that the
development risk defence could be a source o f disharmony among member states
but concluded that it was read so narrowly as to afford producers little defence.
From the consumer’s viewpoint, the reports taken together provide little comfort
in that the defence remains in place. However, the latter report’s assertion that the
courts have interpreted the development risk defence narrowly does provide some
hope for the consumer. Whether the courts have interpreted the defence in a wide
or narrow manner is now considered.
W ide or Narrow Interpretation

The authors o f the second part o f the report stated that the development risk
defence provided minimal protection for the manufacturer because the defence
was read so narrowly. It has been suggested that the authors based their deducfion
on the fact that there appeared to have been only one successful defence compared
to six unsuccessful ufilisations of the defence.

Com (2000) 893 final 31.1.2001
'^'See Report from the C om m ission on the A p p lication o f the D irectiv e 8 5 /3 7 4 on L iab ility for
D efectiv e Products, at 17.
Ibid.. at 29, 30-31.
See M ildred M , T he D evelopm ent R isk D efence in P roduct-L iability in C o m p ara tiv e P erspective, editor
F airgreive D, (2005, p. 190, C am bridge U niversity Press).
See P roduct-L iability in the European U nion M A R K T /2001/11/D .
Ibid.. at 49-50.
M ildred M quoting a personal com m unication from R od Freem an o f L ovells, the m ajo r a u th o r o f the
report in T he D evelopm ent Risk D efence in P roduct-L iability in C om p arativ e P erspective, ed ito r Fairgreive
D, (2005, p. 190, C am bridge U niversity Press).
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British courts have taken a narrow interpretation o f the defence and this
can be seen in Mr Justice Burton’s assertion, in the blood defects case, that once
the defect is known then the defence could not be used even though the means o f
discovering the defect was not known.

His position in relation to the use o f the

defence, when the defect is known but the means o f discovery is not, can be
contrasted with that taken by the High Court o f Australia in the Berkeley oyster
case. In this instance, consumers became sick when they ate oysters contaminated
with Hepatitis A though the owners o f the oyster beds knew that there was a
possibility that the oysters were infected. The owners claimed that they did not
have the scientific and technical knowledge to discover this fact. On a similar
wording to that contained in the directive the Federal Court o f Australia allowed
the Australian version to be used with the result that the owners o f the oyster beds
escaped liability.'^* The contrary approach was justified and distinguished by Mr
Justice Burton on the weak grounds that under the Australian statute the only
method of discovery "in the individual product could only be done by physical
verification o f each and every oyster"
Mr Justice Burton in his judgment quoted the relevant section o f the Trade
Practices Act 1974 (section 75 AK (l)(c)) that reads as follows:

“In a liability action, it is a defence if it is established that; (a) the
defect in the action goods that is alleged to have caused the loss did
not exist at the time of supply; or — (c) the state o f scientific or
technical knowledge at the time when they were supplied by their
actual manufacturer was not such as to enable that defect to be
discovered.” '"*^

Mr Justice Burton had to distinguish the Australian oyster case because if he
failed to do so the defendants could rightly point to this case in support o f their
argument that the National Blood Authority did not have the scientific and
technical knowledge to discover Hepatitis C in their blood products. The German

A V. National Blood Authority [2 0 0 1] 3 All E.R. 289.
Graham Berkeley Oysters Pty. Ltd v. Ryan FCA 307 (Australian Federal Court). (2000) 177 A.L.R. 18.
Seey4 V. N ational Blood Authority [2001] 3 ALL E.R. 289, para.53.
M r Justice Burton stated that the wording o f the section, quoted above, which is to the same effect as
article 7 (e), is slightly different.
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Supreme Court has refused to allow the defence to be used in manufacturing
defects. In the German water bottle case where a mineral water bottle exploded
causing injury the manufacturer was not allowed to plead that the defect was not
discoverable using science and technology.'**' Though this may not be the correct
interpretation o f the defence, it does demonstrate a very narrow interpretation.
In the Abouzaid case, the Court o f Appeal did not even entertain scientific
and technical knowledge as to the propensity o f an elastic strap in a baby product
to recoil and injure somebody's eye.'"*^ In the Masters Court in an Irish case Pierce
V.

Aghadoe Developments and Ballygowan Ltd (glass) the Master refused a

disclosure order for the discovery o f research, safety and quality control
documents on the basis that the development risk defence was unlikely to be
established given the state o f knowledge.

Mr Pierce then instituted proceedings

in negligence against both his employer and the supplier/producer o f the water.
He based his case on the fact that glass bottles, which are hazardous by nature,
should not have been used as containers for carbonated water. To prove his case
the plaintiff sought discovery o f a number o f documents relating to research,
quality control and prior accidents relating to such containers. In refusing the
plaintiffs request the Master stated:

"It is now essential, if the plaintiff seeks discovery, that the court be
satisfied

that

the

plaintiff cannot

prove

its

case

without

documentary evidence o f this fact. If the fact itself is merely
subsidiary, and incapable o f itself o f constituting the principle fact
in which liability might be decided whether or not the plaintiff can
prove the fact ceases to be a basis for ordering discovery, because
the fact is not material."

This approach by the Master has been trenchantly criticised by William
Abrahamson

Germ an Bottle C ase (9 o f May 1995) NJW 1995, 2162 Bundesgerichtshof.
A bou zaid v. M othercare (U K ) Ltd [2000] All E.R, 2436.
See unreportcd decision o f the Master o f the High Court, 29 January 2002. The plaintiff suffered
aserious
eye injury from a glass splinter when a bottle o f carbonated water, which he was just about to insert in a
dispenser, fell and shattered on a tiled floor.
W illiam Abrahamson, "Discovery in the Masters Court" B ar R eview , D ecem ber 2002, 360, 362.
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"Not only does the M aster’s decision significantly narrow the scope
o f discovery available to a party but it also appears to import an
element o f pre-judgment o f the issues in the proceedings."

Recently, the Austrian Supreme Court refused to allow a Coffee maker to plead
the defence even though 60,000 identical machines had been sold before the
accident took place.

So throughout Europe the defence appears to be narrowly

focused in favour o f the claimant.
However, if the defence is to have any validity, it is necessary that the bar
of discovery be not raised so the defence becomes ineffective. Though this would
normally affect the manufacturer, as was seen in Pierce v. Aghadoe and
Ballygowan Ltd., the consumer can equally be disadvantaged. One o f the bases o f
the directive is the apportionment o f risk. This will be affected if too narrow an
interpretation o f events is taken. It has been suggested that the introduction o f
reasonableness in relation to accessibility o f knowledge by the Advocate General
in EC

V.

United Kingdom has gone a long way to suggest that the defence should

be given a wider interpretation.

If that proves to be the case, then the consumer

will be liable for some risks particularly when at the date o f circulation o f the
medicinal product the scientific and technical knowledge was not available for the
defect be discovered. In such circumstances the injured consumer might go
uncompensated.
Compensation Plans for the Injured from Undiscovered Defects: a Possible
Solution?
A scheme for a no-fault compensation must be considered for medicinal product
defects, which have no known cause. Compensation plans are justified when:

"Tort law fails to cope adequately with the class o f accidents in
question” .
The M aster’s decision was appealed successfully to the High Court and the documents will be available at
the trial o f the action.
10 Ob98/O2p, 22 October 2002.
M ildred M, TTie Development Risk Defence in Product-Liability in Com parative Perspective, editor,
Fairgreive D (2005, p. 186, Cambridge University Press).
'*** Fleming J, Drug Injury Compensation Plans, American Journal o f Comparative Law, vol.30, 297, 306.
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However, compensation plans for victims o f pharmaceutical products are only the
latest arrivals along a well-beaten t r a c k . T h i s can be seen in Ireland, particularly
in relation to the pertussis vaccine and the Hepatitis C victims.
These schemes are government funded and it is unlikely that the public
would agree to fund such schemes for pharmaceutical defect injuries. There would
be a belief that the pharmaceutical industry, because o f their profitability, should
be capable o f finding compensation fiinds for the injured.
For that reason schemes such as the Swedish pharmaceutical no-fault
compensation scheme and the German compensation scheme, which resulted fi’om
the thalidomide disaster, could provide an answer. The basic principle o f the
Swedish scheme is that it is based on causation rather than fault or defectiveness
in a medicinal product. As has been stated in chapter 8 on Causation, the problem
o f proving causation remains a huge hurdle for the plaintiff attempting to obtain
compensation for medicinal product defects. The essence o f the scheme is
whether it is reasonable for the injured person to be paid compensation.

The

patient will not be compensated if in all such circumstances it would be
reasonable for the patient to accept certain side-effects. Under the Gennan system,
the risk o f the phannaceutical manufacturer is underwritten by the German
Pharmapool scheme which is a cooperative association o f 120 insurance
companies whose business is the reinsurance o f pharmaceutical product liability
business in the German market.
Conclusions

At the beginning o f this Chapter the quesfion was raised as to what extent the
Development Risk Defence affects the prospects o f the consumer and the
manufacturer in medicinal product litigation. There are a number o f themes that

150

See H ow ells G, D rug L iability in W est G e n n an y and Sw eden chapter in P roduct-L iability, Insurance A nd
th e Pharm aceutical Industry, an A nglo-A m erican C om parison (1991, p. 190, 191, M anchester U niversity
Press).
I<1
See Burstall M L, 1992 and the P hannaceutical Industry p .61, T he I. E.A. H ealth and W elfare U nit 1990.
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emerge from the Chapter. The defence still remains a controversial inclusion in
the directive. Consumer groups and many academics call for its exclusion.
The defence was largely adopted with the aims o f encouraging the
innovation o f new medicinal products, keeping down insurance costs and
preserving the pharmaceutical industry. '^^The defence has not been pleaded
sufficiently in European courts to discover whether it has affected the
pharmaceutical industry in a manner that has occurred in America. If the
consumers o f Europe become as litigious as their counterparts in America, then a
judgment concerning the effects o f the defence on pharmaceutical product
innovation and insurance could be made.
Howells is correct when he suggests that English courts have not
interpreted the defence generously in favour o f the producer.

This can be seen

particularly in the judgment of Mr Justice Burton in the blood defect case when he
stated that once the risk is known then the development risk defence does not
apply. In deciding the defence in such a restrictive manner he may have erred in
not realising that it could be argued that the wording o f the defence could have
assisted the National Blood Authority. The judge rejected their arguments that
there might have been no scientific knowledge or methodology to enable them to
discover which bag of blood had the offending Hepatitis C. infection. The
restricfive position in relation to the use o f the defence taken by Mr Justice Burton
has been criticised as being unfair to the defendants.

While, the interpretation o f the defence taken by English courts is favourable to
the claimant, certain issues have not been resolved. Uncertainty now prevails not
only for the manufacturer but also for the injured party. The European Court, in its
judgment of Commission v. United Kingdom, though helpful, has not resolved a
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See Howies G and Mildred M, Is European Product-Liability More Protective Than the Restatement
(Tliird) o f Torts: Product Liability? 65 (1998) Tennessee Law Review 985 - 1030. See Hall H, A Consumer's
Perspective on the U K ’S Liability Regime in Product-Liability and Insurance, editor M ildred M (2000, p.469,
LLP Books London and Hong Kong).
See Clerk and Lindsell on Torts - A Tittenbom general editor. Anthony M. Dugdale (2000, p.555. Sweet
and Maxwell Ltd).
See Howells G, Defect in English Law — Lessons For the Hannonisation o f European Product Liability In
Product-Liability in Comparative Perspective, editor Fairgreive D, (2005, p. 150, Cambridge University
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number o f questions, which are particularly relevant to the understanding, and
application o f the defence. This may be due to the fact that the case before the
court involved a hypothetical situation and not a real live case. The court though
basing the knowledge

obligation

on the

objective advanced

knowledge

requirement was stating the obvious for products like pharmaceuticals. One can
hardly base scientific and technical knowledge in relation to the discovery of
defects in medicinal products on any other requirement than that o f the most
advanced.
Advocate General Tesauro and the Court can be criticised for their
rejection o f an interfirm comparison as a means o f establishing a knowledge
standard, especially if the comparison is with the leader in the research and
development o f new medicinal products. The rejection by the Advocate General
o f the majority scientific principle approach has flaws. This refusal could make it
very difficult for the manufacturer to ascertain whether to launch a medicinal
product if he was not able to rely on such an opinion. An isolated opinion from a
respected source could upset the acceptance o f the opinion o f the majority; but it
can be difficult to detennine when a researcher’s idea becomes knowledge. As
was demonstrated, the MMR case and the Vioox case, give an indication to courts
o f the requirements necessary for knowledge to become ‘robust’ enough to be
considered scienfific and technical knowledge.
This thesis accepts the proposition that constructive knowledge is part o f
the knowledge component o f the development risk defence. The date at which this
knowledge is detennined is the date o f circulafion and it has been argued that
some defects o f medicinal products that may have been present at the time o f
circulation should have been discovered prior to the date o f circulation. This
would extend the exclusion o f the defence beyond the date o f circulation. Such an
extension would enhance the chances for recovery for an injured plaintiff in
medicinal product defect lifigation.
Consumers have advocated the abolition o f the defence. Coupled with this
is the idea advocated principally by Howells and Mildred that the definifion o f
defectiveness, the consumer expectation test, could accommodate the essence o f
the development risk defence. It was seen in chapter 5 on Strict Liability II that
the consumer expectation test was difficult to apply to medicinal product defects
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and because o f this the consumer expectation test should be applied through
risk/benefit analysis. If the consumer expectation test and the development risk
defence are combined into one test, this will make the determination o f product
defectiveness more complex. One o f the reasons for the introduction o f strict
liability was to simplify litigation procedures and the combination o f both the test
and the defence would not achieve this objective.
In relation to the innovation and the insurability o f medicinal products, it
is difficult to answer whether the defence has affected these two factors.
Certainly, the American experience would indicate that caution should be
exercised. However, it has to be said that in relation to insurance, what is involved
is the extra burden o f the imposition o f strict liability. Pharmaceutical
manufacturers would already have had insurance to deal with claims under other
forms o f liability. There is much validity in Harriet Hall’s contention that if a drug
cannot be insured due to perceived risk factors then it is hardly safe for human
consumption. Most defects are discoverable but at what price? Insurance can be
obtained for most products but again at a price that might make the drug too
expensive not only for consumers but also more importantly for National Health
Budgets. This leaves the defence in place for the future in Europe.
Professor Taschner correctly states that that the continued use o f the
defence is political and for that reason it is hopeless to ask for its removal. For the
foreseeable future, the defence will remain, leaving the consumer to bear the
burden o f unforeseeable side-effects o f drugs. It has been recognised by the
directive that a fair apportionment o f risk between the manufacturer and the
consumer should occur. Most people accept that medicinal products carry risks
and that consumers will have to accept some risks o f treatment. The question is
how serious should those risks be? If those risks are o f material importance to the
consumer, then the defence will apply leaving the claimant without legal redress
under the directive. If the pharmaceutical industry wishes to retain the defence,
claimants who have been injured from the unseen defects o f medicinal products
should have some form o f compensation. The compensation schemes o f Sweden
and Germany should be examined to ascertain their applicability to assist these
consumers.
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The Report o f the Com m ission has tended to dow ngrade the defence and
suggests that it will only be successfully applied in a small num ber o f product
liability cases. This begs the question that if it is retained, it cannot be applied so
rigidly that a m anufacturer is unable to utilise the defence.
One o f the them es that run through this thesis is the influence o f
negligence on the determ ination o f strict liability under the directive. N egligence
is required w here it is ju st to use its principles to achieve a fair result. This can be
seen in relation to the accessibility o f know ledge within the developm ent risk
defence where it is necessary to take into account a reasonableness factor in
determ ining w hether the know ledge was available to the m anufacturer to enable
him to discover that defect. For innovative industries, such as the pharm aceutical
industry some elem ent o f reasonableness is necessary for the public good.
Christopher Hodges correctly observes:

"The argument for allowing some element o f reasonableness in
interpreting this defence in practice m ay well be seen to be
preferable if innovative industries are to be encouraged to research
and m arket their own products and insurance prem ium s to be kept
at reasonable levels".

However, in any apportionm ent o f risk between the m anufacturer and the
consumer, com pensation should be available to the consum er and the defence
should only be invoked as a necessary evil for unforeseen side-effects o f
medicinal products. The inaccessibility o f the scientific evidence about the
product renders the consequent “evil” unforeseeable.

See H odges C, T he C onsum er Protection A ct 1987 in Product L iability Law and Insurance, ed ito r M ildred
M (2000, p. 80, LLP B ooks L ondon and H ong Kong).
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Chapter 7
Does Negligence Have a Future for Medicinal Product Defect Litigation?
Prior to the introduction o f strict liability by the Product Liability D irective EC 85/374 the
liability o f a m anufacturer or supplier o f m edicinal products to the consum er was based on
the principles o f com m on law. If there was no contractual relationship between the
m anufacturer and his consum er, liability was based on the tort o f negligence.' Until the
1990s with the introduction into Ireland o f the Liability for Defective Products Act 1991
(im plem enting the EC Product Liability D irective 85/374), tort law was the main m eans o f
obtaining legal redress for defective medicinal products.
Ireland’s leading Product Liability case, Best

The Wellcome Foundation, was

successftjlly fought on negligence principles because the m anufacturer released an
excessively potent vaccine which the Suprem e Court found injured Mrs B est’s son. Mrs
Best had not purchased the vaccine; the Southern Health Board had supplied it, and due to
the constraints o f doctrinal privity she was not have been able to rely on The Sale o f
Goods Act. H owever, under negligence principles, as developed through D onoghue v.
Stevenson,^ the law enabled her as the ultim ate consum er, to sue the manufacturer.
Though the Directive had been was in force in the United Kingdom for 19 years
and for 15 years in Ireland, little application o f the Directive had occurred in product
liability cases. However, this has changed particularly with A. v^. The N ational Blood
Authority case,^ w hich rigidly applied strict liability for defective blood transfusions, and
also with A bouzaid v. M othercare UK,^ w here an action against the m anufacturer o f fleece
lined Cosytoes product (the buckling elastic strap snapped back injuring an eye) failed
under negligence principles but succeeded under strict liability. If this indicates a trend in
product liability cases, the future Mrs Bests will not seek recourse in negligence as a
means o f obtaining legal redress for injuries, which has resulted from a defective

' See O 'G rady J, D odds Sm ith I, W alsh N S pencer M. M edicines M edical D evices and T he Law (1999, p. 143,
G reenw ich M edical M edia Ltd London).
-[1 9 9 3 ] 3 l.R. 421.
■
’ [1932] A.C. 562.
See D eakin S, Johnston A. and M arkesinis B, T ort Law (5*'’ e dition, 2003, p.603).
^ [2 0 0 1 ] 3 All E.R. 289
^ [2000] 3 All ER (D ) 2436
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medicinal product. Instead they will turn to the provisions o f the Liability for Defective
Products Act 1991 as an easier method o f achieving compensation. Then why include a
chapter in the thesis on negligence?

Reasons for the Inclusion of Negligence

The EU Directive, though comprehensive, does not provide an absolute form o f strict
liability because the Development Risk Defence ameliorates the ‘strictness’ o f the
obligations owed by the manufacturer to the consumer. Newdick correctly observes when
he states that the directive was never intended "to provide a comprehensive overhaul o f the
law o f negligence".^ However, "it cannot cover every situation where damage has been
caused by a defective product". *

In the first place, not all damages are recoverable under the Liability for Defective
Products Act 1991 which implemented the EC Directive on product liability into Irish law.
There is some doubt whether damage as defined in the Act includes pain and suffering and
consequential loss. In the committee stage in the Irish Senate, Mr Leyden, the relevant
government minister, assured members that the Act included this type o f damage. He
relied on the definition o f personal injury in the act, which includes any impairment o f a
person’s physical or mental condition.^ However, the proponents o f an amendment to the
bill, remedying this situation, remained unconvinced that this was true. This matter will
rest "until legal argument as to the precise meaning o f death and injury is heard in the
courts".
McMahon and Binchy believe that this matter has been settled when they state;

"It seems beyond argument that the manner in which the 1991 Act has
implemented the Directive pemiits the award o f damages for pain and
suffering in proceedings under the Act”. ''
^ See N ew dick C. The Future o f N egligence (1987) L aw Q u arterly R eview vol. 103 p,288, 290.
* See Hird N , Chapter 3 in The Law o f Product Liability (2000, p. 143, Butterworths).
^ See section 1(1) (a) Liability for D efective Products Act 1991.
See Bird T, Annotated Current Statutes (Sw eet and M axwell) and section (1) (a) Liability for D efective Products Act
1991.
" See M cM ahon B and Binchy W, Law o f Torts (2000, p.284, Butterworths).
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Secondly, under the Directive the product is adjudged to be defective at the tim e the
product was put into circulation. This could be interpreted as m eaning that no further duty
o f care on behalf o f the m anufacturer arises once a product has been marketed and
circulated. A feature o f medicinal product litigation is the em ergence o f serious side
effects o f these products, which do not m anifest them selves for some years after
circulation. U nder negligence principles, there is a continuing duty o f care for the
m anufacturer, which is not to be found under the provisions o f the Liability for Defective
Products A ct 1991. This m eans that that negligence m ay be the only m eans o f obtaining
legal redress for anyone injured by a medicinal product after the date o f circulation.
Thirdly, limitation periods contained in the Liability for Defective Products Act
1991 would indicate that negligence is still required in product liability actions.

I^

'T h e

general rule as provided in the Directive is a three-year rule within which proceedings
m ust be brought and a longstop 10-year period. For most drugs injuries, such injuries will
becom e evident w ithin a short period. However, the latency period for som e drug injuries
can be great. This can be seen in the Stilboestrol case where a considerable period o f time
elapsed before the suggested link between the treatm ent o f threatened abortion and vaginal
carcinom a in children, bom to treated women, becam e k n o w n .T h e r e f o r e the existence o f
a 10-year rule m ay result in the injured being forced to sue in negligence.
Strict liability theory cannot be adequately analysed without using negligence
theory. O ne leading com m entator on product liability law has suggested in her book.
Product Liability, that "despite the strict liability rhetoric in its pream ble the directive
rarely im poses m ore than a negligence regim e on m anufacturers".'^ She argues, "that
negligence values continue to underpin m any o f the allegedly strict liability regim es".'^ It
w ould be the unw ise litigant that would rely exclusively on one m eans o f legal redress in

12

S ee section 7 o f the Liability for D efective Products Act 1991.
S ee Sin dall v. A bbott L aboratories 607 P 2d 924 (1980), 26 Cal 3d 588. 163 Cal Reptr.132.

14

See Dodds- Smith 1 & Spencer M, Product Liability for M edicinal Products chapter in Clinical N egligence, editors

Powers M. and Harris N , (2001, p.883, Butterworths).
S ee Stapleton, Product Liability 1994 p.236 Butterworths.
Sec H ow ells G, Chapter One Introduction The Law o f Product Liability (2000, pp.2, 5, Butterworths).
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medicinal product litigation; negligence will remain in the armoury o f the shrewd plaintiff.
17

Introduction and Aims of the Negligence Chapter

In this chapter a number o f issues will be discussed. The heading o f the negligence chapter
poses a question whether negligence has a future in medicinal product litigation? This
presupposes that negligence has no fijture in product liability law. To discover whether
this is true, there is a discussion whether there are reasons for including a chapter on
negligence at all. Having determined whether there is a need for a chapter on negligence
there is an examination to ascertain whether the main driving force behind the introduction
o f strict liability, the thalidomide tragedy, could have been resolved under negligence
principles.
Negligence has two aims, compensation and deterrence. Compensation for
medicinal product defects is a difficult and expensive exercise and this aim o f negligence
is examined. Also analysed, is the other aim o f negligence, deterrence, to ascertain
whether it has a noticeable effect on the safe manufacture o f pharmaceuticals. Negligence
is a creation of judicial innovation. While in most negligence cases, a correct standard o f a
duty o f care owed by a manufacturer to a consumer can be established without much
difficulty, in certain cases, uncertainty can prevail. It is critical to examine the objecfivity
o f the judiciary in assessing the "reasonable behaviour o f a manufacturer" in the
production and marketing o f his products. However, the burden on the manufacturer to
produce a non -defective product is high. For manufacturing defects, it will be shown that
negligence provides a regime that is similar to strict liability for medicinal product defects.
As was demonstrated in the Strict Liability Model, design defects o f medicinal products
can exercise the judicial mind in its attempt to allocate losses for this type o f defect.
A feature o f a manufacturer’s duty o f care in relation to the design o f medicinal
products is the reasonable foreseeability o f any design defects. In determining a duty of
care for manufacturers in the design o f pharmaceuticals, the emergence o f "a just and
reasonable" restriction is discussed. An analysis follows o f the application o f tortious
principles to the design o f medicinal products to discover how successfully such principles
See section 11 o f the L iability fo r D efective P roducts A ct 1991 w hich states: T h is Act shall not affect any rights,
w hich an injured person m ay h ave un d er any enactm ent o r any rule o f law.
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can be applied to defects o f this type o f product. There has been considerable A m erican
academ ic and judicial com m ent that courts are not suitable places to determ ine adequately
standards o f design for phannaceuticals. This contention is analysed. In cases where courts
have difficulty in determ ining standards for the design o f m edicinal products, there is a
recom m endation that risk/ benefit analysis and regulatory standards m ight assist the court
in such matters.
One o f the m ajor debates in product liability law is w hether the law should be based on
strict liability or negligence. The issue o f which system o f liability is preferable in
m edicinal product litigation, particularly in failure to warn liability cases is examined.
Because o f the failure o f the liability for defective products act 1991 to cover post
m arketing defects, this gap in consum er protection is exam ined with particular focus on
how negligence can assist the claim ant exposed to such circum stances. It is unclear,
w hether a person who has been injured by a defective pharm aceutical product can sue a
regulatory body such as the Irish m edicines board for negligence. This is exam ined
together with a question whether such bodies owe a duty o f care to the individual or to the
public at large in the licensing o f medicinal products.
There has been considerable criticism o f negligence as a m eans o f obtaining com pensation
for medicinal product defects. It will be argued that negligence could well have assisted
the thalidom ide victim s in their quest for justice. One o f the issues o f product liability law
o f the 20th century was w hether negligence failed the thalidom ide victim s if the
opportunity had arisen for it to be applied rigorously by the judiciary. This is now
discussed because it was the catalyst that prom pted a change from negligence to strict
liability.
Did Negligence Fail The T halidom ide Victims

It is generally accepted by m ost com m entators that the reason given for the introduction o f
strict liability in the Product Liability Directive was a failure o f negligence to com pensate
the thalidom ide victims adequately. The charge against the Germ an m anufacturer
Gruenthal was that the com pany was careless or negligent in not foreseeing that the drug
could have had such horrible consequences. The victim s contended that the m anufacturer
should have tested the drug for safe use in pregnancy, because in the 1950s some
com panies had started to test medicinal products for foetal abnom ialities. As early as the
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1950’s, Daraprim, an anti -m alarial drug, had been tested on rats for such side effects. In
1956, Smith Kline and French, before introducing a drug for the treatment o f nausea
during pregnancy, tested the drug on animals for its effect on the foetus.'* There was also
considerable knowledge at the time that the foetus was at considerable risk o f damage
when morning sickness was at its height for the pregnant mother.'^ A more telling point,
within five months o f the product being withdrawn from the market, it could be proved
that thalidomide produced deformity o f newborn rabbits and within the year o f rats and
mice.'°Though to be fair to the company, in the case o f rabbits it produced deformities
among the offspring o f an unusual species o f rabbit that o f the New Zealand white rabbit.
Negligence is judged on whether the manufacturer reached a standard o f care
comparable to other manufacturers. In 1958, when thalidomide was introduced, testing o f
drugs for use in pregnancy was not common. At that time the manufacturer could not be
found negligent in marketing a drug which proved to be unsafe for pregnant women.
However, Margaret Brazier, writing in Medicine, Patient and The Law, makes three points
which provide evidence that the manufacturers o f Thalidomide could have been made
liable for their defective drug.

1 There was material evidence available from 1934 to suggest drugs did
pass through the placenta and could damage the foetus.

2 Secondly, as already mentioned pharmaceutical companies had started to
test for foetal abnormalities before thalidomide was marketed. She states
that expert evidence might not have found this conclusive. Because the
burden o f proof would have lain with the claimants, the defendant
manufacturer would have argued that the testing o f drugs for foetal
abnormalities was not common practice. He probably also would have
disputed that drugs could damage the foetus. This could have been rebutted

See T e ff H Monro C, Thalidomide; The Legal Aftennath (1976 p.33 Saxon House).
See W olian D, The Thalidom ide Disaster Considered as an Experiment in M ammalian Teratoralogy B ritish M edical
Journal vol.tw o, (1962) 236, 237.
20

See Lesser E, Thalidom ide and Phannacologists N ew S cientist 23rd o f May 1974, p.473.
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by the fact that it was known that maternal rubella could damage the
growing foetus.

3 There was evidence, showing that the testing o f thalidomide was ‘a hit
and miss affair’ and the manufacturer had also some evidence o f the risk to
the foetus.

Lord Atkin in Donoghue v. Stevenson in 1932 said that it was the duty o f the manufacturer
to take:

"Reasonable care to avoid acts or omissions which you can reasonably
foresee would be liable to injure your neighbour".

A manufacturer who followed current practices that might be liable to injure a
consumer could be construed as negligent under Lord Atkins’s comments. By
1965, courts in Ireland refused to allow medical practitioners to escape liability by
pleading current practices that were shown to contain inherent d e f e c ts .T h is was
four years after the Distillers Company had withdrawn thalidomide from Britain
and the Irish distributors T P Whelahan had done likewise. It is not beyond the
bounds o f probability to suggest that courts might have deemed the then current
practice o f not testing a drug for tetragenic effects to have such inherent defects
"that would be obvious to any person giving the matter due consideration".
T eff and Munro have observed in their book Thalidomide The Legal Aftennath^^
that

’’Current practice is not necessarily conclusive. If expert evidence
suggested that even a slight risk o f foetal deformity should have been

21

See Gregg NM, Congenital Cataract following G ennan Measles in the Mother. Transactions o f the Ophthalmic

Society o f A ustralia (1941) 335 -46.
22

See Brazier M, Medicine Patient and The Law (1992 p. 174 Penguin).

“ See [1932] A.C. 580
See O ’Donovan v. Cork County Council [\965] I.R. 173.
See Walsh J. ibid.
See T eff H and Munro Thalidomide The Legal A ftem iath (1976 Famborough Saxon Hse p 34)
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foreseen, the flexibility o f the law o f negligence and the willingness o f the
courts to entertain policy considerations in this area would allow some
scope for extracting a higher standard o f care from the defendants than is
implied in a straightforward application o f the reasonable foreseeability
test."
Again they suggested that
"Positively recommending thalidomide for pregnant women would arguably
imply a duty to carry out the only kind o f acceptable testing - on pregnant
animals- which might (though only might) have revealed the potential
dangers".
It is not only for the pre-marketing o f the drug that the German manufacturers Chemie
Gruenthal, might with judicial innovation, have become liable for their lack o f testing but
also for the post marketing o f thalidomide. Adverse reports o f the drug were in the hands
o f the German manufacturer for a considerable time before they withdrew the product. In
Great Britain, Distillers, the distributors o f the drug, withdrew the drug sooner. That lapse
o f time might have been crucial to victims in the establishment o f a case under negligence
principles. A manufacturer would have been negligent if he continued to market the drug
after he knew that it caused serious side effects. The victims were unable to obtain the
necessary documentation to confirm that the manufacturer was in possession o f reports
detailing such serious adverse side effects.

If they could have obtained such evidence,

this would have gone a long way to proving that the injury occurred due to the
manufacturer’s failure to warn or to withdraw the product sooner.
However, a question has to be asked whether the principles o f negligence or the
discovery rules o f the superior courts led to the plaintiffs failure under negligence. In the
final analysis there was considerable division among the medical and scientific community
about the effectiveness o f tesfing for drug induced tetragenic effects. Under negligence
principles, the burden o f proof lies with the claimant. The pharmaceutical manufacturer’s
experts would have contended that there was no need to test the drug from a scientific
point o f view and from current general practice. It has already been stated that such a point
of view might have been defeated and the claimants might well have succeeded under
negligence principles. The trouble with this view is that we are looking at this issue 45
Ibid p35
29

See Brazier M M edicine Patient and the Law (1992, p. 174, Penguin).
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years on, from the vantage point of different social and judicial attitudes. There was not
the confidence in negligence principles to achieve just compensation for the victims of
thalidomide.
In the case o f thalidomide, the cause o f injury was eventually identified. This must be
contrasted with most medicinal defect cases where it is the causative link that proves the
stumbling block for most victims. However, it is necessary to trace the development and
history of the creation o f the tort o f negligence.

The Beginnings of Negligence for Defective Products: An Irish Perspective.

Prior to the decision in Donoghue v. S te v e n s o n ,an injured person could have relief from
the courts for injuries sustained by dangerous products, but privity o f contract prevented
such redress in the case o f injuries from non dangerous products by non purchasers.^' Both
the privity requirement and the need for an article to be inherently dangerous were setaside eventually in the common law jurisdictions. In the United States Cardozo J. in
McPherson v. Buick Motor Company (1916) held that "inherently dangerous things"
should include " anything which would be dangerous if negligently made".^^ This
American decision influenced the House o f Lords in Donoghoe v. Stevenson, 33 where the
famous principle was enunciated that a manufacturer owes a duty o f reasonable care to the
ultimate consumer.
In Kirby v. B u r k e , Gavan Duffy J. followed the abandonment o f the privity rule
in a defective jam case which caused diarrhoea among the family who consumed it. The
head note o f the case refers to Donoghue v. Stevenson, as having being considered by the
court. However, this was not the only factor that influenced the judge’s decision. Here, as
in Lord Atkin’s decision in Donohue v'. Stevenson, it was also American jurisprudence that
caused Gavan Duffy J. to form his opinion. He quoted with approval Mr Justice Holmes
famous work "The Common Law’’'':

“ [1932] A.C, 562
See G eorge v. Skivington [1869] L.R 6 EX 1. Lord Dunedin Dominion in N atural G as Com pany v. C ollins [1909]
A.C. 640.
S e e 2 1 7 N Y S 3 8 2 j i i i N E 1 0 50 (191 6)
^^[1932] A.C. 532.
-’“ [1944] l.R. 207.
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"The foundations o f liability at common law for tort is blameworthiness as
determined by the existing average standards o f the community: a man fails
at his peril to conform to those standards ...a defendant cannot plead
accident if treated as a man o f ordinary intelligence and foresight, he ought
to have foreseen the danger which caused injury to the p lain tiff

Mr Justice Gavan Duffy noted that the Donoghue v. Stevenson case had only being passed
by a "Celtic majority" o f the House o f Lords against an English minority and for that
reason he felt it lacked validity. There is nothing in the case, to indicate why Mr Justice
Gavan Duffy felt that the decisions o f the judges o f Celtic origin would not have the same
importance as of those o f Anglo-Saxon origin. He doubted whether an Irish court could
apply the case, noting the considerable criticism that it had aroused, without recourse to
the comments o f Mr Justice Holmes. The following statement supports this contention
when he said, "His classic analysis (referring to Mr Justice Holmes) supports the principle
of Lord Atkin’s and the majority and to that principle 1 humbly subscribe".

36

Fifteen years later, the Supreme Court, in Power v. Bedford Motor C o m p a n y,d id
not advert to American jurisprudence when Lavery J. stated that the principle as stated in
Donoghue v. Stevenson "must now be taken as settled".^*
■IQ

The Court in Power v. Bedford Motor Company

laid down" that the manufacturer

of a product owes a duty o f care towards those who may be foreseeably injured and
damaged by the product"."*^ The modem test o f negligence was bom in Donoghoe v.
Stevenson and from the case law that ensued the following aims o f negligence were
developed.

See Holmes O W Common Law (1887 London Lectures 3 and 4 on torts).
See Gavan Duffy J. Kirby v. Burke and Holloway [1944] I.R. 207, 214, 215. Note Lord Atkin was supported by two
Scots Lord Tliankerton and Lord Macmillan in his judgem ent. Lord Atkin, whose father was fi'om K ilgarriff in County
Cork had Celtic origins though bom in Brisbane in Australia. He was brought up in Wales and always thought him self to
be a Welshman. See Oxford Dictionary o f National Biography editor Matthew H. and Harrison B (2004 p.812 - 813
Oxford University Press)
^’ [1959] I.R. 391
Ibid. 408
Ibid.
See McMahon and Binchy Law o f Torts (third edition, 2001, p.253 Butterworths).
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Aims of negligence
If negligence and strict liability have any function, it must be to compensate the victim for
the injury that has occurred because o f the use o f a product. Compensation comprises one
o f the two aims o f tort law; the other is deterrence. This proposes that any subsequent civil
action, which results from a wrongdoing, will act as a deterrent to others contemplating a
similar action. The tort system has incurred mounting criticism from numerous quarters
mainly because o f the cost o f compensation.
Compensation: an Expensive Option to Operate?
Most people will consider compensation as the prime function o f tort law. The need to
compensate victims o f accidents is obvious. Though some victims can sue for vindictive
reasons, most people sue to obtain compensation for injuries caused by defective products.
While moral condemnation plays little part in any award, there is a moral need to
compensate those who have been injured. This involves shifting losses from the claimant
to the defendant where the defendant has been at fault. In recent years, this system has
come under increasing criticism as being an inefficient method o f compensating victims.
Compensation is inordinately expensive because the system compensates for
negligence-inflicted harm on the basis o f individual assessment o f loss."^^ Lord Pearson in
his report on Civil Liability estimated that in 1978 the operating costs o f the tort system
was 80 percent o f the value o f the compensation paid.'^"' This has to be compared to New
Zealand where the operating costs were down to 6 percent in 1987/88.'*^ New Zealand has
abolished court action for accidents and substituted an accident compensation Corporation.

Ireland is a very expensive country to litigate in. The Second Report o f the Special
Working Group on Personal Injury reported that it was 12 times more costly to take an
action in Ireland for personal injuries than in E n g la n d .T h o u g h numerous attempts have
See Stephen J. Caltech Oil v. The Dredge WiUemsted [ 1976] 136 C.L.R. 529,567.
See Cooke J, Law o f Tort (2003 p. 12 Pearson Longman).
43

See Cane P, A tiyah’s Accidents, Compensation and the Law (1999. p.338 Butterworths).

^ See The Report o f the Royal Commission on Civil Liability and Compensation for Personal Injuries 1978 (C. M. N. B.
7 - 54).
See Palmer GW New Zealand Accident Compensation Scheme: 20 years on the University o f Toronto L.J. 44 1994
p.223
See Department o f Enterprise, Trade and Unemployment Second Report o f the Special W orking Group on Personal
Injury Compensation 2001 (known as the McCauley Report)
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been made to reform the tort system it remains inefficient. If compensation is thought to be
one o f the aims o f negligence, research undertaken in 1984 by the Oxford Centre SocioLegal Studies demonstrates the inadequacy o f the system. It found that nearly 90 percent
o f the victims failed to benefit from the tort system. A personal injury survey carried out
for the Pearson Commission revealed not more than 11 percent o f those injured attempted
to obtain compensation.
The capital cost o f mounting a claim against a multinational pharmaceutical
company can be large. The legal aid board o f the United Kingdom funded the
benzodiazepine litigation on which £35 million was spent on preliminary and development
costs before the trial came to court. The litigants failed in their action against the
manufacturer because they were not able to establish a connection between their injury and
the product. AB and others v. John Wyeth and Brother Ltd, where the Court o f Appeal
dismissed the plaintiffs case on procedural grounds.
In the Opren litigation, where most claimants did not succeed against Eli Lilly,
only a private benefactor saved the litigants fi'om financial ruin. Just one o f the "lead"
actions against the company succeeded. The rest, whether the litigants were legal aid
funded or not, had to pay a rateable portion o f the court’s costs.“^* Medicinal product
litigation is expensive; it is now necessary to discover, how the other aim o f negligence
theory, deterrence, influences the conduct o f the pharmaceutical manufacturer.
Deterrence and pharmaceuticals a different picture?
The other main aim o f the tort system is deterrence. By imposing liability on
pharmaceutical manufacturers, this may influence their future conduct to prevent injuring
others by their products. The fear o f litigation provides incentives for the manufacturer to
take

greater precautions

to

improve

safety

in

the

testing

and

production

of

pharmaceuticals. One o f the great problems for this theory is that manufacturers normally
do not expect their products to injure people and injury often arises from hidden and latent
defects. Tort liability may have an effect on businesses "which will then weigh the relative

See the Royal Commission on Civil Liability And Compensation for Personal Injuries 1978.
See Davies v. Eli Lilly [1987] 1 W.L.R. 1136. The Irish case o f Best i'. The Wellcome Foundation Ltd [1993] 3 I.R.
only succeeded because the lawyers acting for Mrs Best did so on a “ no foal, no fee basis". Mrs Best could not have
funded this action from her own resources. The trial eventually cost over £ 500,000. See Barron J. in Best v. The
Wellcome foundation, O’Keefe J. in The Southern Health Board, The Minister fo r Health and the Attorney General
(1978/264IP), unreported High Court, May 19 1995.
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costs o f paying damages and preventing injuries and m aking safer products by conscious
design.'*^
The effect o f deterrence on the conduct o f pharm aceutical firms does not present a
clear picture. In general, pharm aceutical com panies are like other organisations in that;

"Tort liability appears to offer, at the m ost, m inim al deterrence".

The Rand Corporation noted that two m anufacturers o f potentially highly dangerous
products "treated the inform ation generated by specific liability suits as random" and was
also struck by those com panies who did not transm it changes in the law to those involved
in design decisions.^' These com m ents from the Rand Corporation would indicate that the
deterrence factor in m anagem ent decisions concerning the designing o f products was not
prominent.
Nevertheless, it has been shown that producers o f other than medicinal products do
take into account the effect o f litigation on safety procedures. It has been shown that the
threat o f actual litigation has im proved the design and labelling o f products in general. In
the Rand study it was shown that deterrence does have an effect on m anufacturers safety
behaviour.

W ithin this study there was no

separate analysis

o f pharm aceutical

m anufacturer behaviour in response to legal action.^^ W hen a pharm aceutical firm is sued
over a product, they have two options, one is to w ithdraw the product and the other is to
take on the litigants and fight for the product’s survival. If the product is withdrawn:

" The tort system is doing exactly what it should — flushing out risky
products and forcing their alteration or elimination."

49

See Cane P Atiyah's Accident Compensation and the law 19% 6th edition p.564 Butterworths.
See Fleming J. Is Tliere a Future for Tort Law 58 Australian Law Journal 1984 131, 134. Fleming, who was a leading

writer on Tort Law, has said "one must be sceptical about the effect o f Tort Law in promoting accident prevention".
See Eades G Reuter P. D esigning Safer Products Corporate R esponses to Product Liability Law Rand Corporation
Santa M onica 1983.
See V iscusi W K.ip Towards a Dim inished Role for Torts Liability: Social Insurance, Government Regulation, and
Contemporary Risks to Health and Safety 1989 6 Y ale Journal on Regulation p.65, 75.
See Furrow B Enterprise Liability for Bad O utcom es From Drug Therapy: TTie Doctor, TTieHospital, The Pham iacy,
And The Drug Finn, D rake L aw R eview vol.449 (1996) 377 429.
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However, whether the pharmaceutical manufacturer decides to defend any action depends
on the type o f product involved. Some manufacturers are not deterred by litigation if the
product has great potential. Though the effects o f liability, uncertainty and risk may be
substantial they may not be quantifiable, pharmaceutical companies can be prepared to
meet legal challenges head on if the rewards from the product are sufficient. These
blockbuster drugs usually make an adequate return on the investment made in research and
development o f the product. In the case o f Prozac and Halcion, the threat o f litigation did
not force the manufacturers to withdraw these products. The manufacturers o f Prozac
announced that it would not settle any cases and in an effort to boost sales offered to
indemnify physicians facing malpractice claims associated with the product.^"^ Stephen
Garber from the Rand Institute commenting on the effect o f Product Liability on the
economics of pharmaceuticals and writing particularly on Prozac states:

"With a very substantial background o f risk o f suicide among potential
product users, the arithmetic o f Prozac is reminiscent o f Bendictin, but
Prozac's manufacturer Eli Lilly has confinued to market Prozac which
accounts for roughly 25% o f its total sales”.

Recently, the manufacturers have bowed to pressure from consumer groups and the Food
and Drug Administration to include a warning on the increased risks o f suicidal tendencies
when taking antidepressants such as Prozac. Though numerous cases were taken against
the product in US courts, it has been said that “similar concerns were beaten down in US
courts by an onslaught o f "expert” testimony o f industry sponsored researchers and legal
arrangements that gagged victims and their families with large monetary settlements".^^
The new warning alerts doctors and patients that in the first days and weeks o f taking these
products, the side effects such as panic, agitation, irritability, insomnia, severe restlessness,
which may occur in some patients, can contribute to an overall increase in the risk of
suicide. However, it is not only the maker o f Prozac that must include this warning but

See Garber S Product Liability and The Econom ics o f Phannaceuticals and M edical D evices (1993) The Rand
Institute for Civil Justice Santa M onica USA.

(US figures in 1993).
S ee Diller L, Antidepressants to Carry Warning o f Suicide Risk The Irish Times 30th March 2004.

280

nearly all-major antidepressants used in the United States. In the case o f Prozac, it was not
litigation that caused this change, but the regulatory authority’s response to public
concerns. Change was also brought about by British doctors who were more sceptical
about the value o f antidepressants in treating depression in children.
While the negligence system can have a deterrent effect on pharmaceutical
manufacturing enterprises, a greater deterrent lies in regulatory action by authorities such
as the Irish Medicines Board.
This can involve recall o f the product where serious side effects have become
apparent due to extensive usage o f the product. In the case where a particular drug might
be the subject o f a voluntary or enforced drug recall, this usually means the end o f the
product's life. Without this product, company profits can be reduced dramatically,
particularly if this is the premier drug o f the company. The recalling o f the drug, may in
addition to the direct cost o f such a recall, have a spill over effect on the share price o f the
phannaceutical company. Dranove and Olsen have examined such a situation where a
1962 amendment to the American Food and Cosmetic Act, which imposed more stringent
conditions on the licensing o f drugs, caused many drugs to be recalled. They found that
drug recalls produced a reduction in share price but that reduction was confined to the
actual manufacturers themselves. Another finding was that firms that introduced what was
described as "a dangerous drug" suffered significantly larger share price reductions for
about five years after such drug recalls than other phannaceutical finns.
W. V. H. Rogers sums up the effect o f deterrence on manufacturers conduct when
he states:

"We may conclude, therefore that the prospect o f tort liability will have
some influence on conduct but this influence is variable and limited".

Ibid.
58

The Irish M edicines Board Act 1995 and 2006 gives the Board power to implement various EU directives including

Directive 2001/83/E U as amended. This directive em powers regulatory authorities throughout Europe to licence
m edicines.
See Dranove and O lsen, The Econom ic Side effects o f Dangerous Drugs Announcem ents The Journal o f L aw and
E conom ics vol.27 (October 1994). 323.
^ See Rogers W VH, W infield and Jolow icz on Tort (16th edition, 2002, p.30 Sw eet and M axwell).
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However, even if it had a greater deterrent effect, it would not necessarily justify a faultbased system; strict liability would, presumably have just as great an effect.
The introduction o f strict liability where the plaintiff does not have to prove fault,
may in certain circumstances assist the claimant in lessening the proof necessary to
establish a claim. This may lead to more successful actions being taken against
pharmaceutical manufacturers and as such could lead to a greater degree o f deterrence.
When a company is subject to substantial litigation, American experience has shown that
research and development o f new and innovative drugs may be reduced and in certain
circumstances bankruptcy may and has occurred. Raymond G. Mulladly has written:

"if history has taught the American drug manufacturers anything, it is that
mass litigation can drive the product off the market and send the
manufacturer scurrying to the protection o f the bankruptcy courts. It is o f
little consequence whether liability is ever proven in a court o f law. By way
o f example, the experience o f three products is instructive: the drug
Bendictin, the ‘Copper-7’ inter uterine device and the diphtheria - tetanus pertussis (DTP) vaccine”.

Tort law does not totally fulfil its aims if the objectives are deterrence and compensation.
The cost o f going to law is prohibitive because it is a contest, a product o f the adversarial
system and this is especially true o f a medicinal product accident where usually the victim
has to challenge a cash rich pharmaceutical company. For both parties, a less costly
injuries board would be preferable to facilitate just and expeditious compensation. The
Personal Injuries Assessment Board set up under the Personal Injuries and Assessment
Board Act 2003 has the stated aim o f reducing legal costs and the amount o f time it takes
to finalise a compensation claim. Product liability claims are within the remit o f the Act.
The basis o f the claim is a medical report that sets out the type o f damage which the
claimant has suffered. The claimant must also pay a small fee to the Board towards
administration costs. This will be much less than taking an action in court against a
See Schwartz G Reality in The Economic A nalysis o f Law: D oes Tort Law R eally Deter" (19 9 4 ) 42 UCLA R eview
377.
M ullady R. Consideration in the M anagement and D efence o f Pharmaceutical Litigation in the United States, chapter
in Product-Liability, Insurance and at the Phannaceutical Industry: an A nglo -Am erican Comparison editor G H ow ells
1991 p .l2 3 .
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m ultinational pharm aceutical company. W hether such a procedure will adequately
com pensate the claim ant rem ains to be seen as the com pensation schem e is in its infancy.
If the claim ant is not satisfied with the dam ages he has received the Personal Injuries
Board can authorise the claim ant to initiate proceedings before the c o u r t.W h e t h e r the
Personal Injuries Board can cope with the com plexities o f m edicinal product litigation and
how it will deal with a class drug actions rem ains in doubt. W hen the injury from the
medicinal product can easily be identified the cost to the p laintiff will be eased
considerably because the Board will be able to deal w ith the problem adequately. It does
not m atter w hether a court or the board exam ines the cause o f the injury. The elem ents o f
negligence will have to be considered to see w hether the action for dam ages has validity.

Elements of Negligence

"Negligence is the om ission to do som ething w hich a reasonable person,
guided upon those considerations which ordinarily regulate the conduct o f
hum an affairs, would do or doing som ething which a prudent and
reasonable person would not do".^"*

In the context o f product liability, the reasonable person's conduct can be equated to a
reasonable m anufacturer’s conduct in any litigation. Gavan Duffy J. has defined the
reasonable m anufacturer as follows:

"The foundation o f liability at com m on law for tort is blam ew orthiness as
detennined by the existing average standards o f the com munity; a m an fails
at his peril to conform to these standards. Therefore, while loss from
accidents generally lies w here it falls, a defendant cannot plead accident if,
treated as a m an o f ordinary intelligence and foresight, he ought to have
foreseen the danger which caused the injury to his p lain tiff

See section 17(6) Personal Injuries A ssessm ent Board Act 2003.
^ See Blyth v. Birm ingham W aterworks C om pany (1856), 11 Ex Ch 781,784 quoted with approval by Laffoy J. in Duffy
V.

R ooney and Dunnes S tores (Dundalk) Ltd., unreported. High Court 23rd o f June 1997.

liability case)

See Kirby v. Burke [1944] I.R. 207, 214. (A defective jam case)
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(A failure to warn product

Once it has been established that the defendant manufacturer owes the claimant a duty of
care, it must be next demonstrated that the manufacturer has breached that duty. The
primary aim o f negligence in product liability cases is to determine the duty o f care the
defendant manufacturer owes to the claimant. Failure to conform to that standard o f care,
which is based on the concept o f reasonableness, represents a breach o f that duty.
When attempting to define reasonableness, it is difficult to separate different
ethical views and to lay down rules that can be defended. There may also be disagreement
among the public on what values should be placed on the meaning o f reasonableness in
different circumstances. Cane P in The Anatomy o f Tort Law is correct when he states that
the duty o f tort law is:

“to adapt standards o f reasonableness which, although they may not be
uncontroversial, can be defended as socially fair. This should not be
impossible because many accept laws which they do not personally agree
with as a price of living in a society with laws which on the whole, treat
them fairly”.^^

In the case o f the reasonable manufacturer, his conduct is judged by reference to other
manufacturers. This reasonable manufacturer is not an average manufacturer but a
"hypothetical person" who as a reasonable manufacturer ought to have acted in a particular
manner.^’ However, in order to determine what is reasonable, this inevitably involves a
value judgment from the court.
The mystical properties of the reasonable person or manufacturer
_Atiyah has described the reasonable person as:

"An odious and insufferable creature who never makes mistakes".

Cane P states that "the tort o f negligence is said to consist o f three essential elem ents, a duty to take care, a breach o f that
duty and the damage caused by that breach." See Cane P Atiyah's A ccidents Compensation and the Law (sixth edition
1999 p. 26 Butterworths).
^ See Cane P, The Anatom y o f Tort Law 1997 p.44 Hurt Publishing.
See M cM ahon and Binchy, Law o f Torts p. 147.
See Atiyah's Accident Com pensation And TTie Law (1987 p.37 Butterworths).
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The reasonable person represents an objective standard o f care against which all are
measured. It has been said: "He is thus devoid o f all characteristics which make him
h u m a n " . T h i s concept of the fair and reasonable person has been called into question.
Hepple and Matthews state:

"The standard o f care which is formulated is that o f the reasonable man but
it is important to realise that he is a fictional character, the reference to
whom is a thin disguise for the value judgment which is made by the
judge".™

Thus a person is negligent if they fail to take that degree o f care which justice requires o f
them.^' The standard of behaviour is not the average. Courts would treat a manufacturer
producing complex products such as biotechnology products differently than those
producing generic drugs because of the level o f skill required to produce these novel
products. A determination o f the standard o f care is made on whether the defendant
manufacturer falls below the standard by comparing his performance with the standards
customarily practised by other manufacturers. Ultimately, like the determination o f a
consumer's expectation of safety, the concept o f the reasonable manufacturers conduct
depends more on the value judgment o f the court and in this, judges decide on the
standard.
Assessment of reasonable behaviour by judiciary -H ow objective?
In judging the standard o f the reasonable man, it has been suggested that "this represents
no more than the subjective viewpoint o f a particular j u d g e " . W h i l e it has been argued
that the judiciary come from too narrow a background especially in Great Britain, this is
not the case with the Irish judiciary, which reflects a more homogeneous Irish nation. In
the book. The Wrongs o f Tort Law, Conaghan and Mansell present the argument that

See, Conaghan J& Marshall W, The W rongs o f Tort Law (second edition 1999 p.52, Pluto Press).
™ See Hepple B and Matthew's M. Tort Cases and M aterials (4*'' ed 1991 p.249).
See Cane P Atiyah's Accident Compensation and the Law (1999 6-edition p.29 Butterworths).
Ibid.

See Conagahn J. &M ansell W The Wrongs o f Tort Law (second edition 1999 p.52, Pluto Press).
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objectivity is not dominant in the assessment o f prudent behaviour by the courts.
Conaghan and Mansell believe that:
"The standard o f reasonableness inherent in the concept o f breach is in fact
fairly indeterminate. It does not follow logically from the rules applied. At
the same time, if there is any degree o f consistency it is ideological not
logical. Confronted with the question o f what standard to apply, judges
choose their own.”

In any determination o f a standard o f care, such a judge might raise the standard o f care to
a level that was not reasonable for the manufacturer. This might make him liable for
defects, which would not be the case if the standard o f care had been properly assessed.
The trouble with this argument is the subjective nature o f its assessment. In a contest
between a pharmaceutical manufacturer, who will be most likely insured, and an injured
party, no matter what their social background, their sympathies would most likely lie with
the victim. When judges hear detailed accounts o f a suspected drug induced injury, it is all
too easy for the judge to be human and to find for the victim. However, for the defendant
manufacturer the situation may be different as Atiyah states: "But sympathy for the
defendant is very rarely as great as the sympathy for the p lain tiff. ^^There are number of
reasons why the judiciary adopts this position. Sympathy for the pharmaceutical
manufacturers reputation would not be deemed to have the same power as the public’s
sympathy for a brain damaged boy as was seen in the Best case. The sympathy for the
defendant is dissipated when the judiciary knows that the defendant is a multinational
pharmaceutical corporation which is insured and covered for costs incurred.
Different judicial value judgments concerning standard of care -- confusion?
It is the judges who decide whether the standard o f care is reasonable and in certain cases,
"this may not reflect the views and expectations o f many members o f our society” . O n e
o f the deficiencies o f tort law is that:

Ibid.
Dam ages Lottery (1997 p.37 Hart Publishing Oxford).
S ee Cane P A tiyah’s Accidents Com pensation and the Law (1 999 p.31 Butterworths).
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“Judges who are neither elected nor democratically accountable should be
allowed to force their standards o f justice and reasonableness on the rest o f

us”7 ’

In Ireland, if society is unhappy with their legal decisions, then the Oireachtas can remedy
this by legislation. The victim can expect greater assistance than the defendant
manufacturer, in any assessment o f the standard o f care. However, both o f them are
dependent on the value judgments o f the judiciary.^* Value judgments are by their very
nature subjective and can lead to inconsistency in judgments given by different judges.
This in turn means that cases tend to be settled before the action comes to litigation. Value
judgments by the judiciary are an essential component o f deciding on the standard o f care
o f a manufacturer. Under negligent principles this has produced uncertainty. Hepple states:

"The emphasis o f different judges in the analysis o f the duty o f care has
been said to lead to ‘confusion and complexity and high levels o f litigation”
79

It was demonstrated previously in Chapter 5 that the "standard o f care " introduced under
the Liability for Defective Products Act 1971 as “the consumer expectation safety test”
could lead to similar confiision and uncertainty. Though it has to be said in defence o f
negligence that the courts have more experience in determining the level o f duty o f care
more objectively than under the recently introduced subjective consumer expectation test.
There is a provision under the Liability for Defective Products Act which enables the
consumer to use other means o f legal redress. Failure to use the courts experience in
determining a manufacturer's duty o f care is an unwise move for the plaintiff.
There is another reason for not rejecting negligence; it is difficult to estimate the
consumer's expectation o f safety for a medicinal product. In determining such an
expectation, courts may refer to a manufacturer's duty o f care as a standard. This can be
seen in the Cosytoes case, where the Court o f Appeal first determined that the

Ibid. at 31
See Hanrahan v. Merek Sharp and Dohme [1988] I.L.R.M. 629, Best v. The Welcome Foundation [1993] 3 l.R. 421.
79

See Hepple B The Search For Coherence in Current Legal Problems 1997 vol 50 quoting Stapleton J. "Duty o f Care

and Economic Loss: a W ider Agenda (1991) 107 L.Q.R. 249, 295
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manufacturer was not liable under negligence principles but was liable using the consumer
expectation test.**^ Courts were careful not to use fault concepts in these decisions and it
would not be unreasonable to assume that the courts raised the bar o f the duty o f care by
expecting the manufacturer to take additional care over and above the normal duty o f care.
Without establishing this ‘super duty o f care’; it is difficult to see how the Court o f Appeal
could have arrived at a consumer's expectation o f safety. This assumes that the Court o f
Appeal believed that liability under negligence principles is not ‘strict’ enough. It is a
contention o f this thesis that an analysis o f the cases indicates that courts can impose near
absolute liability for manufacturing defects. The strict approach that courts take to
manufacturing defects can be seen in the Supreme Court judgment o f Mr Justice
O'Flaherty in Best Case. Best v. Wellcome Foundation Limited. 81
General duties of manufacturers in relation to medicinal products -Applying
Negligence to Achieve Strict Liability: A Duty above the Norm?
In his judgment O'Flaherty J. infeiTed that the standard o f negligence demanded fi'om
pharmaceutical manufacturers was above the norni that was required by the courts for
ordinary consumer products. This can be deduced from his reference in the judgment to
the increased responsibility o f the pharmaceutical manufacturer

"Having regard to the importance o f what they are doing to avoid exposing
the consumer to injury fi'om its products".

Though obiter, the judge placed on the makers o f pharmaceutical products a special duty,
stating that this was:

"A special instance of negligence where the law exacts a degree o f diligence
so stringent as to amount practically to a guarantee o f safety".

In Ireland, following O'Flaherty J ’s ruling in the Best case, which arose fi'om the release o f
an excessively potent vaccine on the market by the Wellcome Foundation, the

A bouzaid v. Mothercare (UK) Ltd [2000] All E.R. (D) 2436
[1993] 3 l.R. 421.
See O'Flaherty J, quoting Lord Macmillan in D onoghue v. Stevenson [1932] A.C. 562, 612.
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pharmaceutical m anufacturer has a duty to practically guarantee the safety o f the product.
This is, in effect akin to the im position o f absolute liability.*^ This can be seen in the strict
attitude o f the courts to the m anufacturing defects o f medicinal products. As will be
dem onstrated in the next section, courts were w illing to hold m anufacturers liable in
circum stances w here isolated m anufacturing defects were found in the products. However,
it will be seen that now adays little latitude is given to m anufacturers o f medicinal products
in such circumstances.

Negligence and Manufacturing Defects

M anufacturing defects are generally caused by an error in a production process or by the
use o f defective raw materials.^'* In most product liability cases, p ro o f o f negligence in
relation to m anufacturing defects should prove no difficulty to the claimant. In the case o f
a defective medicinal product, which has been m anufactured incorrectly, chemical analysis
will reveal the extent o f the defect. If this evidence is not available, because the m edicine
has been consum ed or discarded, in these circumstances, the claimant m ight have no
particular evidence o f fault apart from the fact that the product injured him. Courts are
therefore prepared to infer negligence. O nly four years after the D onoghue v. Stevenson
case,*^ the Privy Council in a product liability case. Grant v. Australian K nitting M ills Ltd,
stated:

"The appellant is not required to lay his finger on the exact person in all the
chain who was responsible or specify w hat he did wrong. N egligence is
found as a m atter o f inference from the existence o f the defect taken in
connection with all known circumstances: even if the m anufacturers could
oz

by apt evidence have rebutted that inference they have not done so".

Unlike other consum er products, pharm aceuticals and food cannot be tested by
performance. Drugs and m edicines are produced by the batch method, w ith a sample from

See Best v. The Wellcome Foundation [ 1993] 3 I.R. 421.
See Howlls G The Law o f Product Liability (2002, p.9, Butterworths).
[1932] A.C. 562.
See Grant v. Australian Knitting Mills Ltd /^1936] A.C. 85, 101.
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the batch being tested for its conformity to proper standards and specifications. If the
sample fails to meet good manufacturing standards, the entire batch is destroyed.
Notwithstanding such precautions, unexplained manufacturing defects will occur.
However, a good system o f manufacturing can assist the manufacturer in rebutting
evidence o f negligence.*’
In Ireland in Fleming v. Henry Denny & Sons, the Supreme Court accepted
evidence from the manufacturer o f black puddings they had a safe system o f manufacture.
The plaintiff had injured her jaw when she bit upon a small irregular lump o f steel found in
the black pudding. The court found for the manufacturer on the basis that:

"The manufacturer is not bound to take precautions against any
contingency however remote, and the nature o f the precautions which is he
often obliged to take must bear a relation to the probability or improbability
o f the risk".**

In England, it has been suggested that this is not the law.*^ It has also been held that "it is
no defence that a manufacturer has a good system o f work in his f a c t o r y " . I n Grant v.
The Australian Knitting Mills Ltd^^ it did not assist the defendant manufacturer, who
contended in his defence, that during a five-year period five million garments had been
sold without complaint. In Smeedley v Breed the House o f Lords found that any
manufacturing process no matter how excellent, the fact that some failures are statistically
O ')

predictable was irrelevant as a defence in determining liability. ‘ This places a heavy
burden on the manufacturer.
Since the Best case and the comments made particularly by Mr Justice O'Flaherty
in relation to the care a pharmaceutical manufacturer must take in the preparation o f his
product, it would be unlikely that the decision o f the Supreme Court in the Fleming case
would be accepted in today's legal climate. Courts usually find for the injured plaintiff
87

See D an iels v. White an d Sons [1938] 4 All E.R. 258 (manufacturers o f lemonade containing carbolic acid were

excused when they proved "a foolproof method” o f cleaning and filling bottles o f lem onade under adequate supervision.
Ib id
See Law o f Torts Salmon and Heuston (1992 p.309, 28).
See H ill v. C row [ 1978] 1 All E.R. 812.
[1936] A.C. 85.
See Smei/Zey Limited

V.

Breed [1974] 2 Q.B. 839. This case was decided under food and drugs legislation.
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when a manufacturing defect is involved. However, it can be sometimes difficult to prove
a manufacturing defect. The application o f the doctrine res ipsa loquitur can further assist
in the proof o f negligence by placing the burden o f proof on the defendant manufacturer
for any alleged defects in his product
McMahon and Binchy observe that;

"Res ipsa loquitur has been applied with particular effect in products
liability cases so as to shift the onus o f proof onto the producer,
manufacturer or supplier as the case may be to show that it was not
negligent."

Res Ipsa Loquitur

Under this principle:

"The manufacturer has to demonstrate that his system o f production is one
which is reasonably safe (or as I would prefer to phrase it, that he has taken
all reasonable care to provide a safe system)".'^'*

The principle places an obligation on the manufacturer to rebut any presumption o f
negligence to avoid liability.
The approach of the Supreme Court in Fleming v. Henry Denny & S o n ^ which
required the manufacturer to rebut a presumption o f negligence, can be contrasted with
other jurisdictions. Mr Justice Kingsmill Moore said that in applying the maxim that "its
application only shifts the onus o f p ro o f. There appears to be a difference in emphasis
between Irish courts and English courts in their interpretation o f shifting the onus o f proof
on to the manufacturer. The Privy Council in N g v.

said that it was misleading to talk

o f the burden o f proof being shifted to the defendant because the burden o f proving
negligence rested throughout the case on the plaintiff The evidence presented in the case

Q1

See McMahon and Binchy Law o f Torts (2001, p .267, Butterworths),
94

See Kingsmill Moore J. in Flem ing v. H eniy Denning &Sons, Supreme Court, unreported 29th July 1955.
Unreported 29th July 1955.

’^[1988] R.T.R. 298.
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according to the Privy Council was to enable a court to draw up a reasonable inference o f
negligence.^^
Steyn L.J. has confirmed this approach, in the Court o f Appeal in Bergin v. David
Wickes Television Ltd!^^ When speaking o f res ipsa loquitur, he said:

" It is simply a convenient label for a group o f situations in which an
unexplained accident is, as a matter o f common sense, the basis for an
inference o f negligence".

This "commonsense reasoning process", though" not a principle o f substantive law is the
basis for an inference o f negligence".*’^ Lord Pearce analyses the concepts behind the
maxim when he states:

"The formal burden does not shift. But if in the course o f a trial there is
proved a set o f facts which raises a prima facie inference that the accident
was caused by negligence on the part o f the defendants, the issue will be
decided in the plaintiffs favour unless the defendants by their evidence
provide some answer which is adequate to displace the prima facie
evidence".'^®

The use o f this principle and its application depend on the weight given to the facts in each
case by the judge in question. For that reason there have been conflicting interpretations
emanating from Irish courts.
The Irish Judiciary and Res ipsa loquitur
There have been two interpretations o f the principle res ipsa loquitur from the Supreme
Court. The first is by Mr Justice Henchy in his restatement o f the principle in 1988 in
Hanrahan v. Merck Sharp Dohme (Ireland)

Ibid.
^*[1994] P.R.I.Q.R. 167
See Carroll v. Fearon [1999] P.I.Q.R. 416.
^^Ibi d
[1988] I.L.R.M. 629.
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The second is an approach that rests on

the more traditional principles upon which the maxim is based.

1 O ')

Under the restatement o f

the principle, Henchy J. regarded res ipsa loquitur as an exception to the rule that a person
who alleges a tort must prove all the necessary ingredients o f that tort. Henchy J. in his
judgment emphasised that the shifting o f the burden o f proof from the plaintiff to the
defendant was the exception. This could be done when the defendant had superior
knowledge o f the accident and:
"That it would be palpably unfair to require a plaintiff to prove something which is
beyond his reach and is peculiarly within the range o f the defendant’s capability o f
p ro o f

This extension o f reasons for applying the principle to include "the superior knowledge”
argument has been criticised. McMahon & Binchy have suggested,” that the doctrine is not
reducible nor dependent on this element”.
The formulation o f the principle o f res ipsa loquitur was stated in the case o f Scott
V.

London and Saint Katherine Docks C o m p a n y , where falling barrels from a premises,

owned by the defendant, injured a person. There was difficulty in attributing cause and
responsibility. Erie C.J. said, in finding for the plaintiff:

"There must be reasonable evidence o f negligence. But where the thing is
shown to be under the management o f the defendant or his servants, and the
accident is such as in the ordinary circumstances does not happen if those
who have the management use proper care, it affords reasonable evidence,
in the absence o f an explanation by the defendants, that the accident arose
from want o f care".'^^

This principle can be applied to a product liability case. Here it is the mismanagement,
either by incorrect manufacture or design o f a product under his control, that has resulted
in an accident, which in ordinary circumstances would not happen if due care had been
102

See Lindsay v. Midwestern Health Board [1993] 2 l.R. 147 and Scott v. London and St Katharine's Docks [1865] 3

H&C 596and 159.
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See McMahon and Binchy Law o f Torts (2001, p.267, Butterworths).
3 H&C 596.
" ^ Ib id

293

exercised by the defendant manufacturer. There is also an evidential requirement in that
there must be reasonable evidence o f negligence and in the absence o f an explanation by
the defendant an inference can be drawn that the accident arose from the want o f care.
The old and the new interpretations, both still valid?
The Supreme Court, since the Hanrahan case, has relied almost exclusively on the classic
formulation set down in Scott v. London and St Katharine's Docks company' 107 as the basis
for the application o f res ipsa loquitur. The court had been silent on Mr Justice Henchy’s
restatement o f the principal, though Keane J. in O'Shea v. Tilman Anhold v. Horse Holiday
Farm C o m p a n y , referring to the criticism by McMahon and Binchy o f the restatement
felt that it "may need it to be reconsidered at some stage".
In the same judgment, Chief Justice Hamilton reserved his position on Keane J ’s
proposal. The Hanrahan case is important, because in a medicinal product liability case,
there is usually an imbalance between the greater knowledge o f the pharmaceutical
company and the victim. Though criticised, the “superior knowledge” argument still
remains part o f the Supreme Court's argument for the application o f the principle. Recently
Mr Justice Hardiman said concerning the Hanrahan case that” it was authoritative unless
and until its reversal was sought”. I n the Rothwell case, the composition o f the Supreme
Court was different and younger than that o f Tilman Anhold v. Horse Holiday Camp Farm
Company. One can only speculate whether the Henchy argument is beginning to gain
ground with some members o f the Supreme Court. In Ireland there are now two grounds
on which the doctrine o f res ipsa loquitur can be applied.
Judge Henchy’s reinterpretation o f the maxim can only be applied if it is just and
equitable to all parties. However, this restatement does tilt the balance towards the
consumer in any product liability action. The superior knowledge requirement would
certainly fall on the defendant manufacturer, who notwithstanding it has been held that "it
should not place a burden so onerous as that unjust results were produced”,'"^ would have
to devote considerable energies to rebut any evidence o f negligence.
The application o f the principle to a manufacturing defect should not present
problems if a medicinal product is produced defectively. Mismanagement, resulting in the
" ’’ (1895) H&C 596.
1 f tS
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w ant o f due care, can be established easily, in the absence o f an explanation by the
manufacturer. In the case o f a design defect, it m ight be unfair to apply the principle,
because to rebut the evidence o f negligence, the m anufacturer m ay not be able to state that
"the accident arose from the want o f due care".’" He m ay not be able to explain w hy the
injury to the claim ant occurred. This m ay occur w here there has been an unexplained
reaction to a drug (an allergic or other reaction). If the m axim were to be used in these
circumstances, then the m anufacturer would becom e liable for absolute liability.
Is the burden o f the application o f res ipsa loquitur nearly equivalent for the
manufacturer to absolute liability?
U nder the doctrine o f res ipsa loquitur the m anufacturer has the obligation to rebut any
presum ption o f negligence to avoid liability. The production facilities o f a pharm aceutical
m anufacturer are entirely w ithin his control; the patient, a consum er o f medicinal products
does not have recourse to know ledge concerning the safety o f the m anufacturer’s
production testing facilities. The policy o f accepting the inference that the accident could
be caused by the negligence o f the m anufacturer recognises the disadvantaged position o f
the consumer. Therefore, the duty o f care necessary for a m anufacturer to avoid liability is
"of the highest o r d e r " , “and the care necessary, approxim ates to and alm ost becom es an
absolute liability” ."^ Flem ing states:
"The practical result o f shifting the onus o f p ro o f is to m ake the
m anufacturer the virtual insurer against m anufacturing defects”

If this statement by Flem ing is correct, then the introduction o f strict liability by the
European Product Liability Directive (85/374EEC), for m anufacturing defects was hardly
necessary. N egligence provides an equally strict regim e for m anufacturing defects.
However, courts, in adjudicating design faults do not dem and the same standard.

Design Faults

''' See Scott v. London a n d St K atharine's D ocks C om pany (1895) 3 H & C 596.
S e e S m e d le y v . Breed [1978] 1 All E.R. 821.
S eeS h an doffv. C ity DaZ/j [1936] 4 D.L.R. 712.719.
See Fleming J. The Law o f Torts (9th Ed., 1998, p540 Sw eet and M axwell).
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A product may be defective if it is unsafe for its intended or contemplated purposes
because o f a basic design deficiency."^ There is no fault in the manufacturing process but
due to this inherent fault unforeseen circumstances occur, as was the case with the drug
thalidomide.
For a manufacturer the consequences resulting from a design defect as opposed to a
manufacturing defect can be considerable. Where there is a manufacturing defect, the
offending batch can be removed from circulation. The design defect can be more
problematic because this type o f defect will usually lead to the whole product line being
recalled and in most cases being abandoned altogether. In some products, the design faults
can be remedied and the product returned to the market. This does not usually happen with
a medicinal product, because the molecule that has caused the injury cannot be
manipulated and redesigned in the same way as other consumer products. A change in the
chemical composition would constitute a new chemical entity, for which the manufacturer
would require a new product authorisation under the relevant provision o f the Irish
Medicines Board Act. As it has taken considerable expense and effort to bring this new
chemical entity to the marketing stage, to be forced to embark on the costly procedure of
reapplying for a new product authorisation could be catastrophic for the manufacturer. For
the court in assessing a design defect in a medicinal product the issue o f foreseeability
becomes a major factor.
The Standard of Care And Defective Drug Design
Reasonable Foreseeability - a Dominant Factor?
A pharmaceutical manufacturer has always been held liable for design defects where the
drug was inadequately tested or the manufacturer failed to exercise due care in the
development of the product."^ This approach has been confirmed in Ireland in the Best
case.” ^ The function o f testing in the design and production o f pharmaceuticals is to
ensure the safety o f the product. For it is at this stage that decisions will be made that
affect the safety o f the entire product.” ^ The manufacturer, in adopting proper procedures
in the design o f a product, must ensure that any damage, which results from faulty design
'

See M iller C J. and Goldberg R. Product Liability (2nd ed., 2004, p,400 Oxford University Press).
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"was not reasonably foreseeable”."^ Keane C.J. in Glencar Exploration PLC v. Mayo
County Council emphasised that the dominant factor for a court attempting to assess a duty
o f care was the concept o f" reasonable foreseeability"..
Negligence and research — a daunting task fo r the manufacturer?
In the design o f a product, whether it be a medicinal product or other consumer products,
the issue under negligence principles “is the reasonableness o f the defendant's conduct in
the light o f what he knew or ought to have known o f the risks involved in his conduct".

1 ")0

"Failure to reach this standard o f reasonable care will subject the manufacturer to liability
for any resulting liability".'^' But how rigorous is the application o f this standard o f care in
the courts? Even in the case o f original research the burden placed on the manufacturer is
quite extensive. Lord Edmund Davis states:

"Justice requires that we seek to put ourselves in the position o f [designers]
when first confronted by the daunting task, lacking all empirical knowledge
and adequate expert advice and in dealing with many problems awaiting
solution. But those very handicaps [create] a clear duty to identify and think
through such problem s

so that the dimensions o f the ‘venture into the

dark’ can be adequately assessed.”

Though these remarks were made in relation to an innovative/experimental TV tower that
crashed in a storm due to the unexpected accumulation o f ice on it, they have application
to drug research. Pharmaceutical manufacturers cannot expect to escape liability if poor
research has failed to uncover unforeseen and unknown risks. Because the essence o f
negligence is the foreseeability o f damage that may be caused by a product, courts will
examine whether research should have discovered these defects.

‘
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State-Of-The-Art
The research o f a pharmaceutical company is judged in relation to the "state-of-the-art". In
Ireland, courts have defined it as “ the current scientific and medical knowledge and
experience as well as his own (the manufacturer’s) experience concerning the propensities
o f his p r o d u c t " . A s under all negligence principles, compliance with standards common
to the pharmaceutical industry will generally be enough to absolve the defendant
manufacturer from f a u l t . H o w e v e r , industry practices must not be followed as routine
but examined to see whether such a practice had inherent d e f e c t s . E v e n though the
manufacturer is allowed to use a state o f the art defence, courts have held that the common
practices o f an industry may not present an adequate precaution to prevent foreseeable
r i s k s . I n Britain and Ireland there has been little litigation concerning a defective design
of products, but the cases that have been tried under negligence principles would indicate
that a heavy burden is placed on the manufacturer.
Courts require a high standard o f care in the design ofpharmaceuticals

While courts have permitted" the state o f the art defence”, they have also held
manufacturers to "a very high standard o f scientific and technical k n o w l e d g e " . T h i s is
discussed more fully in the Development Risk Defence, Chapter 6. Commentators have
suggested that this standard o f care is akin to strict liability.

"In the case o f unforeseen and unintended failures o f both manufacture and
design, the courts have imposed a standard o f care on products so onerous
as to suggest that for many cases, the introduction o f the scheme o f no fault
1

liability will not give rise to a fundamental change".

(A scheme o f no

fault liability is sometimes seen as an alternate to strict liability)

See O'Flaherty J. Best v. W ellcom e Foundation

[1993] 3 l.R. 479.
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They would have had the assistance o f res ipsa loquitur and in addition they would not
have had to point an exact finger at the design, testing and production o f the product to
prove n e g l i g e n c e . I t can be difficult for the plaintiff to show that the m anufacturer did
not use reasonable care in the production and the testing o f the drug. It is difficult to assess
if the m anufacturers o f thalidom ide could have been liable for defective drug design.
Estimation o f D esign D efect o f M edicinal Products
The estim ation o f a design defect in phannaceutical products is a complex procedure. (As
explained in the Chapter 5). The polycentric nature o f drug design and developm ent is due
to the fact that a drug m odifies the physiological actions o f the body. W hereas it m ay be
intended to affect only one organ o f the body, it can have unintended effects on other
parts. U sually the main function o f drug developm ent is to produce a com pound that will
optim ise its use in the treatm ent and prevention o f disease. Until recently drug research
was largely em pirical in nature. However, in the past two decades there have been several
changes in the drug discovery process. Due to the increased use o f m olecular biology, a
greater know ledge o f the relationship betw een certain m olecular structures and drug
receptors in the body has been established. The m olecular chem ist tries to m anipulate the
new chem ical entity with the aim o f m axim ising potency and selectivity, and when
successfijl this results in one or more lead compounds being suitable for testing.

1 "^0

These

com pounds are tested for toxicity and if toxicity is found, quesfions such as w hether it is
dose related and reversible are asked. If this is not the case then the product cannot be used
in humans. Furtherm ore, tests are conducted to assess, w hether the occurrence o f toxicity
will be easy to detect in any subsequent clinical trials. If the inform ation derived from this
study gives a good clinical indicafion o f use and a low risk/benefit rafio, the product is
tested on hum ans using the various phases o f a clinical trial.
Classes o f chemical products will exhibit certain side effects. The purpose o f
research is to see if newly discovered compounds will produce sim ilar side effects. In the
case o f a new drug that m ight be a “look-alike” in chem ical structure to the drug
thalidom ide, a m anufacturer would be negligent if animal tetragenic studies w ere not
undertaken to discover w hether the drug could affect the unborn child. For the

See G rant v. Australian Knitting Mills Ltd [1935] A.C. 85, 101.
See Von Boxtel C.J. Santoso B, Edwards I R Drug Benefits and Risks John Wiley and Sons Ltd 2001 page 95
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manufacturer the question is "what incidence o f an adverse effect is it reasonable to try
and detect”?'^' This is a difficult standard to arrive at. A manufacturer has to detect a risk
that may be statistically negligible but significant in severity. It is not possible to test the
drug on a sufficient number o f animals or humans to give the study statistical relevance. It
has been suggested: "No programme o f testing that is feasible, commercially or
practically, will enable a manufacturer to say that he has isolated all possible risks. The
real test is widespread m a r k e t i n g . " T h i s is because the "hazards o f a new drug are more
likely to be discovered when it is used extensively in the clinical practice, rather than
under the artificial circumstances o f a clinical trial".
Notwithstanding the fact that the discovery o f some side effects may present
difficulties, courts have imposed liability on drug manufacturers for a failure to discover
design defects that have caused injury.’^'* If a product does have a design defect, an action
will be successful only if the court considers the design defect to be reasonably
foreseeable. The court will examine both the pre-clinical studies and clinical trial evidence
together with current scientific knowledge to discover whether reasonable steps were taken
to research the quality o f the medicinal product. There is a limit under negligence
principles to liability for a design defect. If a manufacturer does everything that is
reasonably expected o f him, then liability will not be imposed if he fails to discover the
existence o f defect. There may be a situation where a drug is shown to have both
beneficial and detrimental effects on the health o f the patient. What criteria should be used
to assess the safety o f this product? Under negligence principles, risk/benefit analysis is
used to assess the safety o f a product.
Risk Benefit Analysis
For most design cases, a simple inquiry into what causes the damage will result in a
finding o f defectiveness, but in borderline cases it is necessary to analyse more extensively
the factors that make the product defective. One o f the methods used by the court is to
apply risk/benefit analysis. Though seldom explicitly recognised by the court, it has been

See Product Liability -M edicinal Products Dodds - Smith 1 & Spencer M Chap 18 Powers M Harris N M edical
N egligence 1990 Butterworths.
Ibid. p.383.
S ee Professor A. W. Asher paper entitled "Development in Risk A ssessm ent and Management" paper presented at a
conference on Risk in M edicine 28 to 29 April 1988 London.
See Bnichu v. O rtho P harm aceuticals C orporation 642 F 2d 652 1 st Cir.
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implied in a number o f c a s e s . T h i s approach can be seen in Morris v. West Hartlepool
Steam Navigation

where Lord Reid stated:

"In considering whether some precaution should be taken against a
foreseeable risk, to weigh, on the one hand, the magnitude o f the risk, the
likelihood o f an accident happening and the possible seriousness o f the
consequences if an accident does happen and on the other hand, the
difficulty and

expense

and

any other disadvantage o f taking the

precaution".

As stated in the chapter 5 Strict Liability II, a study o f risk /benefit analysis is relevant
because it is one o f the methods used by licensing authorities in sanctioning the marketing
o f medicinal products. 138 As has been seen in the strict liability chapter, American courts
have in certain jurisdictions been willing to utilise this analytical tool in determining
defectiveness under the regime o f strict liability.
Design defect analysis o f m edicinal products

“Design defect determinations (of medicinal products) involve a broad
utility calculus that measures whether, in the aggregate, the inherent risks of
a medicafion exceeds its potenfial benefits".

The law requires the manufacturer under negligence principles to assess "the degree o f risk
which will eventually benefit society as a w h o l e . T h e r e are risks associated with the
use of medication and a balance must be struck between the benefit and the risks

See Clarke A, Product Liability (1989, p.27. Sw eet & M axwell),
‘^^[1956] A.C. 552.
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associated with the use o f the product. The assessment o f reasonable risk o f a drug must
depend upon the value judgments o f experts.
Using risk benefit analysis, it is difficult to establish an absolute scale on which
determinations can be made.'"*' On the benefit side, consideration must be given to the
numbers o f patients whose medical conditions improve through the use o f the product.
Against this must be weighed the pain, suffering and discomfort that the drug produces.
In using risk benefit analysis, this means weighing up the various risks and benefits
presented by a drug. It has been said that this is an imprecise art:

"How does one weigh a slightly increased risk o f mortality against an easing
o f crippling arthritic pain? How is it possible to ensure that there is adequate
evidence on the adverse reactions and efficacy o f the product to reach an
informed judgement or enable the patient to give informed consent? Is it
possible or even desirable to establish a specific formula, for example, for
nonsteroidal anti-inflammatory drug the postulates that a mortality rate is‘
acceptable’ at, below 1 in 20,000 patients?”

Newdick correctly states:

“ There is no objective yardstick against which the relative safety o f a drug
can be measured. Drug companies, the licensing authority, doctors and
patients all have to make judgements on the basis o f different considerations
as to whether the risks presented by a product are justified by its overall
benefits."

As was the case with the Learned Hand test, there is a difficulty in quantifying and
comparing risks and benefits. These can involve intangible values such as pleasure and
pain and when courts attempt to evaluate these factors in their estimation o f damages they
inevitably make a value judgment with subjective overtones. In strict liability the product

Ibid. at p.405,406.
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is the focus o f risk benefit analysis; in negligence, it is the conduct o f the m anufacturer
that is analysed though this m ay be a semantic notion.

Comparison As a Method of Design Defect Analysis

In the exam ination o f the m anufacturer’s conduct the court exam ines w hether risks were
reasonably foreseeable at the time o f m arketing o f the product. This is achieved by an
exam ination o f the m edicine’s risks and benefits. W here it is difficult to estimate the
risk/benefit o f a drug, it m ay be useful to com pare it with a drug o f a sim ilar c l a s s . I n
Organon Laboratories v. the D epartm ent o f H ealth and Social Security,^'^^ the licensing
authority attempted to estim ate the risks associated with the use o f an antidepressant drug
called M ianserin HCL. The Court o f Appeal dealt with the question o f whether a licensing
authority could legitim ately com pare a product to other drugs used for a similar purpose.
M ustill L.J. noted:

"There remains the question w hether the licensing authority is entitled to
pay regard to the risks associated with the use o f other drugs intended for
the same purpose. I believe the answ er to be plain. Even when there is only
one drug, nam ely the one which is the subject o f the application o f the
license, the licensing authority is im plicitly required to perform two risk
benefit analyses concerned respectively with the use o f the drug and the use
o f no drug; the decision on w hether to license will then involve a
com parison between the results o f these analyses".

U nlike other consum er products, which can be redesigned, a new phannaceutical design
m ay produce a drug with a different therapeutic profile and side effects. These products
rarely have a feasible design alternative and a direct com parison with other products can
be difficult to find in order to conduct a com parison under risk/benefit analysis. This can
be seen in a com pound containing a num ber o f different constituents in which it m ight be
difficult to pinpoint exacdy which constituent was incorrectly designed.
144 o
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Courts and Defectively Designed Medicinal Products
Nevertheless courts have been willing to venture into the troubled waters o f design defect
litigation. Bruchu v. Ortho Pharmaceuticals Corporation^^^ is one o f the few negligence
cases in which a design defect was an issue. This case involved a woman who took the
defendant’s contraceptive pill and then suffered a stroke. The product was Ortho- Novum
2 containing 200 micrograms o f oestrogen. The company also marketed the same product
in the four different strengths 50 micrograms, 60 micrograms 80 micrograms and 100
micrograms respectively. The court found the higher dose, which had been prescribed by
her doctor to prevent break-through bleeding conferred no additional benefit weighed
against its greater risk. The producer o f the product was found liable for a defectively
designed oral contraceptive on the basis o f risk benefit analysis. The issues in the Bruchu
case were easy to identity but in most cases, an absolute standard o f safety is hard to
establish. This has been recognised by the judiciary and Mustill L.J., in Organon
Laboratories Ltd v. the Department o f Health and Social Security laid down general
guidelines for the application of risk benefit analysis in the design defect litigation of
medicinal products.

"Very few drugs are entirely fi'ee fi’om the risk o f inducing adverse side-effects in some
patients. The question must always be whether the degree o f risk is sufficiently low to be
acceptable and this cannot be addressed without an appreciation o f the benefits to be
gained from the taking o f a risk o f that d e g r e e " . M u s t i l l L.J.’s comments should be
viewed in the context of factors that would be used in the licensing o f a medicinal product
by a regulatory authority. However, it does give an indication o f the general approach o f
risk benefit analysis for detemiining the defectiveness o f a medicinal product. It should be
noted that Mustill L.J.’s comments were made not in a design defect case but in a judicial
review o f a regulatory authority decision. Jane Stapleton states that where the courts are
unwilling to decide cases on design issues, they tend to base their decisions on other
issues.

' ‘*’ 6 4 2 f 2 d 652 1st Cir.
' ‘‘* [I9 9 0 ]2 C .M .L .R . 49, 78.
See Organon Laboratories Ltd v. D //SS [1990] 2 C.M.L.R. 49, 78.
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"This willingness appears to be a feature o f cases involving injuries caused
by defective products in which negligent design is alleged. Courts tend to
decide such cases on the issue o f the failure to control or warn against the
hazard rather than that o f the negligent creation o f the hazard.” '^®
Are courts unsuited to judge design issues of medicinal products?
The problem o f courts attempting to adjudicate on design cases has been recognised by
some commentators.'^' In an important article in 1973 Henderson argued that the
conscious

design

choices

of

manufacturers

pose

"polycentric

issues

for

adjudication".'^^Henderson’s main contention is that, courts are inherently unsuited to
judge manufacturer’s design choices. Stapleton also argues that the judiciary lacks the
necessary scientific competence to assess such f a c t o r s . J u d g e s in their examination of
the polycentric factors o f design defect do so in a step-by-step approach reducing the
technical issues to more manageable levels. Fearing inconsistency in their decisions and
lack o f competence to adjudicate, judges in most cases then decide these cases on other
grounds. This can be seen in the case o f Williams v. Trim Rock Quarries

The

manufacturers o f a new type o f drilling machine were held liable for the death o f an
employee caused by the toppling o f the machine over the edge o f a quarry. The court
decided the matter as one o f insufficient instructions. Lord Denning took a bolder
approach and examined the suitability o f the machine’s design and the manufacturer’s
testing s y s t e m . I n adopting this approach, Lord Denning was the exception; the majority
o f the judges avoided both the difficulties associated with the issue o f the proof o f design
cases, and the implication o f a decision, which would certainly involve the recall o f the
entire line o f production. By declaring a product to have a design defect, the courts would
be technically determining a question o f fact, which they might not have the capacity to

S ee Stapleton J, Compensating Victim s o f D iseases (1985) 5 O xford Journal o f L egal Studies 248, 253.
See Henderson J, Judicial Review o f Manufacturers C onscious Design Choices. The Limits o f Adjudication. (1973)
C olom bia L aw R eview 1531.
^^^-Ibid

See Stapleton J. Product Liability (1990, p.305, Butterworths).
‘^'*[1965] 109 Sol J. 454.

'^^I bid
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determine. However, the parties to the dispute could use expert evidence, which would be
o f some assistance to them and the court in the establishment o f a standard o f care.
As argued in chapter 5, a method o f establishing safety standards may lie in
utilising regulatory standards, bodies as such as the Irish Medicines Board, European
Medicines Agency and the Food and Dugs Administration. These bodies provide a wealth
o f information, which courts can use to establish whether a product has been defectively
designed. The pharmaceutical industry is unique in this respect, for running parallel with
its own standards, is a substantial system o f regulation. A court in assessing design
defectiveness should take account o f the extensive research completed by such
organisations in ensuring that the potential benefits o f a medicinal product outweigh its
associated risks.
Courts in America have held that the licensing o f a drug by the FDA means
"generally a drug is safe when the expected therapeutic gain justifies the risk entailed by
its use".

1 SR

Despite this extensive regulation, pharmaceuticals are also regulated by

common-law doctrine. In this dual system judges, in making their evaluation o f
defectiveness, should be willing to rely on the superior expertise o f the regulatory
authorities in determining defectiveness.
In the Best Case, Chief Justice Findlay said that where a manufacturer was relying
on safety regulations as a defence then the court should regard such regulations as a
minimum and not as a maximum requirement.’^^ If the court accepts compliance with
regulations made by the regulatory authority, as prima facie evidence o f a minimum
standard o f defectiveness, then what the court must decide is what extra precautions the
manufacturer should have undertaken to prevent the injury. This is the correct approach
because no injured person should go without compensation, because the manufacturer had
merely complied with statutory requirements.
However, compliance with the statutory regulation is a full defence under the
Liability for Defective Products Act 1991.'^^ This Act states that the producer shall not be
The Reference to a particular industry standard can assist the court in its determination o f defectiveness See Priest G,
Insurance in Crisis in Product Liability Yale Law Journal vol.97 p353. However, since the thalidom ide tragedy this may
not be sufficient for an industry such as the phannaceutical industry
See United States v. Rutherford 442 US 544.
'^^Ibid

Best

V.

Wellcome Foundation Lim ited [ 1993] 3 I.R. 421.

See Liability for Defective Products Act 1991 section 6 (d).

306

liable if he proves that the defect concerned is due to com pliance by the product with any
requirem ent im posed by or under any enactm ent or any requirem ent o f the law o f the
European Com m unities.
In the case o f an authority m aking an incorrect decision, judicial review o f the
decision could ascertain w hether proper procedures had been used in the licensing o f a
medicinal product.'^’ U nder negligence, design litigation can cause problem s for the
judiciary and m any judges lack the necessary skills to adjudicate scientific issues involved
in these cases. In eschew ing design issues, judges usually decide design defect cases on a
failure to warn basis, w hich dem onstrates an uncertainty in deciding design defect cases on
b ehalf o f the judiciary.
In A merica, due to the difficulty o f applying the consum er expectation test, and in
some cases a risk benefit test, in detennining design defectiveness o f medicinal products
"a failure to warn theory, rather than a design defect theory, is alm ost universally applied
in prescription drug c a s e s " . T o decide a design defect or a failure to warn omission, the
reasonable foreseeable test is used. This has resulted in an expansion o f liability. Courts in
Ireland and Britain have recently started to restrict the reasonable foreseeability test by
introducing ju st

and

reasonable

criteria.

This

additional

factor

in

ascertaining

foreseeability is now considered.

The Reasonable Foreseeability Test has to be “just and reasonable”, a necessary
boundary?
Previously the test used by Lord W ilberforce in A n n 's v. M erton London Borough
Council'^^ stated that foreseeability alone was a sufficient criterion to establish liability.
The im position o f the criterion o f “ju st and reasonable" in determ ining the scope o f
liability, m eans that the law o f tort rem ains fluid. This assists the courts "to extend its
scope when faced with new situations or to contract its scope when it is seen to lead to
i n j u s t i c e " . I n the design o f a product there is an element o f foreseeability that must
involve a prediction o f the consequences o f a design defect. The inclusion o f equitable

See Scotia P h a n n a ce u tic als v. the N ational D rugs B oard et al, unreported High C ourt, Barron J., 30 June 1995.
See Pearl S P rinciples o f C ivil L iability for M anufacturers and S uppliers ch ap ter in M edicines, M edical D evices and
T he Law , e ditor O 'G rady J. (1999, p. 145, G reenw ich M edical M edia Ltd).
V inson D. and Slaughter A, P roducts L iability P hannaceutical D rug C ases (1988 p. 132 S h ep ard ’s /M cG raw -H ill Inc).
[1978] A.C. 728, 751.
See Q uill E, T orts in Ireland (1999, p.24. Gill and M acm illan).
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principles in assessing the scope o f the duty o f care adds a greater degree o f uncertainty to
the identification of design faults in defective products.
Previously Lord Wilberforce in Anns v. Merton London Borough Council, p u t
forward a two stage test for determining the scope o f a duty o f care. This involves starting
with a prima facie assumption that foreseeability alone was a sufficient criterion in
establishing liability. Secondly in establishing this duty o f care the next issue is “whether
any considerations which ought to negative, or to reduce or limit the scope of, the duty or
class o f person to whom it is owed or the damages to which a breach o f it may arise".
This test was approved in Ireland by the Supreme Court in Ward v. McMaster}^^ The
significance o f the use of the test meant that anyone who was at fault could be found to be
in breach o f a duty o f care, "unless that there were policy reasons for finding otherwise".
169

These cases involved the extension o f liability under Donoghue v. Stevenson
principles to local authorities. They also heralded an extension in general liability. In
essence, what had been decided in Anns v. Merton London Borough Council, was an
assumption that anyone who suffers loss is prima facie entitled to compensation from a
person (preferably insured or public authority) whose act or omission can be said to have
caused it. ™
Subsequent decisions in both the House o f Lords and the Privy Council have
reversed this pro plaintiff stance based on the proposition that wherever duty o f care had
been held to exist " considerations o f analogy, policy and fairness and justice” could be
used by the courts. " for extending it to cover new situations”.'^' This can be seen in the
leading speech o f Lord Bridge in Caparo Industries v. Dickman'V^

"What emerges is that, in addition to the foreseeability o f damage,
necessary ingredients in any situation giving rise to a duty o f care are that,

' “ [1978] A.C. 728, 751.
Anns

V.

Merton London Borough Coi/«c;7 [1978] A.C. 728, 751.

[1988] I.R. 337.
169

See Williams and Hepple, The Foundation o f the Law o f Tort (2nd Ed, p. 102, Butterworths).
See Lord Hoffman in Stovin v. Wise [1996] A.C. 949 commenting on the effect o f A nns v. Merton London Borough

Council [\^n] A.C. 728.
See Caparo v. Dickman [1990] 2 A.C. 605.
^^ ^I b i d
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there should exist between the party ow ing the duty o f care and the party to
w hom it is ow ed a relationship characterised by the law as one o f
‘proxim ity’ or ‘neighbourhood’ the situation should be one which the court
considers fair, ju st and reasonable that the law should im pose a duty o f
given scope upon one party for the benefit o f the other".
An Irish Dim ension
In adopting what he term ed "the m ore cautious approach favoured in Caparo v.
Dickman,^^'^ C hief Justice Keane agreed with the approach o f Lord Bridge in his difficulty
with the proper interpretation o f proxim ity or neighbourhood when he said, obiter, dicta:

"That is no reason why courts determ ining w hether a duty o f care arises
should consider them selves obliged to hold that it does in every case where
injury or dam age to property was reasonably foreseeable and within the
notoriously difficult and elusive test o f "proximity" or "neighbourhood" can
be said to have been m et, unless very powerful public policy considerations
dictate otherwise. It seems to me that no injustice w ould be done if in such
circum stances a court was required to take a further step o f considering
w hether in all circumstances it is ju st and reasonable that the law should
im pose a duty o f care on the defendant for the benefit o f the plaintiff."

In Ireland, it m ust be "just and reasonable” for a court to im pose a duty o f care. U nder the
test proposed by Keane C.J., foreseeability m ust be prom inent in any determ ination by a
court in detennining w hether to im pose a duty o f care w ithout defining proxim ity and
neighbourhood concept unless it is deem ed necessary by the court. The courts will in
determ ining a duty o f care ask a num ber o f questions:

"Was the dam age to the plaintiff reasonably foreseeable? W as the
relationship betw een the plaintiff and the defendant proxim ate? (In the case

In the same judgment Lord Bridge believed that the concepts o f proximity or neighbourhood were not capable o f
precise definition. Ibid. p .618.
™ [1990] 2 A.C. 605.
'

See G lencar Exploration C om pany

M ayo County C ouncil [2002] l . L. R. M. 481, 511.
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o f a defective medicinal product the parties are nearly always proximate.) Is
it just and reasonable to impose a duty o f care".'^^

Proximity does not play an important part in product liability litigation, because unlike a
financial duty o f care, the ‘nearness’ o f the parties is not a feature o f medicinal product
litigation. In the Caparo case, a firm o f auditors had incorrectly prepared a set o f accounts
for the shareholders o f the company. Persons other than those shareholders had relied on
these accounts to make an investment in the company. They had suffered financial loss
due to the negligence o f the auditors. The House o f Lords refused to extend rights o f
redress to these non-shareholders because it was not "just, fair and reasonable to do so".
Similarly in Glencar Exploration Co v. Mayo County Council, the Supreme Court refused
to extend a duty o f care owed by the Council to an exploration company to mine in the
County because the licence to mine minerals was community based rather than for the
individual investors benefit. For that reason there was insufficient proximity between the
parties to establish a duty o f care.
Courts use the concept o f care to expand or limit the application o f the negligence
concept. In using the additional criteria o f " fairness and reasonableness”, this will allow
the courts to limit or expand liability purely on policy grounds. The emergence o f the
Caparo approach and its confirmation by the Supreme Court in the Glencar case, means
that in addition to the concept o f foreseeability, considerafion must be given to” fairness
and reasonableness” which “will now play a central role at the cutting edge o f
negligence".'^* In considering these factors, courts will take into account issues o f policy
and any effects which may be generated by an imposifion o f a duty o f care.
There has been a reversal o f fortune for the victim because Lord Wilberforce's test
had been regarded as pro plaintiff. Before the Glencar case, the two stage test promulgated
by Lord Wilberforce had been regarded as the proper test for detemiining whether a court
should impose a duty o f care on the defendant. In Ireland McCarthy J. endorsed this test in
Ward

V.

McMaster}''^ The Chief Justice in attempting to extricate the court from

McCarthy J.’s endorsement o f it in Ward v. McMaster referred to Henchy J.'s contention

See d e n c a r Exploration Pic v. Mayo County Council [2002] 1 I.L.R.M. 481, 511.
178

See Caparo, Under Fire; A Study into the Effects upon the Fire Service o f Liability in Negligence Hartshome J.

Smith N, Everton R 2000 vol.63 Modern Law Review 502, 504.
'^’ [1988] I.R. 337.
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in the same case that the McMaster case could be decided by well-estabHshed principles
without mentioning the two stage test o f Anns v. Merton London Borough Council.
Recognising that the use o f the test had received "powerful dissent in other common law
jurisdictions" he was not willing to let McCarthy J .’s endorsement o iA n n s test stand in the
way o f reform. He preferred to adopt the more cautious policy approach o f the Australian
High Court, which suggested that any expansion o f a duty o f care should be done
incrementally in preference to a massive extension o f a prima facie duty o f care, so that the
ever-increasing scope o f a duty o f care would be now arrested.

180

The Use of "Fair and Reasonable" by the Courts in Restricting Liability
An example o f the application o f the "fair and reasonable" principle is the case o f the
surgeon who failed to complete a vasectomy operation.

181

The father had been told after

the operation that he was no longer fertile, but his wife subsequently became pregnant
giving birth to a healthy child. Though the couple were relying on the surgeon's skill, the
House o f Lords reftjsed to cover the costs o f rearing the healthy child. The leading
judgement o f Lord Steyn, declared that while damages for the actual birth were
recoverable, the cost o f rearing the child was an economic loss and it was not fair, just and
reasonable to burden the National Health Service with the cost o f such a claim. As a matter
o f policy, the court restricted the right o f the victim to obtain proper damages for an
unplanned birth. The case cannot be distinguished on any other ground, because under
normal negligence principles, the surgeon and the Health Authority would be liable if the
principles in Hedley Byrne v. Heller had been applied.

In Germany, after much litigation, parents can sue for the financial loss o f an
unplanned birth, but in France, the birth o f a healthy child is deemed a noncompensatable
harm.'*^ The Court o f Appeal o f Queensland has declined to follow McFarlane's case. In
Melchoir v. Cattanach,

I

the majority held that was nothing inconsistent in welcoming a

healthy child but not the financial burden. In the House o f Lords decision, a factor in

See Brennan J. Sutherland Shire Council v. Hymen (1985) 60 A.L.R.-l 49, 207. Under successive House o f Lords
decisions "the confident advance into new areas in the 1970s and 1980s has been stopped and reversed". See Stanton K.
M. TTie Modem Law o f Tort 1994 p.36 Sweet and Maxwell.
McFarlane v. Tayside Health Board [1999] 4 All E.R. 961.
See W eirT , The Unwanted Hann Cambridge Law Journal vol 59 (2000) p.241.
[2001] Q.C.A. 246.
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refusing the costs o f rearing the child was that the healthy child was a blessing. Holmes J.
did not find "the blessing argument compelling" nor did he "find the public interests
identified in the other cases so compelling that they dictate a conclusion against the
recovery o f economic loss for the plaintiffs".'*'* In relation to the financial burden of
bringing up an unplanned child, it has been said that: "There is something to be said for a
judicial approach that looks only at the question o f the impact o f the unplanned new arrival
on the family's budget".
If a male contraceptive pill were developed, which like vasectomy was nearly
hundred percent effective, and if it failed, would a manufacturer escape the cost o f
bringing up an unplanned child on the basis that such an expense was one o f economic
loss?
In England the McFarlane case indicates that the parents o f the unplanned child are
not able to obtain compensation in relation to that child's cost o f upbringing. In Ireland a
similar situation would pertain if the judgment o f Keane C.J. in Glencar Exploration PLC
V.

p Mayo Co Council, t h a t damages for economic loss were not recoverable, were

applied. However, he did open an avenue for future litigants when he said,

"I would expressly reserve for another occasion the question as to whether
economic loss is recoverable in actions for negligence other than acto n s for
a negligent mis statement".'*’

The case could be distinguished on the basis that in the McFarlane case and other such
cases, the defendant was a public authority and the courts would not burden the taxpayer
with that extra cost. Where a private pharmaceufical company is the defendant, courts in
both Britain and Ireland might not be as reluctant to impose liability on the basis that the
company had profited from the defecfive product.
However, the courts will consider the policy effects o f an extension o f liability. If
an extension o f duty o f care is likely to result in multiple claims against the defendant
leading to bankruptcy, the court may decide against this. This can be seen in the attitude o f

Ibid.
See R adley -G a rd e n e r O W rongful Birth R evisited (2002) vol 118 L a w Q uarterly R ep o rt 11, 15.
‘*^[2002] 1 i.L .R .M .4 8 1 ,5 1 3 .
Ib id
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the courts in some American jurisdictions to excessive liability being imposed on suppliers
o f blood and prescription products. The New Jersey Supreme Court which had imposed
strict liability on manufacturers o f asbestos,
prescription medicinal products in Feldman

188

refused to impose strict liability on
Lederle Laboratories, o n

the public

policy grounds that to apply strict liability to such products might restrict the supply and
development o f these products which were "vital to health".'^® In their attempt to limit the
scope o f the duty o f care, courts may sometimes reflect public or social attitudes.
Restricting the duty of care in future cases: reflecting social attitudes?
Court decisions to restrict liability often reflect social attitudes. The debate over the A n n ’s
case and its subsequent overturning by Caparo has been said to reflect the public political
and academic debate o f the time. The Conservative government under Mrs Thatcher was
ideologically committed to reducing the state’s intervention and promoting individual
responsibility. It has been suggested that at the time in Britain, that the philosophical
thoughts o f Friedrich Hayek a well-known right-wing philosopher and economist whose
thinking was embraced by the Conservative government o f the 1980s, heavily influenced
the House o f Lords in their reduction o f the extension o f liability.'^' Legislation and
Liberty advocated that the common-law had "no purpose or goal beyond that o f
articulating general and abstract rules o f just conduct in accordance with which individuals
can plan and pursue their own particular ends.'^^ Mrs Thatcher and particularly one
adviser. Sir Keith Joseph, (afterwards appointed Secretary o f State for Education)
translated these philosophical thoughts into a belief that the role o f government should be
reduced in people's lives. Conaghan and Mansell believe that it was not only the
government that was influenced by Hayek but also the judiciary. This can be seen in the
following comments:
“It is more than a coincidence that the change in judicial rhetoric in the
1980s echoed the political philosophy o f Hayek. It is, surely, not accidental
that the courts eschewed liability expansion and the (admittedly limited)
concept o f social responsibility which is reflected at a time when the
See Beshada v. Johns Manvelle Products Corporation 447 A 2d 539 (1982).
'*‘’ 97 NJ 429, 479, A 2d 374.

See Conaghan J. & Mansell W The W rongs o f Tort (2nd edition, 1999, p.21 Pluto Press. Hayek in Law),
See Hayek (1982) vol. I pp.94-123.
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government o f the day was ideologically committed to reducing the state
and promoting individual responsibility"

In Ireland, there has been a reaction by the public to increasing duties o f care being
imposed on an ever-growing number o f persons. This has caused increased insurance
premiums which many enterprises and persons are not able to afford. Ireland is a litigious
country and the Supreme Court's embrace o f Caparo's "just and reasonable" principles
may be used to restrict future duties o f care in certain categories o f accidents. There is no
evidence that the Irish Supreme Court has been influenced by right-wing philosophy but it
may also reflect a public perception that a halt has to be placed on the “compo culture”
that has recently developed in Ireland.

Negligence or Strict Liability?

No thesis on the Issues o f Medicinal Product Defect Litigation would be complete without
considering the major debate in product liability o f "whether product liability should be
based on negligence or strict liability (query how strict)."'^'*
In chapter 3 on The Morality o f the Introduction o f Strict Liability, it was
concluded that it was not ethical to impose strict liability on manufacturers for defects that
they were unaware o f From a moral point o f view, negligence would be a preferred
option. Using both the theories o f enterprise liability and economic analysis o f law, it was
shown that strict liability was a more efficient choice. However, some advocates o f the
economic analysis o f law, notably Posner, believe that negligence is as efficient as strict
lia b ility .T h e r e f o re negligence has considerable support among some members o f the
judiciary on both moral and economic grounds. In determining the defectiveness o f
medicinal products, the judiciary apply the standard formula o f the consumer expectation
test under strict liability and the reasonable manufacturer test under negligence principles.
These involve a value judgment by the judge trying the case. It was noted, previously in
this chapter that, in determining a duty o f care owed by a manufacturer to the ultimate
See The W rongs o f Tort (1999, p.20, Pluto Press).
See Howells G The Law o f Product Liability (2000 p.20, Butterworths).
195

See Landes W. and Posner R TTie Economic Structure o f Tort Law (1992, p.87. Harvard University Press Cambridge

Mass).
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consumer, the judiciary’s lack o f objectivity has led to confusion as to which standard
should be applied. In Chapter 5, it was demonstrated that; “The consumer expectation test
reflects each court’s own subjective assessment o f what safety a consumer expects from a
product”.
Therefore, which test has a greater objective content? Professor Kayser
demonstrated that the consumer expectation test has a cognitive and a psychological basis.
In contrast the estimation o f a duty of care has a more concrete basis, for one is estimating
whether the manufacturer fell below a standard o f care when compared with
manufacturers o f similar products. Even allowing for a considerable subjective element in
any evaluation o f a manufacturer’s duty o f care, the failure o f a manufacturer to conduct
tests or to design a product is more easily estimated than the more psychologically
oriented consumer expectation test.
Mr Justice Burton used an intuitive approach in detennining the safety
expectations o f consumers with regard to hepatitis-infected blood by holding that patients
who received blood transfusions would expect them to be free from diseases such as
Hepatitis C. In fact, as already stated in the conclusions o f Strict Liability II, Chapter 5,
negligence would have provided legal redress for the injured by making both the National
Blood Authority liable for not adequately labelling the transfusion products and the
physicians for not informing the patients o f the random danger o f catching Hepatitis C.
One o f the reasons for the introduction o f strict liability for defective products was
the perceived difficulty of proving that the manufacturer was negligent in the production
and marketing o f his product. The campaign o f the Sunday Times to obtain compensation
for the victims o f thalidomide was one o f the factors that induced the British government
to introduce strict liability for defective products. In an editorial on the thalidomide
disaster in the Sunday Times, n e g l i g e n c e was criticised "as being costly, cumbersome
and onerous for the individual".
In this section, this aspect will be examined to ascertain whether the evidential
requirements o f strict liability are less costly and onerous than negligence. In relation to
proving that a manufacturer failed to take reasonable care Shanti Williamson observes
that:
1

See Stoppa A. Defectiveness in the Consumer Protection Act 1987 (1988) Legal Studies 210, 217.
Sunday Times 27th o f June 1976.
P.15.
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"The burden o f proving that the manufacturer failed to take reasonable care
in the design and manufacture and marketing o f the medicinal product is
substantial especially in the light o f the requirement that the harm must be
foreseeable".'^^

Ferguson is correct when

she suggests that it can be very difficult in the secrecy o f the

licensing and marketing

o f drugs to prove that certain drugs have not been tested

adequately.^*^® In Britain since 1996, what has been termed by the Scotsman Newspaper to
be "the side-effects o f s e c r e c y " , h a s been ameliorated because the public will now be
able to ask a pharmaceutical company for a summary o f data which it supplied to the
licensing authority. This

will include information on side effects and details o f the

scientific basis on which the approval for the medicine was sought.

If a plaintiff wishes

to prove that a manufacturer has failed in its duty o f care in its testing procedures or in a
failure to warn he will need the assistance o f experts. Under the consumer expectation test,
he will also need experts to demonstrate to the court that the consumer expectation of
safety is legitimate. Therefore one set o f experts may be replaced by another set, which
may be just as expensive.
As will be demonstrated in Chapter 8 on Causation, the greatest hurdle facing an
injured party in medicinal product defect litigation is to prove that the product in question,
and not some other factor, actually caused the injury. The requirement to prove causation
is a requisite for both negligence and strict liability regimes under the Liability for
Defective Products Act 1991 (section 4). Therefore the cost o f proving that the medicinal
product caused the injury is similar. In answer to the question whether the proof o f
negligence is onerous and too costly in comparison, it could be argued that the position of
the plaintiff has not been significantly improved. However, if the courts deem
defectiveness to be a failure to meet legitimate expectations o f safety without taking ‘other
circumstances’ into account, such as risk / benefit analysis in the determination o f
See W illiam son S, Strict L iability o f the M edicinal Products: Prospects fo r Success (2002) M edical L a w International
vol.5 p .2 8 1 ,2 8 3 .
^00

■■ F erguson P. D rug Injuries and the Pursuit o f C om pensation (1996, p .59, Sw eet and M axw ell).
The Scotsm an, 3 O ctober 1991.
Pham iaceutical Industry T akes A ction to O ffer Patients M ore In fo n n atio n on M edicines (T he A ssociation o f British
P harm aceutical Industries press release O ctober 30, 1995).
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medicinal product defects, then strict liability will have advantages over negligence for the
plaintiff.
Two French cases indicate that this may be the trend for non-medicinal product
defects. The Court o f Appeal o f Toulouse, in the case o f a car accident allegedly caused by
defective tyres, relied on the simple fact that the tyre exploded to prove defectiveness.
This was sufficient to prove defectiveness without identifying the precise cause. Similarly,
the Tribunal de G rande Instance in A ix -e n - Provence im posed liability when a glass
window in a fireplace exploded without having to determ ine the exact cause.^'’^ These
cases dem onstrate that judges do not have to justify their decision as they have to under
negligence principles, but can rely on the m ore simple formula o f the consum er
expectation test. However, w hether this will becom e the norm in the rest o f Europe
remains in doubt. G eraint Howells believes that the United Kingdom courts would not
adopt such an approach. He instances the case o f Richardson v. LR C Products Ltd.,^^‘^
where a condom broke during sexual intercourse. It was not simply enough to know that
the condom s can rip; people should know that condom s are not 100% safe. The French
position in relation to causation is favourable to the injured plaintiff; it is likely that Irish
courts will not follow the French approach. Instead they will attempt to follow their British
colleagues and require a m ore extensive p ro o f o f the cause o f accidents under negligence
principles and sim ilarly under the Product Liability Directive. In any discussion o f
whether product liability law should be based on negligence or strict liability, a factor that
should be exam ined is whether negligence, which is a creation o f the judiciary, is m ore
flexible and fair then statute originated strict liability.
Are Judicially Created Negligence Principles M ore Flexible Than Statute Originated
Strict liabilities?
There is considerable discussion about the difference between the political processes o f
law m aking and judicial p r o c e s s e s . I n a product liability context, this is the difference
between the statute originated strict liability as seen in the Liability o f the Defective
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Products Act 1991 and negligence principles created by the judiciary. In this section, it is
proposed to exam ine whether the common law inspired negligence is superior (in its
flexibility) to strict liability under statute. In comparison to the com mon law w here the
boundaries are set by the judiciary, M r Justice Kirby has suggested that "the setting o f
such bounds by a legislature can be arbitrary and dogmatic" K irby J. in Cattanach
v.M elchoir^^^ Cane states that Parliament can be motivated:

“By political considerations and influenced by public opinion and the
m edia to push social and economic objectives that m ay be inconsistent with
established com mon law rules and principles. Because the com m on law is
based on reason and logic, legislative departures from it are likely to be
arbitrary".

The com mon law tradition is built on individual dispute resolution o f cases and reflects
m ore accurately real-life situations. Because o f this basis the judiciary can m ould the law
so that a fair and ju st result can be achieved for all parties. As was dem onstrated in the
Sale o f Goods M odel, the definition o f m erchantability had to fit all categories o f goods
and thus was hard to apply to some categories o f medicinal product defects. Similarly,
under the Liability for Defective Products Act 1991, the consum er expectation test was
shown in Strict Liability II not to be as effective as was thought for m edicinal product
defects. In determ ining the defectiveness o f medicinal products the statutory definitions o f
both these acts were shown to lack o f flexibility. In contrast, American experience has
shown that negligence, which is a creation o f judicial activism, can accom m odate more
readily design defects and failure to warn cases. Certain European cases such as the
A bouzaid case and A. v. The N ational Blood Authority indicates a lack o f flexibility in
determ ining defectiveness o f a medicinal product. In the blood defects case, M r Justice
Burton agreed with the plaintiffs that the relevant test related to the legitim ate expectation
o f the public to the safety or not o f the product in question. Ignoring w hat he regarded as
extraneous factors in determ ining the defectiveness o f blood under the Product Liability
Directive he observed that:

[2003] H.C.A. 38, 137.
See Cane P. Taking Disagreement Seriously: Legislatures and o f the Refomi o f Tort Law O xford Journal o f Legal
Studies Vol. 25, No3 2005 393, 396.
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" I don't consider that the legitim ate expectation o f the public at large is that
legitim ately expectable tests will have been carried out or precautions
adopted. Their legitimate expectation is to the safeness o f the product (or
not).”“ *

The arbitrary conclusion that a product is safe or not safe depending on the legitimate
expectations o f the public as determined by a court resulted from M r Justice Burton’s
refusal to countenance any reference to negligence principles. He based his refiasal on one
o f the aims o f the Product Liability Directive which attempted to render:

"Compensation o f the injured consum er easier, by rem oving the concept o f
negligence as an element o f liability and thus o f the p roof o f liability".

Thus under the Product Liability Directive a judge trying a product liability case would be
precluded from using the considerable jurisprudence that has been built up over the years
using negligence principles o f law. This thesis proposes that the judge was incorrect to
exclude negligence principles because risk benefit analysis provides the only effective
method o f determ ining defectiveness o f m edicinal products; the fact that the judge felt it
obliged not to use negligence dem onstrates the arbitrary nature o f legislative lawmaking.
It is doubtful that the judiciary would have picked the consum er expectation test as
a means o f detennining defectiveness under strict liability. They would have been
cognisant o f the difficulties in applying this test arising from the judgm ents and writings o f
their Am erican colleagues. A nother factor that m ight have influenced their hypothetical
rejecfion w ould have been the lack o f flexibility o f the test against negligence. They would
have looked across the A tlantic and noted the dem ise o f strict liability in the determ ination
o f design defects and failure to warn om issions with the introduction o f the Third
Restatem ent on Torts. The judges would have noted that when it cam e to determ ining
failure to warn cases in America that there was little difference between negligence and
strict liability.

S e e /I. an d others v. The N ational B lood A uthority [ i m ] ? ) All E.R. 289, 355.
Ibid. para. 14.
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Failure to Warn Theories in Negligence and Strict Liability -- A Semantic
Distinction?
Failures to warn cases are very important in medicinal product design defect litigation.
The consum er expectation test is difficult to apply to design defects and because it is an
easier option, courts tend to try these cases as failure to warn omissions. Similarly, under
negligence principles, courts avoid design defect cases and adopt in favour a failure to
warn approach. In some cases, the courts find it difficult to apply risk benefit analysis to
medicinal product design defects due to the absence o f inform ation concerning the risks
and benefits o f a particular medicinal product.

^ 10

In strict liability as opposed to negligence, the reasonableness o f the manufacturer's
failure to warn is immaterial. A reasonably prudent m anufacturer m ight deem a specific
risk did not need a warning. U nder such conditions as these the Californian Supreme Court
said \n Anderson v. Owens- Corning Fibreglass Corporation:

"Such a m anufacturer m ay escape liability under negligence principles. In
contrast under strict liability principles the m anufacturer is liable if they
failed to give w arnings o f dangers that were known to the scientific
com m unity at the tim e it manufactured or distributed the product".
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In absolute strict liability, the standard o f scientific and m edical knowledge is not available
as a defence and therefore there is no know ledge requirem ent for this type o f strict liability
claim. This position was adopted by the New Jersey Suprem e Court in Beshada v. Johns M anville Corporation,
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which involved a series o f claims presented by a M r Beshada

who suffered injury as a result o f exposure to asbestos. In essence it required the
manufacturers to warn o f dangers that were unknow able at the dm e they began marketing
the product. The court differentiated between strict liability and negligence in terms o f
culpability by stating, "in strict liability cases culpability is irrelevant, the product being
unsafe". They continued:
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See Vinson D and Slaughter A Products Liability Phannaceutical Drug Cases (1988, p. 132, Shepard's McGraw Hill).
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"W hen the defendants argue that it is unreasonable to im pose a duty on
them to warn o f the unknowable, they m isconstrue both the purpose and
effect o f strict liability. By im posing strict liability, we are not requiring
defendants to have to do som ething that is im possible. In this sense the
phrase ‘duty to w arn’ is misleading. It implies negligence concepts with the
defendant’s focus on the reasonableness o f the defendant’s behaviour.
However, a m ajor concern o f strict liability ignored by the defendants is the
conclusion that the product was in fact defective, the distributors o f the
product should com pensate its victim for the m isfortune that it inflicted
upon them"

This case represents the pinnacle o f the application o f strict liability theory in a failure to
warn case. For a period o f time in the state o f New Jersey a m anufacturer could becom e
liable for failing to warn o f the danger o f which they were unaware. It was this fact that led
to an outcry from m anufacturers, academics and the judiciary.
It was the side effect o f an antibiotic drug, Tetracycline, that caused the New
Jersey Supreme Court to restrict Beshada to the facts as stated in the case and to reinstate
negligence principles in a failure to warn case.^'^ The case involved a child who suffered a
grey discoloration o f the teeth resulting from the use o f the antibiotic. The court returned
to the negligence concepts o f available know ledge and constructive knowledge. The
m anufacturer w ould not be liable for failure to warn o f risks, w hich were scientifically and
m edically unknown or unknow able at the time o f manufacture.

' y\f.

However, the court recognising they had infijsed negligence principles into a strict
liability concept m ade the defendant m anufacturer bear the burden o f p ro o f that the
inform ation was not readily available or obtainable and that it lacked actual and
constructive know ledge o f the defect.^
A reason for the court not im posing absolute liability on a pharmaceutical
manufacturer, unlike an asbestos manufacturer, was one o f policy. The argum ent was

j4

See Henderson J. and Twerski A. The Doctrinal Collapse in Product Liability: The Empty Shell o f Failure to Warn
(1990) 65 N ew York U niversity L aw R eview 265,273-275.
Feldm an v. L ederle L aboratories 189 N.J. Super 424„ 460 A 2d 203 App Div. (1983).
Ibid., p.386.
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made by the court that drugs were vital to heaUh and the effect o f making the
pharmaceutical industry bear the burden o f liability for unknown defects might result in
the stifling o f pharmaceutical innovation.
One o f the reasons why the majority o f courts in America see little difference
between strict liability and negligence in failure to warn cases o f medicinal products is
encapsulated in this statement by Vinson and Slaughter:

"Because o f the high standard to which a drug manufacturer is held even
under a negligence theory, the distinction between these two theories is
more semantic than real in a drug products liability case. This becomes
apparent when the theoretical differences between the two theories are
analysed.
One important distinction between negligence and strict liability
theory is in the treatment o f evidence o f industry customs and o f evidence
o f the state o f art at the time o f manufacture or distribution o f a product.^'*

Instead of adopting industry custom as a means o f determining whether the warning was
adequate, the reasonableness o f a drug company’s conduct is judged by reference

"To what was known or reasonably scientifically should have been known
at the time the manufacturer or distribution."

71 R

:

"It has been an open secret for many years the courts have been purporting
to apply ‘strict’ liability doctrine to design and warning cases while in fact
applying principles that look remarkably like negligence. "2 19

This has been recognised in the Third Restatement on Torts where negligence is now the
means o f determining design and failure to warn defects.
Since the introduction in Europe o f the Product Liability Directive, a medicinal
product can be deemed to be unsafe because o f inadequate warnings. Unlike America, in

Ibid. p. 154.
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See Owen D, Defectiveness Restated: Exploding the "Strict" Liability Myth (1996) vol.3 University O f Illinois Law
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Europe "strict liability seem s to be a variant o f negligence, since it is difficult to assess this
kind o f product defect without an analysis o f the reasonableness o f various risks".^^®
Stoppa observes:

"The duty to provide any w arnings will still be affirm ed in keeping with the
judicial guidelines developed under the law o f negligence. Consequently,
traditional concepts o f reasonableness and foreseeability will be relied upon
by the court in evaluating the adequacy o f a w arning with respect to issues
such as the need for a warning, its effectiveness, who should be the recipient
o f the warning, to what extent account should be taken o f possible misuses,
etc, while the m anufacturer’s behaviour will be tested against the standard
o f investigation and know ledge o f an expert on the field.

In the Abouzaid case, the Court o f Appeal deem ed foreseeability not to be a factor to be
considered in determ ining defectiveness under the consum er expectation test. It is hard to
see how failure to warn cases can be considered without determ ining w hether the injury
was foreseeable because o f the absence o f a proper and adequate warning. Christopher
Newdick correctly states:

"Ultimately the need for w arnings is very largely a m atter for judicial
intuition about which is not possible to be precise. In a scheme o f strict
liability that may be a tem ptation to lean more in favour o f the user than
under the law o f negligence, but it is likely that the principles o f law long
accepted by the latter w ould continue to be the basis for decision-making".
222

The issue o f whether the application o f strict liability to medicinal product defects was in
essence different to negligence was raised previously. N ew dick's prophetic com m ents in
his article The Future o f N egligence in P roduct Liability are well founded because already
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in the United Kingdom the process o f favouring the plaintiff has occurred. In both the
Abouzaid case and at the blood defects case, the court felt that one o f the main aims o f the
product liability directive was to facilitate the injured obtaining compensation. For that
reason the rights o f the consumer were dominant.
One suspects that for a period o f time, as occurred in America, courts in Europe,
particularly in failure to warn medicinal product cases, will continue to use negligence
principles in determining strict liability cases. It is shown in chapter 6 on the Development
Risk Defence, that Advocate General Tesauro was willing to countenance reasonableness
in relation to the accessibility o f scientific information. The European court, may find with
time, as American courts did, that to achieve a correct balance between the consumer and
the manufacturer negligence will remain a leading factor in determining failure to warn
cases. It is in the field o f post marketing defects that negligence plays a significant part in
medicinal product litigation.
Post Marketing Defects
Post-marketing defects have been defined as:

"Post marketing defects concern the failure to warn o f dangers, to recall
products or to take remedial acfion once the danger has been discovered.

If the product was defective when supplied or put into circulation, then the manufacturer
will be liable under the Liability for Defective Products Act 1992.^^“* Medicinal products
do not, in many cases, present serious side effects until some time after they have been put
into circulation. In such circumstances, the provisions o f the Liability for Defective
Products Act 1992 do not apply, because the development risk defence can be used. Then
negligence will be the only avenue o f acfion for the injured plaintiff.
This lacuna in consumer protection has been criticised. When the European
Parliament was considering the directive, moves by that body to impose liability in respect
of post-marketing defects on producers were rejected by the Commission during their
negofiafions with the Parliament.

') ') C

This does not mean that the consumer does not have

See Howells G, The Law O f Product Liability (2000, p. 11, Butterworths).
See section 5(1) (c) o f Liability for Defective Products Act 1992.
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statutory protection for post marketing defects. Under the Directive 65/65 o f 26 January
1965 and the subsequent Directives a licensing authority, such as the Irish Medicines
Board, can enforce changes in warnings and if necessary force the recall o f the drug. The
licensing process means that most medicinal products defects would have been eliminated
prior to the marketing o f the product. Nevertheless for defects that slip through the
regulatory net the Product Liability Directive is not available to the claimant.
Strict Liability and Post Marketing Defects
Before delving into the negligence approach to post marketing defects it is necessary to
inquire whether strict liability as envisaged under the Liability for Defective Products Act
1991 can assist the injured plaintiff. An argument could be put forward that the person
who purchases a product does not expect to be injured by that product in the future. It is a
contention o f this thesis that risk benefit analysis o f medicinal product defects is an
essential component of the consumer expectation test.
Under strict liability:

"the defendant is assumed to know o f the dangerous propensity o f the
product whereas in a negligence case, the plaintiff must prove the defendant
knew or should have known of the danger".

'y'yf.

It could be argued that this imputed knowledge includes any future use. Therefore, a
manufacturer marketing a product with a similar molecular structure to thalidomide would
be expected to warn against its use in pregnancy. A consumer's expectation o f safety for
that product would require such warning. However, that expectation o f safety is to be
judged on when the product was put into circulation. If the defect complained o f came into
being after the product was put into circulation, or if the scientific knowledge available to
the manufacturer did not enable him to discover the defect, the manufacturer may escape
liability by using the development risk defence.^^^ The Courts in the United Kingdom have
interpreted the defences in a narrow fashion favourable to the consumer. This restricfive
interpretation of the development risk defence can be seen in the judgements o f the Court
o f Appeal in the Abouzaid case and Mr Justice Burton in the blood defects case. The Court

Feldman v. Lederle Laboratories 479 A 2d 374, 386 New Jersey Supreme Court (1984).
■>27

See section 6, Liability for Defective Products Act 1991 & article seven o f Product Liability Directive 85/374/EEC.
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o f Appeal in the former case concluded that the defect in the Cosytoes product was present
at the date o f circulation.
Similarly, in A. v. The N ational Blood Authority and others, the judge found that
the defect in the bags o f blood was present when the product was supplied to the hospitals
concerned. Therefore both the defendants in these cases were unable to rely on the
development risk defence. That defence would only be available to m anufacturers if they
could prove that there were unable to discover the existence o f the defect at the date o f
circulation o f the product. (This is dealt m ore fully in chapter 6, D evelopm ent Risk
Defence). W hen this happens the injured plaintiff can turn to negligence principles to
obtain legal redress. Therefore, the com mon-law under negligence principle:

"is m ore advanced and will require the producers to take reasonable steps to
avoid harm, which m ight include attem pting to notify users and possibly to
recall the products".

It is now necessary to consider w hy negligence presents a m ore advanced m ethod o f
obtaining legal redress for post m arketing medicinal product defects than strict liability.

Negligence -- A More Advanced Method of Legal Redress for Post Marketing Defects
Recently, the product Vioox was withdrawn from the market when it was discovered that
persons who took the drug for over 18 months could suffer heart attacks and strokes. This
anti-inflam m atory drug had been used to treat rheum atic conditions, because unlike other
anti-inflam m atory products it did not have the sam e deleterious effects on the stomach.
The serious side effect o f heart attack and strokes was only discovered after the drug had
been launched and when the drug was being tested in subsequent clinical trials about its
effectiveness in the treatm ent o f cancer o f the colon. Therefore it would appear from the
evidence available that the m anufacturer did not know the existence o f the side effect at
the date o f circulation, which leaves persons injured as a result o f this defect with
negligence as the only possible avenue for possible compensation.
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There is a discussion in Chapter 5-Developm ent Risk D efence M odel that suggests that the manufacturer
might have known o f the side effect, which would make him liable under strict liability.
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Jones, addresses the continuing duty o f a pharmaceutical m anufacturer to the
consum er o f his products:

"NegHgence depends upon foreseeabihty o f injury. If at the tim e that a
product was put onto the m arket the defect was unknown the m anufacturer
was not neghgent. If the danger becom es apparent (or ought to have been
discovered) it will be negligent to continue to produce the same unm odified
product, or at least to do so without attaching the warning. In addition, the
m anufacturer is under a continuing duty in respect o f products already in
circulation which are now known to be defective".

The Canadian Courts have recognised this continuing duty o f care when the Ontario Court
o f Appeal applied this principle to the m anufacturer o f oral contraceptives with respect to
warnings o f side effects to be given to doctors prescribing the drug. Robins J.A. speaking
for the court said:

"A m anufacturer o f prescription drugs occupies the position o f an expert in
the field; this requires that it be under a continuing duty to keep abreast o f
scientific developm ents pertaining to its product through research, adverse
reaction reports, scientific literature and other available methods. W hen
additional dangerous or potentially dangerous side-effects fi’om the drug’s
use are discovered, the m anufacturer m ust take all reasonable efforts to
com m unicate the inform ation to prescribing physicians. Unless doctors
have current, accurate and com plete inform ation about the drug’s risks, their
ability to exercise the fiilly inform ed m edical judgem ent necessary for the
public perform ance o f their vital duty in prescribing drugs for patient may
be reduced or impaired".
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Post m arketing surveillance is an essential duty o f the pharmaceutical manufacturer.
Unlike most products, pharmaceuficals present a different challenge because after
m arketing many serious side effects becom e apparent. In a pre m arketing clinical research
See Medical Negligence Jones M, (2003, p.656, Thompson Sweet & Maxwell).
See Buchan v. Ortho Phcim aceuticals (Canada) Ltd 25 DLR (4th) 658, 678(1986).
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programme the drug is normally only exposed to 3000 patients and the probability of
discovering serious toxicity is considerably reduced in such a number. For instance
chloramphenicol, which can induce aplastic anaemia, has an incidence o f one in 40,000.
For these reasons Professor J. O'Grady, writing o f the need for post marketing
surveillance, is correct when he states:

"The post marketing environment with its instant access to a large number
of patients receiving the medicine in the course o f normal medical care
provides the necessary statistical power to detect very infrequently
occurring events and to quantify them”.^^^

The emergence of post marketing defects requires the manufacturer to exercise reasonable
care in having an effective system for monitoring adverse reactions and the recall of
defective p r o d u c t s . S u c h a system is legally necessary because:

"A manufacturer’s duty does not end when the goods are sold. A
manufacturer who realises that omitting to warn past customers about
something which might result in injury to them must take reasonable steps
to attempt to warn them, however lacking in negligence he may have been
at the time the goods were sold".

When a pharmaceutical manufacturer is granted a product license for a medicinal product,
a condition o f that license is that procedures for monitoring adverse reactions and for the
recall o f defective products exist. See Directive 2001/83 EU. Failure to provide such
procedures could be viewed as a breach o f statutory duty. Parallel to that scheme operated
by the manufacturer, there is also a "yellow card scheme" operated by the regulatory
authority in which doctors and pharmacists submit reports on adverse reactions to the Irish
Medicines Board. Operated by the Board, its effectiveness depends on the willingness o f
health professionals to notify the Board o f adverse reactions they have noticed. For that
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reason, it cannot be particularly effective in notifying adverse r e a c tio n s .H o w e v e r , when
a regulatory authority receives an increasing num ber o f notified reactions to a product it
puts pressure on the product license holder to warn o f the side effect or to withdraw the
product from circulation.
To escape liability the m anufacturer m ust amend his warnings either by adjusting
his labels and / or adjusting his patient inform ation leaflets. This will be done on case-bycase basis. This minim ises the danger in using the product and its leaves the decision
whether to continue to use the product to individual purchasers and the case o f prescription
drugs to the prescribing physician. Such an approach means that a drug that has beneficial
effects but recently discovered side effects, can continue to be used. If the danger is
substantial, w here the product m ay be cancer producing, the m anufacturer m ay have to
withdraw the product fi'om circulation im m ediately to avoid liability.
It is obvious that a m anufacturer who has failed to act on scientific infonnation that
his product can cause injury to consumers will be liable under negligence principles. But
negligence also imposes liability for defects that he should have known about before he
put the product onto the market. Goldberg and M iller submit that

"Although the point is not entirely clear, it is submitted that it would be
consistent with general principles o f liability in negligence to extend it to
cases

o f constructive

knowledge,

that

is,

to

situations

where

the

m anufacturer ought to have appreciated the danger, albeit that he did not do
so. Admittedly, this would envisage a requirem ent o f ongoing research.”

Goldberg and M iller suggest a com prom ise in im posing liability only "where the
m anufacturer knew o f the condition which constituted the danger while failing negligently
to appreciate that the condition was dangerous".

See T eff H, Modern Law Review vol.47 p.303, 315.
See The Lancet 5*'' November 1988 reported that a sharp increase in reports concerning the drug Nomifensine caused
the British Committee for the Safety o f Medicines to force the m anufacturer to withdraw the product in 1988, although
there had been suspicions about adverse reactions since 1979.
See Wright v. Dunlop Rubber Co Ltd (1972) 13 K. l.R. 255.

See Miller CJ and Goldberg RS, Product Liability (2nd edition, 2004, p.597, Oxford University Press).
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The courts take a much tougher stance when it comes to failure by the
manufacturer to do research to ascertain future hazards o f the product. Mr Justice Rees in
Vacwell Engineering Ltd v. B D H Chemicals Ltd., found the defendants guilty o f
negligence when they failed to do a scientific literature research into the explosive nature
o f boron tribromide.^"*^ Because a new drug in the pre-licensing stage is only tested on a
small segment o f the population for possible adverse effects many important and
potentially fatal effects can be missed in these pre licensing clinical trials.^'*’ Many
dangerous side effects may only emerge after general distribution to patients.
Strict liability as envisaged in the Product Liability Directive cannot cope with
such defects; negligence still remains one o f the best methods o f obtaining compensation
for post marketing defects. Under the Liability for Defective Products Act 1991 it is only
possible to sue the producer o f a defective medicinal product. The producer under the
directive is defined in broad terms, mainly that o f a manufacturing nature, but it does not
include regulatory authorities within its ambit. Negligence offers the only and available
avenue to a claimant who has suffered injury due to the negligence o f a regulatory
authority.
Suing Licensing Authorities

A BBC Panorama programme made allegations that the United Kingdom licensing
authority had not responded with sufficient speed to reports that the product Seroxat could
cause suicidal tendencies, particularly among the young.^'*^ The programme described
patients who had taken the drug and had committed suicide or harmed themselves. This
section o f the Negligence chapter investigates whether the licensing authorities have a
duty o f care to such people.
A person who feels that he has been injured by the negligence o f the Irish
Medicines Board cannot rely on the Liability for Defective Products Act 1991. That Act
has as its main fiinction compensating consumers for injuries arising from defective
products.

By comparison, the licensing o f medicines has, as its main aim, the safety,

production and distribution o f medicines. One o f the allegations o f the programme was
that the British Committee for the Safety o f Medicines had failed to examine correctly

See [1969] 3 All E.R. 1681, 1683.
See Goldberg R Causation and Risk in The Law o f Torts (1999, p. 1, Hart Publishing Oxford - Portland Oregon).
4"’ October 2004.
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clinical trial data that been produced by the com pany and they had accepted the
m anufacturers summary o f the side-effects o f product. A nother allegation was that the
licensing authority had failed to recognise the significance o f the reports o f suicide after
the use o f the drug by prescribing physicians. Coupled with the allegations o f suicide was
the accusation that the licensing authority had failed, to respond speedily to the reports that
the drug in question had dependency qualities. It was suggested by the reporter that the
com m ittee had known about this side effect for a considerable num ber o f years without
w arning the consuming patient. The present patient inform ation leaflet now warns the
public about a one in four chance o f becom ing dependant on Seroxat. The regulatory
authority responded by stating that it was exam ining these allegations. If they had proved
to be true, an action in negligence m ight have been feasible.
It is not clear whether a person who has been injured by the negligence o f the
officers and employees o f the Irish M edicines Board can sue that body.^"*^ Under the Irish
M edicines Board Act 1995, section 3(2), the Board is given the pow er to sue and be sued
in its own name. The predecessor o f the Irish M edicines Board, The National Drugs
A dvisory Board, was successfully sued by pharmaceutical m anufacturers who had felt that
their applications for a product authorisation had not been dealt with "fairly and equally"
by the B o a r d . I t is obvious that a regulatory body owes a duty o f care to act fairly in
dealing with application for licences to m arket drugs and medicines. Ferguson asks:

" Do such bodies owe a duty o f care to individual patients who m ay sustain
injury

due

to

an

official’s

negligence

in

licensing

a

particular

pharmaceutical product? Or is a duty o f care owed only to the general
public, but not to individuals?”^'*^

A regulatory body m ay find themselves under a duty o f care under a num ber o f headings.
Three categories o f obligations will be considered: a com mon law duty, breach o f statutory
duty and liability for breach o f European Union Law.

See Ferguson P, Drug Injuries and the Pursuit o f Compensation (1996, p.85 Sweet and Maxwell).
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Common Law Duty
Public bodies, such as the Irish M edicines Board, can be liable for the negligent exercise
o f their discretionary powers in the licensing o f medicinal products because they “are
subject to broadly the same common law o f tortious liability as private individuals or
com panies” .^'*^ The com mon law that has been developed by judges is independent o f
statutory law, which has been passed by Parliament. Negligence requires p ro o f o f the
existence o f a duty to take reasonable care not injure a person. In both Britain and Ireland
there have been no judicial decisions on the question w hether a medicines licensing
authority owes a duty at common law to an individual patient. So when determ ining this
question it is necessary to attempt to do so by analogy.
Since the G lencar case, the Supreme Court has followed the House o f Lords in
Caparo Industries v. Dickman,^'^^ when they decided on a three stage test in determining
the existence o f the duty o f care. One, was the dam age reasonably foreseeable; two, was
the relationship between the plaintiff and the defendant sufficiently proxim ate; thirdly, was
it just and reasonable to im pose a duty o f care the circumstances o f the case. Courts in
Britain have differentiated between discretionary powers given to the body by statute and
operational powers by which the statutory duty has been im plemented. Lord Brown
Wilkinson in X. (minors) v. Bedfordshire Co Council differentiated betw een the co
existence o f a statutory duty and a common law duty o f care when he said;

“It is clear that a common law duty o f care m ay arise in the perform ance o f
statutory functions. But a broad distinction has to be drawn between: (a)
cases in which it is alleged that the authority owes a duty o f care in the
m anner in which it exercises a statutory discretion; and (b) cases in which a
duty o f care is alleged to arise from the m anner in which the statutory duty
has been im plem ented in practice.”

To dem onstrate a difference the judge gave the exam ple o f the closure o f a school as being
a discretionary function whereas the safe running o f the school would be the
im plem entation o f the statutory function o f an education authority. On the basis o f this
See H ogan G M organ D A dm inistrative Law in Ireland (1998, p.819, Sw eet and M axw ell).
^‘’’ [1 9 9 0 ]2 A.C. 605.

[1995] 3 All ER 353; [1995] 2 A.C. 633.
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argument put forward by Lord Brown W ilkinson, it could be argued that it m ight be
possible for an injured individual to pursue a private law claim against a licensing
authority for the negligent perform ance o f its duties. Such an action could involve the
careless licensing o f a drug or a failure to issue w arnings sufficiently early regarding a
recently surfaced side effect. This would be akin to Lord Brown W ilkinson’s exam ple in
the running o f the school rather than the exercise o f a discretionary function.
In Smith v. Secretary o f State for Health^'^^ the Com m ittee on the Safety o f
M edicines (CSM) was sued for delaying a public announcem ent w arning o f the risk that
aspirin could cause Reyes syndrome in children. There w ere two aspects to this case; one
was whether the decision to postpone the publication o f a w arning was negligent; the other
was whether the defendant's owed a duty o f care to a m em ber o f the public in reaching a
decision about such a w arning in its role as regulator. In relation to the delay in the
warning, Mr Justice M orland concluded that the postponem ent was reasonably justifiable
because in the absence o f such a delay, there was a risk that without the positive
cooperation o f the industry the benefits o f a campaign w arning o f the dangers o f aspirin to
young children m ight be lost. Therefore, the defendants had not been negligent in delaying
the announcement.
In relation to w hether the regulator owed a duty o f care to a m em ber o f the public
the judge made a decision that was no common law duty was owed by the Comm ittee on
the Safety o f M edicines when they w ere matters o f discretion or policy. M r Justice
M orland held that there was "no blanket im munity fi'om a common law suit if the special
circumstances dem and a remedy", especially if decisions were irrafional or reached in bad
faith.

Nevertheless, the court found the com m ittee’s decisions were discretionary in

nature and it would be contrary to the public interest to allow these decisions to form the
basis o f a duty o f care. The court recognised that a fine line could be drawn between
discretionary and operafional decisions; the decision to delay the w arning was clearly a
discretionary decision. The com m ittee had to decide a num ber o f issues; the upper age
limit at which the w arning to children should be given; the method o f warning; the giving
o f the warning to the medical profession or to the public at large?

[2002] Lloyd’s Rep. Med. 333.
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Irish courts on the other hand have not applied the categorisation o f discretionary
and operational as a means o f recognising whether a duty o f care e x i s t s , " concluding
that the matter was essentially a question o f whether it was ‘just and reasonable’ in the
circumstances that a common law duty o f care as alleged should exist” .

Costello J.

instituted the ‘just and reasonable’ component as a method o f determining a duty o f care in
Siney v. Dublin Corporation. 253 The Supreme Court in the above case rejected this
approach. McCarthy J. speaking for the court favoured an approach that saw the duty o f
care as arising from the “proximity o f the parties, the foreseeability o f the damage and the
absence o f any compelling exemption based on public policy".
In relation to the defence o f public policy McCarthy J., took a pro plaintiff stance.
He believed that the defence should only be used sparingly if it was used to deny an
injured party his right o f redress at the expense o f the person or body that injured him.^^^
The Siney case was a local authority housing case and for that reason it might be difficult
to apply its principles to the situation o f a person injured due to the negligence o f the Irish
Medicines Board. In Sunderland v. McGreavey^^^ a planning appeal case McCarthy J.
differentiated between a regulatory or licensing authority and the provision o f housing for
those who were unable to provide for themselves. He based his opinion on the fact that the
planning Acts imposed a duty o f care towards the public at large and not the individual.
Commenting on this case Hogan and Morgan have stated the following:

"It may be remarked in passing that in determining the liability o f the
plarming authority McCarthy J. appears to have employed a test grounded
on the intention o f the legislature in the determining the liability o f the
planning authority. This approach is very similar to that employed by Lord
Fraser in Peabody Donation Fund v. Sir Lindsey Parkinson & Co,

See Costello J. Siney v. Dublin Corporation [1980] I.R. 400.
^52

See Hogan G and Morgan D, Administrative Law in Ireland (1998, p.818. Sweet & Maxwell).

^” [1980] I.R. 400.
Ibid.. at 342.
Ibid.. at 347.
[1990] I.L.R.M. 658.
^^"'[1985] A.C. 210.
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and is

in marked contrast to the ‘two tier te st’ which was accepted in M cCarthy's
258

own judgem ent in Ward v. M cM aster".

The Irish M edicines Board is a licensing authority, sim ilar to planning authorities, which
has as its main aim the licensing o f medicinal products ensuring that the general public can
use these products safely. If the principle enunciated in Sunderland v. M cG reavey is
followed, it restricts the action o f a person in respect o f the m atter in w hich the
discretionary powers have been exercised. This case and other cases dem onstrate the point
that the Irish M edicines Board does not owe a duty o f care to an individual in the exercise
o f a discretionary power.
These cases em phasised proxim ity and foreseeability as factors to be taken into
account by courts when assessing w hether a duty o f care exists. The Supreme Court in
Glencar v. M ayo County Council,

260

have suggested that proxim ity should not be taken

into account, as it is too elusive a factor. In detennining w hether a duty o f care should be
im posed they have again em phasised the foreseeability factor as being im portant but have
added a just and reasonable component. Proximity is im portant in detennining how
extensive liability should be im posed upon a body such as the Irish M edicines Board
whether the Board owes a duty o f care to the public or to the individual. The im position o f
the just and reasonable com ponent in determ ining the existence o f a duty o f care leaves the
judiciary with discretion whether to apply this component.
In applying this factor there are policy considerations determined on a case-bycase basis. Therefore courts will not im pose an obligation to take due care on a body such
as the Irish M edicines Board w here it will inhibit proper consideration o f license
applications. If the officials o f the Board have to consider the individual in the licensing o f
medicines very few drugs will be licensed. The threat o f litigation is another factor which
the courts may take into account in determ ining w hether a duty o f care exists. If when
licensing medicinal products this factor was to be taken into account, the officials o f the
regulatory authority could make incorrect decisions.

"^58

See Hogan G and Morgan D Administrative Law in Ireland (1998, p.819, Sweet and Maxwell).
See Siney v. Dublin Corporation [1980] I.R. 400, H oward v. Dublin Corporation [1996] 2 I.R. 235 and Convery v.

Dublin County Council [1996] 3 I.R. 153.
^“ [2002] 1 1.L.R.M.481.
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For these reasons, courts may consider that it m ay not be ju st and reasonable,
taking into account the public good, for a body such as the Irish M edicines Board to be
sued for discretionary decisions in the licensing process. For the operational decisions it
may be possible to sue the regulatory authority for negligence in the licensing process.
However, this m ay be difficult for the plaintiff because o f the obstacle o f obtaining
information, which is confidential between the licensing authority and the manufacturer.
There is another avenue o f legal redress for a person who alleges he has been injured as a
result o f the actions o f the Irish M edicines Board. A person m ay also seek dam ages in
respect o f a statutory duty.

Breach of Statutory Duty
Some statutes impose duties. Breach o f such duties imposed by statute can in certain
circumstances give rise to civil liability. There is a m ajor problem in determ ining whether
a breach o f the statute gives rise to a private right o f action. M ost statutes do not explicitly
state that a breach o f statute can lead to legal redress due to failure by a body to implement
functions contained in the act or statute. W hen the statute is silent on whether it can be
sued for such failure "courts will engage in the fictitious exercise o f im puting legislative
intent in order to determ ine whether a breach o f the statute will give rise to a civil
a c t i o n " . T h e Irish M edicines Board Act 1995 does not give an explicit right to sue, to an
individual, for a breach o f statutory duty. If however, such a right was im plicit in the 1995
Act individuals would be able to pray in aid against the IMB.

Courts have developed

guidelines in order to detem iine the legislative intent o f the statutory provisions contained
in the relevant act.^^^ W illiam s L.J., in the early case o f Groves v. Wimborne^^'^
dem onstrates these guidelines in the following statement:

“W here a statute provides for the perform ance by certain persons o f a
particular duty and someone belongs to a class o f persons for w hose benefit
and protection the statute imposes the duty is injured by failure to perform

See Hogan G and Morgan D, Administrative Law in Ireland (1998, p.816,. Sweet & Maxwell) and McMahon B &
Binchy W. Law o f Torts (2000, p590, Butterworths).
Note under section 3(2) o f the Irish Medicines Board Act 1995 the Board is given the power as a body corporate to
sue and be sued.
See McMahon B & Binchy W, Law o f Torts (2000, p.592 Butterworths).
-*^[1898] 2 Q.B. 402
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it, prim a facie, ... an action by the person so injured will lie against the
person who has so failed to perform the duty".

Thus if the duty is owed to the public at large, an individual will have no right o f action for
breach o f that duty.

M cM ahon and Binchy make a valid point when they say:

" At first blush it m ight appear anom alous that an Act which is passed for
the protection o f a limited class should be reinforced by a civil remedy
w hereas a statute passed for the benefit o f the public at large should not be
so reinforced. It is to be hoped that our courts will critically re-exam ine this
rule at some time

Until the Courts review this rule, litigants will be restricted in the right o f action against
public bodies for breach o f statutory duty.
The function o f the m edicine board is to protect the public from unsafe drugs. It
could be argued that the provisions o f the Irish M edicines Board Act are for the benefit o f
persons who have been prescribed prescription drugs or receive treatment, which involves
the adm inistration or use o f phannaceutical products. However, there is nothing in the Act
which can be interpreted as creating a duty o f care towards an individual litigant. In
interpreting the legislative intent o f an Act, the Supreme Court in Pine

Valley

D evelopment L td v'. M inister fo r the Environment^^^ decided in relation to the planning
acts that:

"The M inister in m aking his purported decision to grant outline planning
perm ission was exercising a decision m aking function vested in him for the
discharge o f a public purpose or a duty. The statutory duty thus arising
must, however, in law, be clearly distinguishable from duties im posed by
statute on persons or bodies for the specific protection o f the rights o f
individuals which are deem ed to be absolute breach o f which m ay lead to an
action for dam ages” .

See H ogan G., M organ D, A dm inistrative Law in Ireland (1998,. Sw eet & M axw ell).
See M cM ahon B. and Binchy W. Law o f T orts (2000, p.595, B utterw orths).
I.R. 23.
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By analogy, if the principles contained in the Pine valley judgm ent are applied to the
functions contained in Irish M edicines Board Act 1995, the litigant would have great
difficulty in suing successftilly for dam age resulting from breach o f statute. There have
been no reported cases in Britain or Ireland where the m edicines regulatory authority have
been successfully sued for breach o f statutory duty. M ost cases in Ireland have involved
local authority housing problems. British cases tend to favour the public authority's
approach unlike Irish courts which display a marked preference for the individual
p la in tiff’^*' A number o f com mentators in Britain have argued that an individual action for
breach o f statutory duty would be unlikely to succeed against a drug regulatory
authority."^'^ However, "in any area w^here any test is bound to include a large margin o f
judicial appreciation",”™ public policy issues may not provide a defence to the public body
against being sued. In such circumstances an individual may sustain an action for breach
o f statutory duty against a body such as the Irish m edicines board.
Conclusions

A question was asked at the beginning o f this chapter, does negligence have a future in
medicinal product defect litigation?

Such a question presupposes that since the

introduction o f strict liability the need o f the negligence would diminish. It was
dem onstrated that there were reasons for including a chapter on negligence. In the
previous chapter, the sale o f goods and medicinal product defects, it was shown that under
the sale o f goods act it was difficult to apply this legislation successfully to medicinal
product defects, particularly those o f a design origin.
The reason for the introduction o f strict liability was the alleged failure o f
negligence to com pensate the victims o f thalidomide. This failure was examined to
ascertain whether in fact negligence did fail these victims. The trouble with such an
exam ination is that the events o f the tragedy m ust be viewed 45 years on and for that

See H ogan G and M organ D, A dm inistrative Law in Ireland (1998, p .820 ,Sw eet and M axw ell).
See L aw son "L iability for D efective D rugs in The U K P roduct L iability In ternational (1991) vol. 13 p.98 and B arton,
"TTie B asis o f the L icensing A uthority and its A dvisers under the M edicines A ct 1968 to an Individual" chapter 7 o f
G oldberg and D odds-Sm ith, Pham iaceutical M edicine and T he Law Royal C ollege o f Physicians L ondon 1991.
See H ogan G and M organ D, A dm inistrative Law in Ireland (1998, p.820 Sw eet and M axw ell).
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reason any conclusions must be speculative. It could be said that taking into account the
developing pro plaintiff stance o f Irish courts at that time, as dem onstrated by the
Hanrahan case and O 'D onovan V. Cork County Council that a "hard case", such as this
one, would have succeeded against the m anufacturer o f thalidomide.
There are two aims o f negligence: com pensation and deterrence,

it was

demonstrated that it is expensive for a claimant to pursue a claim against a pharmaceutical
company, though this has partly been remedied by product liability actions being included
within the ambit o f the personal injuries com pensation board. A ccording to the theory o f
deterrence, the other aim o f negligence, the fear o f being sued should have a deterrent
effect on pharmaceutical m anufacturers to increase safety precautions for their products.
However, deterrence theory does not present a clear picture, a m anufacturer who has been
threatened with legal action has a choice, to withdraw the drug or fight the litigation.
Evidence was shown that when the com pany had a "blockbuster drug", that was a
therapeutic and financial success, it was willing to fight for the continued m arketing o f the
drug. In terms o f deterrence, it was dem onstrated that the regulatory authorities such as the
Irish medicines board provide a greater threat than litigation, because they have the
ultimate sanction in dem anding w ithdrawal o f the offending product.
One o f the factors that was to emerge from the exam ination o f a court's attitude to
m anufacturing and design defects o f medicinal products was that in the case o f
m anufacturing defects near absolute liability was imposed. Unlike strict liability, w here
proof o f fault is not a requirement, p ro o f o f fault is a necessary requirem ent for the correct
application o f negligence. For the plaintiff this can prove an enormous task, but the m axim
o f res ipsa loquitur can greatly assist him in this matter, if the Hanrahan principles as
enunciated by Henchy J. were used in an unequal situation between a very powerful drug
com pany and an injured plaintiff, then the defendant m anufacturer would have to rebut a
presumption that he was not negligent in the testing, manufacture and m arketing o f his
product. The maxim, if applied in this manner, will make the effects o f negligence on
manufacturers nearly equivalent to strict liability.
This strict approach can be seen in the suprem e court o f Ireland judgm ent in the
best case where the court adopted a standard o f care which, it admitted, bordered on strict
liability. Case law dem onstrates the courts require a very high degree o f care in the proper
design o f pham iaceuticals. An extensive requirem ent in relation to the foreseeability o f
defects is demanded for phannaceutical m anufacturers especially for faults they ought to
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have discovered. This requirement dem onstrates that the courts rightly im pose the duty o f
a greater standard o f care for medicinal products than for other products used by
consumers.
W hen courts have difficulty in establishing correct standards o f care for
phannaceuticals, it is proposed that the judiciary utilise the skills and expertise o f the
regulatory authorities in their search for defectiveness. There is a tension between the
rights o f the individual in his attempt to obtain com pensation and those o f the community,
in medicinal drug litigation every defect cannot be recognised as providing com pensation
for the individual litigant. The courts m ust also recognise the greater good o f the
community.
Risk benefit analysis is relevant for estimating defectiveness o f medicinal products
because w ithout this tool o f legal analysis m any beneficial drugs m ight be declared
defective. The courts have recognised that increased litigation cannot be beneficial to the
proper developm ent o f new drugs for the community.
The increasing emphasis by the courts o f ju st and equitable principles will assist
the plaintiff if he has been seriously injured. However, it will also permit a reasonable
m anufacturer to escape liability when he is deem ed not to be at fault, though, not
particularly referring to medicinal product defect cases, the im position o f “ju st and
reasonable” principles could have an inhibitory effect on any expansion o f litigation, it is
unlikely that the use o f these principles will prevent the genuine claim ant obtaining
com pensation in m edicinal product litigation. W hat will be stopped are the peripheral
claims, such as the fear o f being injured from a medicinal product.
No chapter on negligence would be com plete without some exam ination o f
whether product liability law should be based on negligence or strict liability, it was noted
that in determ ining the defectiveness o f a medicinal product under both system s o f liability
a value judgm ent by the judiciary is involved. If risk/benefit analysis is not used and a
straight cognitive and psychological basis is applied under the consumer expectation test,
then the m ore objective m anufacturers duty o f care is preferable in determ ining the
defectiveness o f a medicinal product. One o f the reasons for the introduction o f strict
liability was the b elief that it would be simpler to prove than negligence. This m ust be
doubted for both w ould require expertise to prove defectiveness; one set o f experts being
replaced by another set o f experts. In such circumstances, the costs o f taking the case
would appear similar.
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The introduction o f strict Hability was statue originated unlike negligence
principles, which were judicially created. Parliam ents can be influenced by m edia
considerations unlike the common law, which has its origins in reason and logic, the
com m on law is based on case law and because o f this it tends to reflect real-life situations
m ore accurately. In such circumstances com mon-law principles such as negligence can in
the hands o f the judiciary provide a m ore reasonable and fair result. This can be seen in the
A m erican judiciary’s preference for the use o f negligence principles to achieve a fairer
result in the design defect litigation.
It was dem onstrated that there was little difference between negligence and strict
liability when it comes to determ ining failure to warn product liability cases. Newdick
predicted that that courts would lean towards the plaintiff in interpreting failure to warn
cases because o f the little difference between strict liability and negligence. Already in the
A bouzaid and the Wepatitis C cases this has happened with pro-plaintiff judgm ents being
delivered. However, it is believed that with time and intervention by the European court to
achieve the correct balance between the consum er and the m anufacturer, the principles o f
negligence will rem ain a leading factor in failure to warn cases.
The failure to include a facility to deal with post m arketing defects remains a great
deficiency in the protection offered the consum er under the product liability directive.
Since most m edical product defects occur after the date o f circulation negligence becomes
the only avenue available to the victim. It was shown that courts, have taken a tough
stance in relation to post m arketing defects. Failure to inform the consum er o f dangers
associated with the product or to withdraw the product when necessary have resulted in
liability being imposed on the manufacturer. Though there is no case law on this specific
point, "constructive knowledge" would be included in a m anufacturers obligation to a
consumer. Negligence by including "constructive know ledge" requires the m anufacturer to
conduct research at the highest level to discover post-m arketing defects, as m ost medicinal
product defects are discovered after marketing, negligence will remain the most prominent
m eans o f legal action for the injured.
Before a medicinal product can be m arketed it has to be licensed by a regulatory
authority. Because o f the lim itations o f the liability for defective products act 1991,
negligence is the only method o f obtaining com pensation if the Irish m edicines board has
acted negligently in licensing a medicinal product. Trying to sue a regulatory authority
such as the Irish m edicines board is problem atical. It is not clear whether a person can sue
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the officials o f the Irish m edicines board. Only if the decisions are irrational or reached in
bad faith and they are operational not discretionary, can a claimant succeed against the
licensing authority for negligence. Obviously, if the licensing authority had to take into
account the individual patient then very few drugs would be licensed, the licensing
authority in licensing m edicines has to take into account the common good o f the majority.
Unless that balance is changed it will rem ain very difficult to sue a regulatory authority.
The question was raised at the beginning o f the chapter, had negligence any future
in medicinal product litigation? That answ er m ust be in the affirmative not only for post
marketing defects but also for a fairer and a ju st solution for all parties in medicinal
product defect litigation.
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Chapter 8
Causation - The Greatest Hurdle for The Plaintiff in Any M edicinal
Product Injury Case?
Introduction

Under product liability law one o f its most important requirements is to prove
that the alleged defective product caused the dam age com plained o f by the
injured. Causation is a significantly underestim ated factor in product liability
law. A survey o f medicinal product defects cases tried by the courts indicates
that causation presents a m ajor evidential obstacle for the plaintiff.' Causation
is so important to the plaintiff that both Goldberg and Mildred, well-known
writers on product liability law, state that "there is an overw helm ing likelihood
o f settlement or victory" for the plaintiff if causation can be proved in a
medicinal product injury case.^
Howells G. has said:

"The m ajor debate in product liability is w hether product liability
should be based on negligence or strict liability."^

However, it is a contention o f this thesis, no m atter which system o f redress is
invoked by the victim 's counsel, that the central determ ining factor in medicinal
product liability cases is causation. A causal link m ust be established betw een a
defective product and the p la in tiffs injury if a case based on strict liability or
negligence principles is to provide a reasonable chance o f success for the
injured party. On the other hand, causation frequently provides the defendant
m anufacturer with the best means o f defence against a victim seeking

' See D and R i'. Schering Chemicals, unreported High Court, 2"** July 1989 England, Loveday v. Renton,
and Wellcome Foundation Ltd [1991] I Med Lr 117, A&B v. John Wyett & Brothers Ltd [1998] 45
B.M.L.R. 162 CA, See Factual Causation o f Medicinal Product Defects - The Claimants o f Proof: A.
Survey o f Recent Cases, p.4.
See Mildred M, ‘Representing the P laintiff in Howies G editor Product Liability, Insurance and TTie
Pharmaceutical Industry: An Anglo American Comparison (1991, p.27 M anchester University Press) and
Goldberg R, Causation in Howies editor TTie Law o f Product Liability (2000, p.285 Butterworths).
^ See Howells G, Law o f Product Liability Editor Grubb A (2000, p.20 Butterworths).
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substantial compensation. The aim o f this chapter is to explore the problems in
proving causation for claimants injured by medicinal products.

Aims o f the M odule

The module will be divided into a number o f sections. The first section will
discuss the nature o f causation and the difficulties claimants have found in
medical product defect cases. Medical product defect litigafion involves the use
o f scientific evidence in any attempt to establish causafion. There is a critical
analysis o f present case law, of judicial efforts to apply successful statistical
analysis to causation problems o f medicinal product defects.
If the victim o f a defective drug successfiilly establishes a connection
between his type o f injury and the defect, then he must personalise that
evidence to demonstrate that he has suffered this particular side effect or injury.
However, a lot o f side effects that occur fi'om the use o f medicinal products are
difficult to separate from the actual illness. Where there are competing or
similar causes o f injury, courts have difficulty in easily determining causation.
There is a discussion, using relevant case law, o f the difficulties courts have in
separating different causes o f injury resulting fi-om medicinal product defects.
Foreseeability is an issue that occurs fi’equently in any discussion o f
injuries resulting from defective products. This concept is addressed in this
chapter with particular reference to causation. In failure to warn cases, courts
have to determine whether the omission to warn about a medicinal product’s
side effect actually caused the accident or injury. When a patient is injured by a
failure to warn o f the dangers associated with a product, the prescribing doctor
or the pharmaceufical manufacturer are the parties who will most likely be sued
for such an omission.
Courts have traditionally established causation in such circumstances by
using two tests: an objective test and a subjective test."^ In failure to warn cases
involving medical pracfitioners, the objective test is normally used to determine

* W hether, the a b sen ce o f in fo m ia tio n about the treatm ent w o u ld h ave cau sed the patient to ch an ge h is

m ind is determ ined b y tw o tests, the o b je ctiv e and the su b jectiv e test. T h e ob je ctiv e test is based on w hat a
reason ab le p erson, properly in fo n n e d , w ou ld h ave d on e in the plaintiff"s p o sitio n . W h ile, the su b jectiv e
test is con cern ed w ith w hat that p la in tiff in the particular c a se w ou ld h ave d ecid ed i f a proper w arning had
been g iven .
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causation. The subjective test is used in assessing the liability o f a manufacturer
resulting from a failure to warn o f a product’s side effects. The reason the
stricter subjective test is used, rather than the more objective test used to
determine causation in medical negligence cases, is that courts recognise the
superior knowledge o f the manufacturer. In this section, it is proposed to
compare and contrast both tests with the aim o f determining which provides the
optimum means o f establishing causation in a way that is both fair and balanced
for the claimant and the manufacturer. Before dealing with these issues it is
necessary to discuss the essence or nature o f causation.
Essence of Causation

"Causation is an expression o f the relationship that must be
found to exist between the tortious act o f the wrongdoer and the
injury to the victim in order to justify compensation o f the latter
out o f the pocket o f the fonner".^

The concept of causation gives rise to many difficulties not peculiar to the law
o f product liability.^ Causation is a question o f fact and it has to be proved by
the plaintiff that, on the balance o f probabilities, the defendant's product caused
or materially contributed to the injury resulting from the use o f the product.^
However, before a plaintiff can use strict liability, he must prove that the
product caused the injury. This can be a difficult evidential exercise and the
following survey demonstrates this point.
Factual Causation of Medicinal Product Defects - The Claimant’s
Difficulty of Proof: A Survey of Recent Cases
Establishing a legitimate connection between the defendant manufacturer’s
product and the injury is frequently a difficult task.

^ See S elb y v. F arrell [\9 9 0 ] 1 S.C.R. 311, 326 72 D.L.R. 289, 299 Sopinka J.
^ See Hart and Honore, Causation in the Law (2nd ed., 1985, Oxford Press), Flem ing J. G Probabilistic
Causation in Tort Law (1989) N o 68 Canadian B ar R eview 661 and Waddams S M, Causation, Canada
and Australia (1993) Tort L aw R eview 75.
^ See Hamilton P. in B est v. Wellcome Foundation
[1993] 3 I.R. 421,429.

345

From the point o f view o f the plaintiff, the position is an unenviable
one* as T eff and M unro have observed:

"Drugs are potentially dangerous due to their toxicity. They are
often taken by people who are already ill and who m ay be
unusually susceptible to further ailments. Unlike m any other
products,

they

m ay

cause

injury

in

unpredictable

ways,

depending on the individual user’s constitution. They m ay not be
taken according to the instructions. The user may be allergic to a
particular drug. A lternatively, what appears to be an allergy may
in fact be a toxic reaction."^

W hile the claimant m ight feel that the cause o f a drug injury was obvious, it
m ay in fact be far from obvious whether the product was the cause o f the injury.
The pharmaceutical corporation m ay dispute the claimant's contention that its
product was the cause o f the injuries. The physiological and chemical reactions
o f m any drugs are unseen and so in a lot o f cases circumstantial evidence is all
that the plaintiff can utilise.
An exam ple was thalidom ide where the deformities associated with the
drug began to appear with increased usage. Cases involving injury on this scale
were relatively rare in the 1950s." In this particular case, it was not difficult for
the injured parties to establish the cause o f their injuries. However, the side
effects or injuries caused by most drugs can be difficult to ascribe to specific
m edications. It is necessary to establish whether:

"The medical condition from which the plaintiff suffers is a side
effect o f the defendant's drug or an extraneous disease or a
personal allergy."

1

o

See Goldberg R Causation and Risk in TTie Law o f Torts (1999, p.5, Hart Publishing Oxford - Portland
Oregon).
See T e ff and Munro, Thalidomide: The Legal Aftennath (1976, pp. 135, 136 Famborough, Saxon
House).
See G rant v. Australian Knitting M ills L/i/ [1936] A.C. 85.
*' See N ew dick C, Liability for D efective Drugs, vol. 10 Lm w Q u arterly R eview numeral 421.
See Whittaker, " The EEC Directive on Product Liability (1985) 5 Yearbook European L aw 233, 247.
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In such circumstances other Hnes o f inquiry have to be conducted to m ake sure
that the drug is the cause o f the victim ’s condition.
Certain drugs, if taken during pregnancy may be alleged to cause
congenital malform ations (birth defects). Severe birth defects occur in 3% o f
all infants bom. Less than 1% o f these are as a result o f ingestion o f teratogenic
(i.e. capable o f causing congenital m alform ations) drugs during pregnancy.
Two thirds are o f unknow n cause and 10-15% are the result o f genetic
abnormalities.'^
M any drugs have been im plicated as a possible cause o f congenital
malformations (birth defects). Drugs that are potentially teratogenic m ay only
be so, if taken at a specific tim e in the pregnancy and above a threshold dose.
Below this dose, a potentially teratogenic drug will not cause m alformations.
Each potentially teratogencic drug will cause m alfom iations specific for that
drug, i.e., only certain m alform ations can potentially be attributed to a specific
drug. On the other hand, m alfonnations that can be attributed to the teratogenic
effects o f the drug m ay also occur in the absence o f drug exposure as a result o f
genetic or other influences.'"'
A 50 mg dose o f thalidom ide adm inistered on the 26'^ day post
conception has a significant risk o f m alform ing the embryo. That same dose
taken during the 10‘'’ week o f gestation will not cause m alformation. A 1 mg
dose o f thalidom ide taken at any time during the pregnancy would have no
effect on the developing em bryo.'^ Thus any person w ishing to establish that a
particular drug caused congenital abnorm alities in an infant would have to
prove that they were drug induced and not caused by genetic or other adverse
events during pregnancy.
This can be a hard task for a plaintiff as can be seen in the English case
o f D and R v. Schering Chem icals, w h e r e the plaintiffs had to discontinue the
action because o f a lack o f proper evidence linking the drug (Primados) to
congenital defects. Primidos, (a horm one pregnancy test drugs m arketed in
Sec B rent RL, E nvironm ental C auses o f Hum an C ongenital M alfonnations: the P aed iatrician ’s R ole in
dealing with these C om plex C linical problem s caused by a m ultiplicity o f E nvironm ental and genetic
factors, (2004) P aediatrics vol. 113, no.4, 957-968. See L asagna L and Shulm an S, “ B endictin and the
L anguage o f C ausation in Foster K, B ernstein D E and H uber P W Phantom Risk, S cientific inference and
the Law (1991, p. 102, M IT Press).
'■* Ibid.
Ibid.
U nreported, High Court, 2 July 1982.
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Ireland as Duo- Gynon) was taken by a number o f women who thereafter
alleged that it caused serious congenital defects in their babies. Their action
failed because there was no reasonable prospect o f establishing that the product
was teratogenic as alleged.'^
British cases have demonstrated that proving causation for medicinal
product defect injuries against pharmaceutical companies is an extremely
onerous task. In the benzodiazepine litigation the claimants failed in their action
because they were unable to separate the side effect o f addiction produced by
this class o f product from the ordinary addiction o f alcohol. The plaintiffs, who
alleged that they had become addicted to benzodiazepines because the
pharmaceutical companies had not warned their doctor o f this particular side
effect, failed on this causation issue. Stewart Smith L.J. gave the following
reasons for this failure:

"There are very considerable problems on causation; those
involving distinguishing between the effects o f the drug and the
underlying condition for which it was prescribed, the problems
caused by previous addiction to benzodiazepine drugs other than
those prescribed by the defendants and distinguishing between
symptoms due to the drug or, in some cases, other drugs or
excess alcohol".'^

Also in 2002, women in X. Y. Z v. Schering Health Care,'^ failed to convince
Mr Justice McKay, that there was a link between the third generation o f
contraceptive preparations, and the incidence o f venous thrombosis allegedly
suffered by the claimants. These cases point to the inherent truth o f Ferguson's
observations that in Britain "it is little wonder that no one has ever successfrilly
sued a drug company".
In the cases mentioned above, there was a considerable amount of
scientific evidence presented by both sides. This raises the important issue o f
just how qualified the judiciary is in dealing with cases involving detailed
Ibid., per Bingham J., p.2.
Secy45 V. John Wyeth 5 Med L.R. 149, 153.
[2002] E.W.H.C. 1420 (Q.B.;) 2002 70 B.M.L.R. 88.
See Ferguson P, A Pill for Every 111(1995) N ew L aw Journal p .847, 848.
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scientific evidence. The presentation o f expert scientific evidence requires
judges to make decisions on complex m atters in which they do not have
specific training or expertise. Furthermore, conflicting expert advice presented
by the plaintiff and defendant m ay lead to a blurring o f evidence thus im pacting
negatively on the victim 's case.
Factual or scientific causation - judicial difficulties?
The defendant is not liable under the theory o f negligence if his conduct did not
cause the injury. It is necessary to establish clearly the defendant’s lack o f
culpability by means o f a factual or scientific inquiry. If, however, the search
proves positive, it then has to be shown that:

"The defendant's causal role was significantly a factor to attract
or merit legal responsibility in respect o f the injury"."'

In determ ining factual or scientific causation, courts use what has becom e
known as the "but for" test (also known as "what i f and the “counter factual
conditional”). This poses a hypothetical question: “W hat would have happened
but for the defendant's negligence?” In m ost cases, "but for" or "factual"
causation gives rise to no practical difficulties.

22

However, in the application o f

the "but for" test, in some instances, particularly where the cause is not
apparent, courts can experience difficulty in assessing certain types o f data or
scientific evidence and this can be seen in the following judicial comments:

"W hile

medicinal

science

m ay

seldom

permit

a

precise

evaluation o f risk in percentage terms, courts are often faced with
the requirement to m ake findings as to risk, not withstanding, and
do

so, often on the basis o f little m ore than informed

guesswork"
Judges themselves recognise the unscientific nature o f determ ining the balance
o f probabilities.

See Quill E, Tort in Ireland (1999, p.362. Gill and Macmillan).
■ See Cain P, Accident Compensation and the Law (6th edition 1999, p.92, Butterworths).
See Phillips J. in Bryce v. Swan Hunter group [1988] 1 All-E.R. 659, 671.

349

Causation in Fact: The Probability Threshold: An Intuitive Approach to
the 50% figure: Informed Guesswork?
In practice, causation can be hard to establish where drugs and medical devices
are concerned. In some cases, a definitive proof o f causation may be impossible
to obtain. In Grinnell v. Pfizer &Co, all experts agreed that it was impossible to
prove that any individual case o f polio was caused by the vaccine.^"^ However,
definitive proof is not required. Causation needs only to be established by a
preponderance of evidence. “This has been found adequate for most tort
accidents where there is little evidence o f the need o f fine-tuning o f the
evidence. This weighting o f evidence is largely an intuitive exercise and its
conclusion does not even call for any explanation or justification.”

-n c

Thought to

be set at above 51 percent it has been reported, “that sample testing suggests
that the balance is generally understood by judge and jury to require a much
greater tilt more like 75 percent.

Of t

In adopting a notion o f 50 percent o f the balance o f probabilifies
Professor Glanville Williams has remarked: "The law prefers a 50 percent
chance of doing justice to the certainty o f doing in ju stic e".W h eth er courts use
this figure is debatable. Fleming states:

"There is no pretence that such a scale is a usefijl guide: indeed
there are deprecating judicial expressions that the test properly
understood, calls for more than "a mere mechanical comparison
o f probabilities independent o f any in its reality". The court
"must feel an actual persuasion o f a fact’s occurrence or
existence before it can be found".
In ordinary personal injury actions, the injury may be obvious. In
drug injury litigation this may occur where the drug would have a known
propensity to

cause the

specific injury complained

of

In

such

circumstances, a judge would have no difficulty in establishing a link
J'* Cal App 2d 424 79 Cal Rptr 369 [ 1969],
See Fleming J, Probabilistic Causation in Tort Law (1989) Canadian B ar R eview vol,68, p.662.
S ee Simon J. and Mahon L, Quantifying Burdens o f Proof 1970 to 1971, 5 L aw a n d S ocial R eview
p.319.
"J See (1951) 31 Canadian B ar R eview 3 1 5 ,3 1 7 .
See Fleming J. Probalistic Causation in Tort law Canadian Bar R eview vol.68 Decem ber 1989 661, 662.
quoting the Canadian case o f B riginshaw v. Briginshaw [1938] 60 C.L.R. 336, 361 HC Dickson J.
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between the specific injury and the drug in question. However, uncertainty
as to the causative role o f a particular drug in causing an injury which
could be the result o f the drug, or other factors (e.g. genetic) can be
commonplace.

Courts m ust apportion responsibility in any inquiry into the cause and effect o f
an injury. It has been suggested that “a vague doctrine like that o f causation is a
convenient form ula for purporting to justify an opinion which in fact proceeds
from an intuitive sense o f justice applied to the case as a w h o le " .W h e r e
courts feel that an injustice will be done, judicial creativity is invoked to ensure
that a deserving victim will not go u n c o m p e n sa te d .T h o u g h causation needs
only be established on the preponderance o f evidence (the 50% rule), the
intuitive approach inevitably requires a subjective interpretation by the courts.
This m ay be correct where there is a simple cause for the injury but "where
drugs or chem icals are involved, however, the mechanism o f injury m ay be far
more subtle. In these cases, causation in fact is not a foregone conclusion and is
often hotly disputed".^' Cases, involving com plex medicinal products require
that the intuitive approach be replaced by a more scientific m ethod that
guarantees a fair hearing for both parties. Lord Bridge has noted that:

"In some cases, perhaps medical negligence cases, causation m ay
be so shrouded in m ystery that the courts can only m easure the
statistical chances” .

Scientific and Legal Proof of Causation; Two Different Traditions
Under legal proof, it m ust be shown that on the balance o f probabilities (more
than 50 percent) there is a causal connection between the injury and the
product. For m edical science, the rules o f epidem iology require evidential proof

29

See Williams GL, Two Negligent Servants (1954) v o l.17 Modern Law Review 67, 69 and Baker v.
Willoughby [\970] A.C. 467, 475, 476.
See McGhee v. The National Coal Board [1973] 1 W.L.R. 1 and Fairchild v. Glen haven Funeral
S e n ’ices[2QQ2] 1 W.L.R. 1052.
See Vinson D and Slaughter A, Products Liability Phannaccutical Drug Cases (1989, p.222,
Shepherds/McGraw-Hill Inc).
See Hotson v. East Berhihire Area Health Authority [1987] 2 All E.R. 909, 916.
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(on a balance o f probabilities) o f at least 95% to establish eausation.^^ In the
medical publication the Lancet, M erran R has differentiated between the two
standards o f p ro o f when he states:

"The legal standard o f p ro o f is far less stringent than scientists
are used to. Success in the civil action depends only on ‘the
balance o f probabilities’, whereas scientific p ro o f m ore closely
resem bles ‘the beyond reasonable doubt’ o f a criminal case,
being based on 95% probability or better” .^'*

It is in their application o f p ro o f by these respective disciplines that a m ajor
difference occurs because:
"Scientific conclusions are subject to perpetual revision. Law, on
the other hand, must resolve disputes finally and quickly ...
Rules o f Evidence were designed not for exhaustive search for
cosmic understanding but for the particularised resolution o f
legal disputes” .^^

Lasagna and Shulman state that it is difficult to reconcile the two proofs o f
causation, both legal and scientific, because the point at which they intersect is
unclear.^^ Scientific data is collected and analysed to decide how safe a product
is. A conflict arises when this data is used as evidence by the court in m aking a
legal determination.^^ The interpretation and application o f both legal and
scientific forms o f causation can cause problem s because o f the differing
reasoning processes in science and law.
Scientists collect and analyse data on the effects o f m edicines on the
hum an body. W hile such inform ation should com plem ent the court’s pursuit o f
truth, in some cases, a conflict between the two traditions m ay arise, when this

See Goldberg R, Causation and Risk in The Law o f Torts: Scientific Evidence and M edicinal Product
Liability (1999, p. 104, Hart Publishing).
Merran R, Scientific and Legal Standards o f Proof in Environmental Personal Injury Cases, Lancet 14th
o f March 1992.
See Blackmun J. in D aubert v. M errell D ow P h a m a ce u tica ls Inc 113 S Ct 2786 (1993).
See Lasagna L and Shulinan S, "Bendictin and the Language o f Causation in Foster K, Bernstein D E
and Huber P W Phantom Risk, Scientific Inference and the Law MIT Press (1991, p. 101).
See O ’Grady J, Dodds -S m ith I, Walsh N and Spencer M, M edicines, M edical D evices and the Law
(1999, p. 171, Greenwich M edia Ltd).
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is considered and interpreted by the c o u r t . T h i s difference in interpretation can
be seen in how both sides determ ine causation. M argaret Puxon in discussing
this difference, states:

"Both scientists and attorneys begin with the same hypothesis.
But interaction between the worlds o f law and science in
courtrooms make clear they represent two different traditions.
Clashes are already com mon betw een the truth seeking world o f
science and the justice serving institutions o f the law; they are
likely to intensify in the future".
The approach o f the com mon law to causation has been described as "pragmatic
and robust” .'^'’ It has been said that "the law yers’ causal problem s are not
scientific inquests but are to be detennined on common sense principles".'*' Hart
and Honore, in their seminal work Causation in the Law, analyse the difference
between the law and science:

“The lawyer ... is prim arily concerned to make causal statements
about particulars, to establish that on some particular occasion
some particular occurrence was the effect or consequence o f
some other particular occurrence....T heir characteristic concern
with causation is not to discover connections between types o f
events, and so not to formulate laws or generalisations, but is
often to apply generalisations, which are already known or
accepted as true or even platitudinous to particular concrete
cases. In this and other respects the causal statements o f the
lawyer ... are like the causal statements m ost frequent in
ordinary life: they are singular statements identifying in complex
situations

certain

particular

events

as

cause,

effects,

or

consequences o f other particular events. Such singular causal

Ibid., p. 172,
See Margaret Puxon QC FRCOG, commenting on Reav v. British Nuclear Fuels [1994] 5 MED L.R.
54.
See O 'G rady J, Dodds-Smith I Walsh N and Spencer M, Medicines Medical Devices and TTie Law
^1999 p. 186).
See Hart H L & Honore T, Causation and the Law (second edition, chapters 9 and 10, Oxford
University Press).
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statements have their own special problems and it is these that
most trouble the lawyer ... By contrast, in the experimental
sciences, by which so much o f the philosophical discussion of
causation has been influenced, the focus o f attention is the
discovery o f generalisations and the construction o f theories.”

In the discovery o f causation for medicinal product defects the lawyer will be
concerned with the particular incident o f whether a particular drug has caused
the injury. On the other hand, the scientist will investigate whether a class o f
drug could cause this particular injury. The courts analyse this difference in the
following way:

"The object of the civil inquiry into cause and consequence is to
fix liability on some responsible person and to give reparation for
damage done - The trial o f an action for damage is not scientific
inquest into a mixed sequence o f phenomena - It is a practical
inquiry"

However the law uses a traditional approach to causation, which is primarily
based on common sense and human intuition and not on philosophy or science.
This can be seen in the comments o f Lord Asquith in Stapley v. Gypsum Mines
Ltd'. "Causation is to be understood as the man on the street and not as either the
scientists or the metaphysician, would understand it".'*'' In emphasising the non
scientific methods o f detennining causation, courts demonstrate an avoidance
o f science. The "man in the street" approach must be seen for what it is: an
uncertainty and an inability by the judiciary to come to terms with expert
scientific evidence.

Ibid.,, p.9.
Lord Sumner in Weld-Bltmdell []920] A.C. 956, 987.
■*‘•[1953] A.C. 663,687.
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(a) The Expert Witness - Objectivity and Independence, A Struggle fo r The
Judiciary
The science o f m edicinal product discovery advances so quickly that it is
difficult for “the man in the street" to com prehend the com plex nature o f each
new discovery. Even experts in one field can have difficulty understanding the
new science in another field o f discovery. Scientists m ight have devoted "a
lifetime's study to a subject which a law yer or court are required to grasp and
put to the service o f justice in a m atter o f days and weeks. Saying that may
seem to be stating the obvious but recently we were offered, yet again, a near
perfect exam ple o f the courts struggle with expert evidence"''^ The plaintiffs
had sought dam ages against three pharm aceutical com panies for various
cardiovascular com plications such as deep vein throm bosis and pulm onary
em bolism allegedly suffered as a result o f taking the third generation combined
oral contraceptive products. The dilem m a faced by judges when assessing
expert evidence is evident in this case and can be seen in the difficulty with
interpreting diverse opinions furnished by experts for both sides in the case.
In most medicinal products defect cases, claim ants m ust prove that the
drug in question was capable o f causing the injury. This involves an accurate
assessm ent and utilisation o f scienfific evidence by the courts in the
determ ination o f factual causation. Science has been a feature o f the p ro o f o f
causafion since the 1700s. In Folks v. Chad, Lord M ansfield said:

"The opinion o f scientific men upon proven facts m ay be given
by men o f science in their own science. W hen such a person is
called as a witness, his opinion is adm issible on any relevant
matter".

This has remained the basis for adm ission o f scientific or expert knowledge.
However, it is one thing for science to put its case, "but it is another for courts

See M ahendra B, N ever The Twain Shall Meet (2002) New Law Journal (December 20’''' p. 1935). The
author was referring to the case o f X. Y. Z i'. Schering Healthcare Ltd and others [2002] E.W.H.C. 1420
(O.B.).
‘“’ (1782) 3 Doug K.B. 157.
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to achieve the necessary com prehension o f what has been said” ."'^ Fennell C in
The Law o f Evidence in Ireland defines an expert as follows:

"In general the m odem rule can be said to be that the opinion o f
skilled witnesses is admissible, when the person who is giving
the opinion has a particular expertise in the relevant area which is
based on a special study or on his day-to-day experience."

48

The theory o f expert witnesses is based on the classical supposition "that their
duty is to ftimish the judge or ju ry with the necessary scientific criteria for
testing the accuracy o f their conclusions, so as to enable the judge or jury to
form their own independent judgm ent by the application o f these criteria to the
facts proven in evidence".'*^ However, the value o f expert evidence is
undermined when contrary scientific opinion is presented to a court. This is
evident in the Best case where one group o f doctors suggested that the pertussis
vaccine caused brain dam age (whose views the court accepted) and the other
group doubted the existence o f a causal link between the condition and the
product. This conflict in expert testim ony m ade it difficult for the court to form
its own independent judgm ent. Best v. Wellcome foundation L td^^ Taylor
identifies a key drawback in expert evidence.

"It is often quite surprising to see with what facility and to what
extent their views (that o f experts) can be m ade to correspond
with the wishes or the interests o f the parties who call them.
They do not w ilfully misrepresent what they think, but the
judgm ent becom es so warped by their regarding the subject in
one point o f view, that even when conscientiously disposed they
are incapable o f forming independent opinions".^'

See Mahendra B Science, The Miscarriage o f Justice (2001) New Law Journal November 16, 2001
p. 1686.
* See Fennell C, The Law o f Evidence in Ireland (1992, p. 142, Butterworths).
Cooper L.J. in D avie v. Edinburgh Magistrates [1953] S.C. 34.
^“ [1993] 3 l.R. 421,429-435.
See Taylor's Treatise on The Law o f Evidence (12*'’ edition 1931 p.59).
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In theory, the expert evidence is called to assist the judges in their adjudication.
In practice, the judge often m ust choose between conflicting expert opinions on
issues o f critical im portance to the forming o f a legal determination.
(b)The dem eanour o f the witness - a correct m ethod o f assessing expert
evidence?
Because o f the credibility factor, alluded to by Taylor, and the difficulty posed
to the judge in assessing and interpreting expert evidence, undue em phasis is
often placed on the personality and presentation skills o f a particular expert. For
this reason, incorrect decisions are m ade by courts, which can lead to
miscarriages o f justice.^^ Courts may tend to believe expert witnesses who
make "their science" understandable. The m ajority o f judges, though extrem ely
well educated, have no scientific training and have to assess the evidence as lay
people and thus have to resort to unscientific means o f assessing the evidence
placed before them
This can be seen in the com ments o f Stewart Smith L.J. in Loveday i'.
Renton et al (a vaccine injury case) when he said:

"There is one ftirther aspect o f a w itness’s evidence that is often
important; that is, his dem eanour in the witness box. As in most
cases when the court is evaluating expert evidence, 1 have placed
less weight on this factor in reaching m y assessment. But it is not
w holly unim portant; and particularly in those instances where
criticism has been m ade o f a witness on the grounds o f bias and
lack o f independence, which in m y view are not justified, the
w itness’s dem eanour has been a factor that 1 have taken into
account.”^^

Lord Bridge observes that in cases w here there is a radical disagreem ent among
experts concerning com plex technical matters, the presiding judge has an
advantage o f seeing these theories being tested through cross-exam ination,

See Mahendra B, Never the Twain Shall Meet (2002) New Law Journal, December the 20th 2002
P.1935.
” [1990] I M.L.R. 117, 125
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which aims to tease out the issues to an understandable l e v e l . A l s o "common
sense and "intuition” are other factors in evaluating evidence. Whether these
represent an adequate approach to medicinal product defect cases is discussed
in the next section.
Scientific and Expert Analysis in Court Interpreting the Evidence Application of "Common Sense" Is This Sufficient?
Courts have consistently emphasised practical inquiry in determining causation.
As Lord Reid has stated;

“The legal concept o f causation is not based on logic or
philosophy. It is based on the practical way in which the ordinary
man's mind works in everyday affairs o f life”.^^

When dealing with conflicting scientific theories the Supreme Court has said
that it may not be:

"Possible for courts to resolve matters o f scientific controversy
in the manner o f a determining scientific authority”.^^

The role o f common sense and logical deducfion in arriving at decisions in
cases where there is complex expert evidence is advanced in the comments of
Finlay C.J. when he stated:

“The function o f a court in order to achieve a just result was to
apply common sense and a careful understanding o f logic and of
probabilities to conflicting opinions and conflicting theories.".^’

Binchy and Byrne referring to the above comments are correct when they state:

See
See
See
See

Lord Bridge in Wiltshire v. Essex Area Health Authority [1988] A.C. 1074, 1091.
Lord Reid in McGhee v. National Coal Board [ 1972] 3 All E.R. 1008.
Best v. The Welcome Foundation
[1993] LR. 424.
Finlay C.J. and Egan J. concurring in Best v. The Welcome Foundation
[1993] 3 LR. 423, 424.
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“This approach is frankly unconvincing. In ‘a ju st resuU’ the trial
judge has to resolve all relevant factual issues in the case rather
than sidestep them or deny that he or she is resolving them. O f
course the court is not itself a scientific authority and its
adjudication m ay be unlikely to have any influence w ithin the
scientific com m unity but it is nonetheless required, to the best o f
its ability, to determ ine one way or the other, an issue on which
scientific opinion is divided."^*

The law uses a traditional approach to causation, which is prim arily based on
common sense and hum an intuition and not on philosophy or science. In
emphasising the non scientific methods o f determ ining causation, courts
dem onstrate their ignorance o f science. The "man in the street" approach must
be seen for what it is: an uncertainty and an inability by the judiciary to com e to
terms with expert scientific evidence. Indeed, some members o f the judiciary
have recognised their inability to deal adequately with conflicting expert
scientific evidence and have doubted this com m onsense approach. M r Justice
O'Sullivan writing in the Judicial Studies Institute Journal about a medical
negligence case where he attempted to apply C hief Justice Finley’s dictum o f
common sense when resolving disputes betw een scientific evidence stated:

"He applies com m onsense and a carefial understanding to the
expert evidence. I did this as best I could but I have to say m y
supply o f common sense told m e that there was no easy or
obvious solufion and I was left feeling like an intellectual pygmy
looking up at two giants: fi'om that vantage point one simply
cannot tell which o f them is taller. Clearly the above dictum does
not m ean that one sets aside the expert evidence and goes solely
on one's own com m onsense and logic. Not much help there,
really. If a judicial figure such as Finlay C.J. ... no mean expert
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See B inchy and B ym e, A nnual R eview o f Irish Law (2001, p .6 1 1, R oundhall Sw eet and M axw ell).
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him self ... leaves the matter as he did then it reinforces my
feeling that ours is a frail and inadequate methodology."^^

To resolve the inadequacies o f the present system Mr Justice O'Sullivan
proposes an Australian solution, which involves getting the expert witnesses
together and narrowing down the scientific issues to a minimum and when the
judge meets the experts, partisan evidence is reduced and he is able to decide on
the scientific issues with greater certainty.
The Best Case - A Causation Comparative with other Vaccine Cases in
Two Jurisdictions
The "man in the street" approach was evident in the Irish courts determination
of causation in the Best case. The absence o f a statistical analysis can be
contrasted with two other cases taken in the English High Court and the Ontario
High Court. All three cases involve the administration o f the DTP vaccine
which was alleged to cause brain damage to the recipients. In the English case
o f Loveday v. Renton

and the Canadian case o f Rothwell v. Raes,^^ a

considerable effort was made by the judiciary to ascertain causation on a
scienfific b a s i s . A little over a month after the third shot it was suspected that
the infant plaintiff was suffering fi-om a developmental abnormality. It was
suggested by a neurologist that a possible diagnosis was post pertussis
encephalitis. Mr Justice Ostler dismissed the case because on the balance o f
possibilides it was not possible to prove that the vaccine could cause brain
damage. Both the Court o f Appeal and the Ontario High Court found that, on
the evidence presented to them, the DTP vaccine could not cause serious
permanent brain damage. This is to be contrasted with the findings o f the Irish
Supreme Court who decided that on rare occasions the vaccine could cause
encephalopathy.
In 1976, a study was conducted in Britain by the National Childhood
Encephalopathy Study (NCES) to assess the relative risk o f serious neurological
59

See O 'S ullivan P, A H ot Tub for E xpert W itnesses, J u d ic ia l Studies In stitute J o u rn a l vol.4 :1 2004 p i ,

“ Ib id
[1990] 1 M ed L.R. 117.
“ 54 D.L.R. (4*) 198.
N ote in R othw ell v. R aes an infant p lain tiff received three im m unisation doses o f “ D P T P” vaccine.
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disorders associated with the immunisation o f young children against pertussis
and other infectious d is e a s e s .T h e NCES report concluded that the results:

"Suggest but do not prove that immunisation with the DTP
vaccine does cause the development o f serious neurological
disorders in a small number o f children who were previously
apparently neurologically normal".

The Report also stated that the risk o f injury was greatest within seven days of
the child being vaccinated, but this risk was one in 110,000 injections. In the
English case, Stewart Smith L.J. held that the NCES study did not provide
evidence o f febrile convulsions resulting in brain damage following the use of
the DTP vaccine.
Unlike both the English High Court and The Ontario Court o f Appeal,
the Supreme Court agreed with the NCES report that the vaccine could cause
encephalopathy in rare cases. They upheld the findings o f the High Court that
Welcome were negligent in releasing a vaccine that exceeded the recommended
levels o f potency and had failed to pass a toxicity test for pertussis vaccine, i.e.
the mouse weight gain test. This was a distinguishing feature o f the Irish case in
contrast to the other two cases. Having found that in rare cases the vaccine
could cause encephalopathy it was too easy to take the evidential jump
connecting an over potent vaccine with the subsequent brain damage. There
was no evidence presented in the court that greater potency increased the
chance o f the vaccine causing neurological damage. The Supreme Court was
incorrect because a subsequent review o f the evidence failed to substantiate the
association between the vaccine and brain damage.^^
In respect o f causation the Supreme Court held that, on the evidence of
the parents, the first convulsion, which had occurred on the evening o f the
injection, was in close proximity to the first injection. This enabled the court to
64

See Alderslade, Bellman, Rawson, Ross and Miller, The National Childhood Encephalopathy Study.
Whooping Cough: Reports from the Committee on Safety o f M edicines and The Joint Committee on
Vaccination and Immunisation (1981, pp.7 9 -1 6 9 , London HMSO).
See Begg N, Cutts FT, TTie Role o f Epidemiology in TTie Development o f a Vaccination Programme in
Cutts FT, Smith PG eds. Vaccination and World Health (1995, pp. 123 -3 8 , Chichester England John
Wiley): and Ada G, Vaccines and Vaccination The New England Journal o f M edicine vol.345, No. 14,
October 4 2001 pp. 1042, 1044.
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establish a finding that the vaccine caused the damage complained o f by the
plaintiff because it was in the first seven days o f treatment. The finding was at
variance with the doctor's evidence in that:

"the court merely regarded the parent's evidence as fact and the
doctor’s, at best, inferences based upon partial records. In the
circumstances they found the parents more credible".

In comparison to other courts the Irish Supreme Court adopts “a more flexible
but possibly scientifically suspect approach" to causation o f medicinal
products.^^ In relation to the establishment o f causation in the Best case the
following comment has much validity:

"There is a strong sense throughout the case in the Supreme
Court that, whether or not such a decision makes economic
sense, it makes sense from the point o f view o f the tragic loss of
the plaintiff. It would be hard to accuse the House o f Lords of
adopting such an approach".^*

Does this mean that the House o f Lords and The Ontario Court o f Appeal are
able to interpret scientific information more correctly than the Irish Supreme
Court? For this type o f evidence, presentation can be a determining factor, and
this may be so in the Best case. The plaintiffs counsel, Mr Dermot Gleeson S.
C. is said to have made the difference between both sides. Another reason why
the Best case succeeded, unlike their English and Canadian counterparts, was
that Mrs Best utilised the discovery process to prove the existence o f a "hot
batch” o f the vaccine. In the Best case, the evidence was in relation to the
producdon o f a faulty batch. There are more fundamental types o f scientific
evidence available to a plaintiff in his/her attempt to prove causation.

^ See V accine Damage: Breach o f Duty and Causation Best (An Infant) v. W elcom e Foundation Ltd and
Others [1994] M edical Im w R eview pp.379, 380.
See Goldberg R, V accine Dam age and Causation - Social and Legal Implications (1996) 3 Journal o f
Social S ecurity L aw pp. 100, 120.
See V accine Damage: Breach o f Duty and Causation Best (An Infant) v. W elcom e Foundation Ltd and
Others [ 1994] M edical L aw R eview p.380.
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Types of evidence available to the court and plaintiff in their attempt to
establish causation.
The plaintiff in a medicinal product liability case has recourse to different types
o f evidence in his effort to prove a sufficient connection between the injury and
the medicinal product. Epidem iologic evidence from well planned sophisticated
studies is the m ost usefiil. Animal studies are useful as a means o f studying
drug toxicity, but results from animal work cannot always be applied to
humans. Cell culture studies in vitro (i.e. in the laboratory) are useful for
studying potential m echanism s o f action for toxicity.^^
Animal evidence is o f limited value because it cannot always be
extrapolated to humans. Laboratory work is only done on a limited num ber o f
animals and therefore "it w ould identify a problem only w here the numerical
chance o f an adverse reaction occurring is high” . Its function is that it gives
toxicity levels and an indication o f the fijture dosage levels for humans.
However, "its m ain value is that negative results in all animals at all levels o f
dose may tend to exclude the plausibility o f cause and effect relationship in
h u m a n s .H o w e v e r, the best evidence o f a side effect o f a drug comes from its
use in humans and the science o f epidem iology determines the significance o f
these side effects in relation to the population in general.
Epidemiological evidence is m ost closely scrutinised by the courts and
is m ost relevant in establishing w hether there is a causal connection between
the injury and the drug. Epidem iology uses statistics to resolve problem s o f
causation, but the introduction o f another field o f scientific expertise poses an
added challenge for the judiciary. For m any judges, who do not have any
experience o f this science, statisfics and its interpretation, m ust be one o f the
greatest hurdles to be overcom e in their search to establish causation. To be fair
to the judiciary they are not the only ones to have problem s with stafistics.
Statistical analysis m ay show that the product could cause the injury
complained o f It m ay illustrate w hether the injury was caused by factors other

See M ildred M, R epresenting the P la in tiff in D rug P roduct L iability C ases chapter in Product L iability,
Insurance and the P h annaceutical industry. An A nglo- A m erican C om parison e ditor H ow ells G (1991,
^^27, M anchester U niversity Press).
Ibid.
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than the product itself. Many conditions mimic drug-induced injuries and as
such are the cause o f the problem rather than the drug itself.
Epidemiology is the most important evidence in proving causation in
contested liability cases where conflicting o f evidence is given. In Loveday v.
Renton^^ the defendants prevailed on the issue o f general causation by
attacking the epidemiological evidence produced by the plaintiff.
Epidemiology and the Establishment of Causation
"Epidemiology is the study o f the occurrence and distribution of
events (such as disease) over human populations".

72

In cases o f drug related illnesses, epidemiology establishes the incidence and
prevalence o f the illness among the population. It also studies other external
factors such as similar illnesses, genetic predisposition etc. This approach
determines whether there is a statistical association between the alleged
drug-induced illness and the product. A medicinal product may be associated
with a particular side effect. However, this does not necessarily mean that the
two are causally related. Criteria for establishing causality between the side
effect and the drug include the strength or extent o f the observed relationship.
However, these observed associations might be chance findings. Epidemiology,
through bio-statistical methods, tests whether they are chance findings.
Epidemiology also considers the effects of other factors on the association
between the drug and subsequent injury.
The best method o f proving whether a drug can cause an adverse
outcome is through an experimental study. A double-blind study in which one
group o f patients is given the drug and another is given a harmless substitute is
the normal methodological approach. If the trial group is said to be statistically
representative, findings can be made about the drug’s effect on the general
population. Epidemiology "should be able to light the way to an understanding
o f factors or exposures which may cause such conditions to occur”.’"* The

[1990] 1 Med L.R. 117.
See M acKay J. in X. Y. Z et al v. Shearing Healthcare Ltd et al [2002] E.W .H.C, 1420 Q.B.
See McGraw-Hill, Dictionary o f Science and Technology (2002, p.620).
See M acKay J. in X. Y. Z. v. Schering Healthcare Ltd [2001] E.W.H.C,
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advantage o f using this form o f statistical analysis is that it produces numerical
values o f the risk for a particular medicinal product.
The Magic of Number ‘Two’
In two recent cases, involving oral contraceptives, in which women patients
alleged that that they had suffered injury as a result o f taking an oral
contraceptive, judges used epidemiological evidence to establish standards
equivalent to the 50 percent rule.^^ Mr Justice MacKay established this
evidence by arguing that:

"If factor X increases the risks o f condition Y by more than 2
then when compared to factor Z it can be said, o f a group o f say
100 with exposure to factor X and the condition, that as a matter
o f probability more than 50 would not have suffered Y without
being exposed to X. If medical science cannot identify the
members of the group who would and would not have suffered
Y, it can nevertheless be said o f each member that she was more
likely than not to have avoided Y had she not been exposed to
X-76

In Vadera v. Shaw,'''’ the central issue was the relative risk o f a stroke due to
taking the first generation contraceptive pill. The second case, X. Y. Z. v.
Shering Health Care Ltd, Organon Laboratories Ltd, John Wyeth & Brother
70

Ltd,

involved the relative risk o f using a third generation oral contraceptive

that could potentially produce venous thromboembolism. In both cases, the
judges held that, where the relative risk shown by statistical studies that the
chance o f harm did not exceed 2 (i.e. was not doubled), then it was possible that
a woman would not have suffered injury either by a stroke or by venous
embolism, due to the taking o f an oral contraceptive.^^ If the relative risk is

See Vadera v. 5/;aM'[I999] 45 B.M.L.R. 162 andXYZv. A Shering Health Care [2002] E.W.H.C, 1420;
[2002] 70 B.M.L.R. 88. InATZ v. Shering Health Care [2002] E.W.H.C. 1420; [2002] 70 B.M.L.R. 88.
Ibid.
’’ 45 B.M.L.R. 162
[2002] W.L.R. 146, 183
The relative risk is a risk of a disease or defect in exposed people divided by the risk of that disease or
defect in non exposed people.
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below 1.0, this may suggest a negative or protective association between the
exposure and the disease or defect. If the relative risk is greater than 1.0, this
m ay indicate a positive or direct association between the exposure and the
disease or defect. If the relative risk is greater than or equal to two, this will
am ount to statistically significant evidence o f a causal link.
Using epidemiological studies which can "constitute the m ost useful and
O1

conclusive type o f evidence",

courts adapt this evidence to establish causation

under a legal standard p ro o f on a balance o f probabilities.

82

Most epidemiologists accept that when the relative risk o f using the
product over not using that product is doubled this equates to the legal standard
o f the balance o f probabilities; i.e. 51 percent proof neatly equates with the
relative risk o f two. In the most recent product liability cases taken in British
courts, it was felt by the respective courts that a successful plaintiff needed this
figure o f relative risk before causation could be individualised. In Vadera v.
Shaw^^ and X. Y. Z. v. Schering Healthcare Ltd,*"* m anufacturers o f
contraceptive pills w ere exonerated when epidemiology demonstrated that the
relative risk o f using the product was below 2. The presiding judge in the case
found through C ox’s regression analysis that the relative risk was below 1.7.
Does this mean that the scientific and legal standards o f p ro o f are about to be
reconciled?
Proof o f causation on a balance o f probabilities, could not be shown if
there were a failure to establish a statistically significant connection between a
medicinal product and an adverse side effect through epidemiological evidence.
This can be seen in the comments o f Henry L.J. in the subsequent appeal o f
Vadera v. Shaw in the Court o f Appeal when he stated:

"The judge concluded, and in our respectful view was right on
the evidence to conclude, that the studies carried out and referred
to by Dr Lidegaard [for the plaintiff] did not establish a
80

Howson CP, H owe C P & Fineberg HV, Adverse Effects o f Pertussis and Rubella Vaccinc National
(1991. p.34, Academy Press).
' See B rook v. M errell D o w 874 F 2d F 307 5'*' circuit.
82
See Barton and Mac Rae K, Causation and Statistics Chapter 26 Powers M & Harris N in Clinical
N egligence (third edition 2000, p .9 l6 , Butterworths).
*■'*45 B.M.L.R. 162.
[2002] All E.R. 437.
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statistically significant connection between Logynon and strokes.
A judge cannot ignore such evidence. It is as com m on sense a
conclusion as one could wish to say that if the connection
between ‘a ’ and ‘ b ’ cannot be shown with confidence to be other
than a coincidence, then it cannot be held on a balance o f
probabilities that ‘a’ caused ‘b ’. This is not to allow scientists or
statisticians to usurp the ju d g e’s function, but rather to perm it
him to use their skills to discern a connection, or lack o f
connection between the two phenom ena.”

85

The need to establish epidemiological evidence had been confirm ed previously
in the American case o f Daubert v. M errell D ow P h a r m a c e u ti c a ls Courts in
America have required epidemiological evidence to prove a relative risk greater
than 2 in order to show that a drug, m ore likely than not caused the p la in tiffs
injuries by a doubling o f the likelihood o f injury. This requirem ent o f relative
risk o f two is evident in the failure o f all cases in the United States against
Bendectin, m arketed in Ireland as Debendox, which was used to relieve nausea
in pregnancy. In a series o f cases taken in Am erican courts plaintiffs failed to
establish that the drug had a relative risk o f causing birth defects greater than
two. Due to continuous litigation against the product the manufacturers
w ithdrew it from the market though there was no evidence that it caused birth
defects.
Has certainty becom e a reality for the determ ination o f causation in
medicinal product litigation?
Certainty has becom e an increasingly important factor in determ ining causation
in medicinal product defect litigation. Certainty indicates the degree o f surety
that a correct interpretation o f statistical evidence has been achieved. The
attainm ent o f certainty in drug induced injury cases depends on how judges
interpret the statistical information presented to them in court. The infonnation,
upon which the judge makes his decision is not under his full control, and is
dependent largely on others, particularly the drug m anufacturers who either
See Vadera v. S/jaw [1999] 45 B.M.L.R. 162, 173.
43 F 3d 13, 11 9”’ cir (1995) cert denied 116 SCT 189 (1995).
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finance or conduct the research themselves. The statistical evidence or
information has to be properly collected and collated and correctly interpreted
by epidemiologists to identify the adverse effect o f the particular medicinal
product. In some cases this may not happen, or an incorrect inference may be
deduced from the information. In the final analysis, it is the judge who has to
cut through the sometimes enormous quantity o f statistical information to arrive
at a decision. While it is accepted that, "they (the judiciary) cannot transform
themselves into some form o f super scientist with access to a level o f expertise
superior to those who have given the evidence”*^, a minimum level o f skill in
the interpretation o f statistics would be helpful in producing a just result for
both the plaintiff and defendant. When confronted with an array o f figures Mr
Jusfice Mackey warned one particular epidemiologist "his familiarity with
oo

algebra lay in the past and at an elementary level".

This gap in knowledge is a

good reason for appointing an impartial and independent epidemiologist to
interpret the statistical information correctly and conclusively. In America, a
Federal science panel has been suggested to advise courts that have difficulty
with assessing causation due to the courts inability to understand scientific
notions o f causation.

go

Balance of probabilities and scientific causation; not the same?
Doubts have been expressed whether there is a correlation between the
statistical concepts o f causation and the legal standard o f the balance o f
probabilities. It has been said;

"The late Sir Austin Bradford Hill pointed out many years ago
that a stafistically significant association is not equivalent to
causation. Nor does the relative risk answer the issue of
individual causation at issue in a tort acfion. If half the cases of
the disease o f interest in the exposed group may have been
caused by agent X., half were not; and the study gives the jury

See Mackey J. in X Y Z v. Schering Healthcare Ltd et al [2002] E.W.H.C. 1420 Q.B.
See Brennan T, Hazardous Substance Litigation vol.73 Cornell Law Review 469, 477.
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and the judge no clue about which group the plaintiff falls into"
90

Courts, not only in the United Kingdom and the United States, have
started to adopt the doubling o f risk as an indication o f an association
between the drug and the subsequent adverse effect. Thus a balance
between the needs o f the legal system and the limit o f science is
established. Therefore,

"Traditional notions o f causation in epidem iology (RR > 2.0 at
95 % confidence intervals) are not at all incom patible with the
burden o f p roof in civil court actions".^'

The judiciary have recognised that the legal and scientific concepts are
conceptually different. This can be seen in the com ments o f Alliot J. in Vadera
V.

S h a w \^ when he stated:

"The odds ratio or relative risk ... does not in any event exceed
the figure 2, the figure beyond which it would have to go before
it could be said there is more chance than not that an individual
picked from the sample would have suffered a stroke by reason
o f the oral contraceptive taken. H aving considered the evidence
reviewed above on a balance o f probabilities, I am not able to
find that the plaintiff suffered her stroke by reason o f the oral
contraceptive prescribed for her"

The court used the stafistical value as evidence o f causation, which was valued
on a balance o f probabilities, and not as a substitute for the legal test.
The Supreme Court o f Texas has issued a caveat about the use o f
numeral 2 as a standard for determ ining causation. It cautioned:
See Kapshandy T, Proof o f Causation, Lancet 339 4'*' April 1992 p,876.
Ibid.
’ - [ 1 999] 45 B.M.L.R. 162
See Barton A, "Causation Issues in Civil Proceedings" chapter in M edicines, Medical D evices and The
Law, editors O'Grady J., Dobbs Smith 1, Walsh N , Spencer M. Greenwich (1999 p. 195, M edical Media
Ltd London).
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"We do not hold however that the relative risk o f more than 2 is a
litmus test or that a single epidemiology test is legally sufficient
evidence o f causation. Other factors must be considered. As
already noted epidemiological studies only show an association.
There may in fact have been no causal relationship even if the
relative risk is high".^''

While it may now appear that courts take a relative risk figure o f 2 as a near
equivalent o f the 50 percent balance o f probability, the division between the
scientific and legal guidelines remains unclear. In Loveday v. R e n t o n , both
sides accepted that case-control studies pointed to a relative risk o f 2.5 o f the
vaccine causing damage to an infant. Prof Miller in The New Law Journal o f
the 12th o f March 2004 queries why a plaintiff who has proved a relative risk
factor of greater than two, has failed to establish causation. He answers this
question in the following manner:

"95% confidence interval associated with this relative risk was
0.67-10.94 and with that lower limit falling below 1.0, there was
not a less than one in chance that the ‘ true’ relative risk was less
than 1.0 (i.e. there was no increased risk). A ‘less than one in 20
chance’ (altemafively, a greater than 95% probability that a
positive result cannot be explained by ‘pure chance’) is a
standard normally adopted by epidemiology; therefore, this
association was not ‘statistically significant’".

The claimant had to fail, even though the mean value o f the estimated
relative risk (2.5) implied that it was more probable than not that her
condidon resulted fi'om the vaccination".^^ In the Users Guide To The
Medical Literature, Essentials O f Evidence Based Clinical Practice

See M errill D ow Pharmaceuticals v. H avner 953 SW 2d 706 (Tex 1997) 718.
’^[1990] Med L.R. 117,
See M iller C, The MMR debate: Probability and Relative Risk (2004) New Law Journal p.365.
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published by The Journal O f The American Medical Association 2002
give the following explanation o f confidence intervals:

“Realistically, the true risk reduction could never be known. The
best we have is the estimate provided by rigorous controlled
trials, and the best estimate o f the true treatment effect is that
observed in the trial. This estimate is called a point estimate, a
single value calculated from observations o f the sample that is
used to estimate a population value or parameter. But point
estimate reminds us that, although the true value lies somewhere
in its neighbourhood, it is unlikely to be precisely correct.
Investigators often tell us the neighbourhood within the true
effect likely lies by the statistical strategy o f confidence intervals,
a range o f values within which one can be confident that a
population parameter is estimated to lie.”^^

Because o f this, judges are willing to look beyond the "litmus test" o f the
relative risk o f 2 in forming their own judgments And to consider other
evidence in the case "that which is and that which is not statistically significant
taken on its own.”^*
Epidemiology assists the victim o f a drug-induced injury by bringing a
degree o f certainty into a court’s deliberation o f causation. However, statistical
evidence is based on general population trends while a specific instance of
causation relates to an individual's exposure to the medication and the precise
injury caused to that individual. It must be remembered that statistical
associations, when compared with the determination o f legal causation, are not
individual but population based. Even if the claimant in medicinal product
defect litigation proves that a product can cause a specific defect, the next
hurdle faced by the plaintiff can generate greater problems. This is whether the
product actually caused the damage complained o f by the individual.

E ditors are G uyatt G & R ennie D, (2002, p. 101, A m erican M edical A ssociation Press).
See M ackey J. in A T Z v. Sc hering H ealthcare L td [2002] E.W .H .C . 1420 Q.B.
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Personalising the evidence of injury and causation
The Pros and Cons o f the "but fo r ” Test
Courts use criteria other than scientific means to determine causation. They
personalise the cause o f injury by invoking the ‘but for’ test. Thus in a
medicinal product injury, this would not have occurred ‘but for’ the failure to
test the product sufficiently before releasing it to the market. The test asks o f
the plainfiff to " adduce evidence to show that it is more likely than not, more
than 50% probable that ‘but for’ the defendants wrongdoing the relevant
damages would not have occurred.
Barnett v. Chelsea and Kensington Hospital^^^ is a classic case where
the court applied the ‘but for’ test. In this case a man took arsenic unknowingly
in his tea and became ill and was taken to hospital. The hospital did not carry
out a proper examination to diagnose the poisoning and the patient died. The
court held that the failure by the hospital to treat the poisoned patient correctly
was not cause o f the hann since the nature o f the poisoning was such that the
patient would have died anyway. The hospital’s conduct did not cause or
contribute to the plaintiffs injury. Though the ‘but for’ test is used primarily by
courts in determining causation it is accepted that the test cannot resolve all
issues o f causation.” '^'
Lovell and Jones contend that, in certain circumstances, the “but for”
test is useless and circular in its operation. It is useless, because in certain cases,
the drugs effect will not have caused the injuries which would have occurred
anyway. It is circular, because:

"There are or might be cases where the drug had contributed to
the harm in circumstances where it is not at all clear that it is the
only contributory factor. In this instance the ‘but for’ test would
only prove circular".

99

See Brazier M, Editor Cleric and Lindsell on Torts (1995, p.92, Sweet and Maxwell).
' “ [1968] 1 All E.R. 1068.
Ibid.
JO")
See Lovell and Jones, "The Sins o f the Fathers - Tort Liability for Prenatal Injuries (1974) 90 Law
Quarterly Review 531, 538.
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For reasons such as these, courts have not always accepted that the ‘but for’ test
should becom e the exclusive test o f causation in negligence.'®^ M ason C.J.
dem onstrates the judicial difficulty o f applying this test:

"The ‘but for’ test gives rise to a w ell-known difficulty in cases
where there are two or m ore acts or events in w hich each would
be sufficient to bring about the plaintiffs injury. The application
o f the test ‘gives results contrary to com m onsense that neither is
a cause’ W infield and Jolow icz on Tort 13 Ed (1989) p 134. In
truth the application o f the test proves to be either inadequate and
or troublesom e in various situations in which are there are
multiple acts or events leading to the p laintiffs injury."

In some medicinal product causation cases, it m ay be easy to state that on the
balance o f probabilities the product caused the injury. However, the application
o f the “but for” test can have inherent difficulties for the plainfiff in the
m ajority o f medicinal product liability c a s e s . T h i s is because:

1 There is often an underlying condition or disease and process
which is itself changing.
2 There m ay be several aetiological (causative) factors operating
o f which the matter com plained o f is one; and

3 The alleged injury m ay be non-specific. The difficulty is to
identify the extent, if any, o f the alleged com pensatable injury
and

to

distinguish

it

fi’om

an

underlying

pathological

condifion.'*^^

^ See M ason C.J. in M arcel v. E& M H S te a m e r P T Y L t d ( m \ ) 171 C .L.R , 506,508.
See Barton A, M edicines, M edical D evices and the Law, O 'G ra d y J. D obbs Sm ith I W alsh N &
S pencer M. (1999, p. 173).
Ibid.
106 , , , ,
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However the main problem with using the “but for” test is that in certain
cases it can produce harsh resuhs for the person attempting to establish
causation. This can be seen in the following judicial comments:

"The traditional ‘but for’, all or nothing, test denies recovery
where our instinctive sense o f justice ... o f what is the right
result for the situation ... tells us the victim should obtain some
compensation".

1AT

Recognising this, courts have lessened evidential conditions for the
plaintiffs in their effort to dem onstrate causation because the justice o f
the case requires it.

The development of new tests for causation
N om ially it remains for the claimant to establish that the defendant’s
negligence caused or at least materially contributed to his injuries. The doctrine
o f m ateriality has been recognised as an alternative to the “but for” test and
Prosser and Keaton define it as follows:

"The defendant’s conduct is a cause o f the event if it was a
material element and a substantial factor in bringing it about".

This doctrine is based not on principle but on policy considerations. It has been
said that:

"It is a fictional device that enables plainfiffs to succeed for
policy considerations in certain circumscribed circumstances
where the state o f scientific knowledge is such that the cause and
extent o f their injury is unknowable

See Justice B everly M cL achlin, N egligence L aw - Proving the C onnection in T orts- T om orrow A
T ribute to John Flem ing, editor M ullany N & L inden A (1998, p .l6 , LBC Books).
'*** See Prosser and K eaton on the Law o f T orts (5th edition 1984, p.267, St Paul M inn: W est p.267).
S ee 0 ‘G rady J, D odds-Sm ith I, W alsh N A N D Spencer M, M edicines, M edical D evices and the Law
(1999 p. 173).
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The Doctrine o f M aterial Contribution
This poHcy was developed by the House o f Lords in M cG hee v. The N ational
Coal 5 o a r J ," ° w here the plaintiff contracted dennatitis from contact with brick
dust w hile w orking for the defendants. The defendants were held to be
negligent in not providing a w ashing facility to clean the dust o ff before M r
McGhee left his work to cycle home. It was not established w hether the
dermatitis was caused by the absence o f a washing facility or by the
unavoidable levels o f the brick dust experienced during the day in the brick kiln
for which the defendants were not responsible.
In the M cG hee case, the House o f Lords ruled that the National Coal
Board was in breach o f its statutory duty by not providing proper washing
facilities. The contention that this breach o f duty had increased the risk o f
disease was treated as p ro o f that the breach had caused the disease. For Lord
W ilberforce the device was a fiction, which had been made in the interest o f
justice to prevent the plaintiff from losing his claim for want o f establishing
causation.
Another significance o f the case was that it seemed to suggest that the
burden o f the p ro o f o f causation could be reversed when scientific or medical
opinion m ight not be able to pinpoint the cause o f the illness. The following
statement by Lord W ilberforce supports this posifion: “ It is a sound principle
that where a person has, by a breach o f duty o f care, created a risk, and the
injury occurs within the area o f that risk, the loss should be borne by him unless
he shows that it has some other c a u se " .'"

In a case which involved damage

from asbestos Brook L.J. said in the Fairchild v. Glenhaven Funeral S e n ’ices
L td
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in the Court o f Appeal, that Lord W ilberforce’s determ ination in the

M cG hee case represented a m inority view but had started “a hare running”
which was eventually checked by the House o f Lords in Wiltshire v. Essex Area
Health A u t h o r i t y This decision o f the H ouse o f Lords indicated that there
could be no reversal o f the burden o f p roof in term s o f establishing causation,
but only an inference, which m ight be drawn from the evidence, presented in

' " ’ [1973]
[1972]
" ^ [2 0 0 2 ]
" ^ [1 9 8 8 ]

1 W .L.R. 1.
3 All Eng 1008, 1012; [1973] 1 W .L.R. 1 ,6 .
I W .L.R. 1052, 1068.
A.C. 1074.
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the case, which the defendant had to rebut. The requirement that the plaintiff
prove causation continues to be dem anded by courts.

Reversal of proof of causation and competing causes of injury
This can be seen in K ay v. Ayrshire and Arran Health B o a r d , a medical
negligence case w here the plaintiffs had incorrectly maintained, that an
overdose o f penicillin had caused a child’s deafness. The court found that the
cause o f the deafness was meningitis. The House o f Lords held that where there
were two com peting causes o f an injury, no inference should be drawn from the
evidence. In this case, expert evidence proved that an overdose o f penicillin had
never caused deafness. This position was confirmed in Wiltshire v. Essex Area
Health Board

w here an infant received an excess o f oxygen which resulted

in an incurable condition o f the retina causing near blindness. This condition
could have been caused by at least five other factors that affect infants o f that
age. In the High Court M r Justice Pain, relying on the M cG hee case held that
the defendants had been negligent in failing to take precautions against the
adm inistration o f excess oxygen and the very dam age that those precautions
were designed to guard against occurred. The burden m oved to the defendant to
prove that the dam age did not result from his breach o f duty.
The House o f Lords led by Lord Bridge were not content with this
extension o f liability as it ran counter to previous decisions o f the House,
particularly in Bonnington Castings v. W ardlawJ'^ and did not represent the
m ajority opinion o f the house. In rejecting the lower courts interpretation o f the
M cGhee case, the H ouse o f Lords expressly declined to ease the burden o f
proof in the case o f causation in complex medical matters. Conaghan and
M arshall have com mented on the reversal o f the High Court decision in the
Wiltshire case:

"The outcom e is a particularly grotesque m anifestation o f the
fault principle because it m ight be well the case that the plaintiffs

" ' ‘ [1 9 8 7 J2 A 1 1 E .R . 417.
[1988] A.C. 1074.
" ^ [1 9 5 6 ] A.C. 613.
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(M artin W iltshire) injuries were in fact caused by the hospitals
negligence. Sadly he could not prove it."

117

Causation in Ireland and Product-Liability
In Ireland, the difference in relation to the p ro o f o f causation betw een the
M cG hee and the Wiltshire cases has been recognised. In the Best case
O 'Flaherty J. distinguished between the M cGhee and W iltshire case when he
stated:

"It seems to me that for the purposes o f considering the issues in
debate before us on this aspect o f the matter the two cases are
compatible. M cGhee v. The N ational Coal Board [1973] W LR 1
was concerned with negligence m aterially (though not, perhaps,
exclusively

or

necessarily)

contributing

to

the

p la in tiffs

dermatitis; the case would, I venture to think, find a frequent
resonance in our courts. Wiltshire v. Essex Area Health Authority
[1988] AC 1074 on the other hand simply reiterates that the
burden o f proving causation remains with the plaintiff when
there are different possibilities as to what caused the injury."
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Thus in Ireland, if there is one possible cause o f injury and w here there is
conflicting scientific or medical evidence concerning its origin, the court may
be w illing to draw an inference o f fact in any establishm ent o f factual causation.
This can be seen in the comments o f M r Justice Kearns in Quinn v. M idWestern Health B o a r d , when he stated;

"Where only one reason or agency can be identified, a court m ay
m ore readily make good any evidential shortfall to draw an

See Conaghan and Marshall W, TTie W rong o f Tort (2nd ed, 1999 p.65, Pluto Press).
' See Besi v. the W ellcome Foundation Ltd [1999] 3 I.R. 421, 489.
" ’ [2005J2 l.L.R.M. 180, 191.
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appropriate conclusion, notably when scientific and medical
evidence are incapable o f providing the requisite information."

However, where there are other possible reasons for the cause o f the accident,
the burden o f proof for causation will remain with the plaintiff The Wiltshire
case shows this stand can produce an unfair result, especially when the actual
cause o f injury is known but cannot be proved. Lord Bridge felt that:

"Only parliament can change requirements o f proof which is one
o f the basis o f tort liability. We should do society nothing but a
disservice

if

we

unpredictable

and

made

the forensic

hazardous by

process

distorting

the

still

more

law

to

accommodate the exigencies o f what may seem hard cases".

In the Wiltshire and the Best cases, both the House o f Lords and the Supreme
Court have reasserted a need for the proof o f causation to remain with the
plaintiff where there are competing causes as to the origin o f the injury. In the
case of medicinal product defect litigation this can present a great evidentiary
hurdle for plaintiffs, but recent rulings in a series o f asbestos cases culminating
in Fairchild v. Glenhaven Funeral Sendees,’^’ indicate an increased process o f
relaxation in the frequently formidable difficulties o f proving causation.
Fairchild v. Glenhaven Funeral Services - A Further Relaxation of
Causation?

This

case involved asbestos related cancer mesothelioma contracted

by

workers. It was not disputed in court that the disease had been caused by
occupational exposure to asbestos dust or fibres. The issue before the court was
whether workers who had been employed at different times by different
enterprises could succeed in claims for damages. The workers could not
demonstrate with certainty the necessary legal connection that exposure during
a particular employment had caused the disease. Each o f the employers owed a
duty o f care to the claimants to protect their employees against this disease.
See Wiltshire v. Essex Area Health Authority [\ 988] 1 A.C. 1 0 74, 1092.
[2002] 3 W.L.R. 89.
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Mr Fairchild, the plaintiff, had contracted m esotheliom a, but it was
m edically im possible to dem onstrate during which em ployment he had
contracted the disease. Thus there was always going to be an evidential gap.
The Court o f Appeal rejected the claim ant’s attempt to ignore the fact that it
was im possible to prove under which em ployment he had contracted the
disease. Brooke L.J. in the Court o f Appeal judgm ent said:

"In our judgm ent, this leap over the evidential gap not only defies
logic but is also susceptible to unjust results. If we were to
accede to the claim ant’s argument, we would be distorting the
law to accom m odate the exigencies o f a very hard case. W e
would be yielding to a contention that all those who have
suffered injury after being exposed to a risk o f injury from which
som eone else should have protected them, should be able to
recover com pensation even when they are quite incapable o f
proving who the culprit was".'^^

However, the House o f Lords were w illing in this case to ignore the judicial
sentiments o f Lord Justice Brook and permit a relaxation o f the p ro o f o f
causation.

Return to the Principles of McGhee?
Recognising the authority o f previous decisions including M cGhee v. the
N ational Coal B oard, t h e House put forward the proposition that the court
could depart from the usual ‘but for’ test o f causal connection and consider a
lesser degree o f causal connection as sufficient. The House o f Lords used the
doctrine o f material contribution as their test for establishing causation. This
can be seen in the leading judgm ent o f Lord Bingham, when in holding for the
plaintiffs, he stated that: “the defendant’s breach o f duty materially contributed
to causing the claim ants disease by m aterially increasing the risk o f disease
being contracted” .'^'* By returning to the M cG hee case as a basis for

[2002] 1 W.L.R. 1080.
[1973] 1 W.L.R. I (HL).
See Fairchild v. Glenn Haven Funeral Services Ltd [2002] 3 All E.R. 305, 306.
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establishing causation, the House demoHshed Lord B ridge’s contention in the
Wiltshire case that M cG hee "had added nothing to the law". The M cG hee case,
in fact, had laid down a new rule that there was "no substantial difference
between saying that what the defendants did m aterially increased the risk o f
injury to the pursuer and that what they did m ade a material contribution to his
injury” .
Following the Fairchild case, a plaintiff will no longer have to prove
that the defendant’s negligence actually caused the harm. It m ay be enough for
him to show that this misconduct contributed to the risk o f the occurrence o f the
harm .” '^^ Tony W eir gives the following exam ple to dem onstrate this point:

"Thus, if a healthy young w om an has unsafe sex with six
partners, each o f whom fails to disclose that he is HIV-positive,
all o f them would be liable if she contracts AIDS, one o f them
m ust have infected her but she cannot possibly show which. It
m ust be a com fort that if the child is bom , m edical science can
now tell which the actual father was, or they would all be paying
m aintenance.”

If this principle were applied to medicinal product defect litigation, it would
have far reaching consequences. Epidem iology m ight show that for certain
people a product m ight increase the risk o f injury, particularly those prone to an
adverse effect o f the drug. An example, would be honnone replacement therapy
for menopausal women where there is research to dem onstrate that it increases
the risk o f cancer. This would be the same as if a person had been injured by
that serious side effect. This is seriously dam aging to the pharmaceutical
m anufacturer’s position, because equating an increased risk with a material
contribution to any subsequent injury could lead to a greater extension o f
liability. Thus the m anufacturers o f horm one replacem ent therapy could be held
liable if the w om en who developed cancer were able to show that their products
had increased their risk o f disease. Though there will always be uncertainty as
Lord Reid in McGhee v. The National Coal Board [ \9 iy \ 1 W.L.R. 1.
See W eir Tony, Making it More likely v. Making it Happen (2002) Cambridge Law Journal p.519,
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to the cause o f the disease, the pharm aceutical m anufacturers m ight have to
com pensate those who took their products and contracted cancer though their
products m ay not have been responsible for the injury.
Because o f the all or nothing notion o f com pensation, the manufacture
will have to com pensate for the ftill consequences o f cancer. P rof Stapleton
states that fairness to the m anufacturer dictates that he should be liable only for
the proportion o f damages that relates to the material contribution that he has
made to the i n j u r y . T h e decision o f the Court o f Appeal in H oltby
& Cowan (Hull)

Brigham

addressed Professor Stapleton's statement in holding

that strictly speaking the defendant should only be liable to the extent o f the
contribution. As a plaintiff was unable a to prove causation com pletely the
Court o f Appeal made a deduction o f 25% o f the total compensation in respect
o f the quantifiable part o f his disability by the claimant again the defendant.
The proportion represented a contribution o f the claimant to the accident.
However, in Fairchild, their lordships held that such an extension o f
liability would only apply in limited circumstances, m ainly pertaining to
asbestos injuries. There were other qualifications, namely, that in lowering the
p roof o f causation in not using the ‘but fo r’ test, and there was no reversal o f
proof to the defendant. A court can only m ake an inference equating an increase
in material risk to a material contribufion to the injury w here there was no
scientific know ledge to prove the cause o f injury on the balance o f
probabilities. Both the M cG hee and Fairchild cases involve one agent o f injury,
but only when there are not com peting agents does the principle developed in
these two cases apply.

Competing causes and the Fairchild decision
In medicinal product defect litigation, com peting causes can becom e the
greatest hurdle in any attempt to prove that the drug caused the injury. Before
Fairchild, the basis for detennining causation in England and Ireland, where
there were alternative causes, was the Wiltshire case. Since the Fairchild

1 "^8

See Stapleton J, Cause in Fact and the Scope o f Liability for Consequences (2003) 119 Law Quarterly
Report 388, 404.
[2000] 3 All E.R. 421.
Ibid. p.421, para 23.
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decision, the Wiltshire approach remains the law. This can be seen in Lord
Bingham ’s leading judgm ent when he observes:

"It is plain, in m y respectful opinion, that the house was right to
allow the defendants to appeal in the Wiltshire case...- It is one
thing to treat an increase o f risk as the m aking o f a material
contribution where a single noxious agent is involved, but quite
another where any num ber o f noxious agents may equally have
caused the damage".

If Lord Bingham's contention were correct, then the M cGhee principles would
only survive in a situation w here a pharmaceutical m anufacturer negligently
supplied a patient with a product and when there was clearly no other
identifiable potential cause o f the condition or injury. If the plaintiff is able to
convince the court that the product had caused or materially contributed to the
onset o f the condition, then the plaintiff will prevail. That inference o f
m aterially contributing to the injury will have to be rebutted by the experts
called by the defendant m anufacturer and if the m anufacturer succeeds the
plaintiff will not p r e v a i l . H o w e v e r , in m any pharmaceutical product defect
cases, separating the causes o f injury, be they drug induced or o f natural origin,
can be very difficult and the M cG hee principles would seem to apply only
where there is one cause o f injury. Lord Bingham in his judgm ent confirms the
approach o f Lord Bridge in determ ining causation where there are many
potential causes o f the condition.
Apportionment: a possible solution?
When a person is injured by a medicinal product which is known to cause a
certain condition, but the identity o f the supplying m anufacturer carmot be
clearly established, the ‘but for test ‘cannot be applied. Here, the limits o f
orthodox causation can be stretched in the case w here an injury is attributable to

See Fairchild v. Glennhaven Funeral S e n ’ices Ltd [2002] 3 All E.R. 305, 325.
See Mildred Mark, Representing the Plaintiff in Drug Product Liability Cases in Product Liability;
Insurance and the Phannaceutical Industry: an Anglo-American Comparison, Editor Howells G (1991,
p.30, M anchester University Press).
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generic drugs but the plaintiff is unable to identify the manufacturer.'^^ This
occurred in Sindell v. A bbott Laboratories,^^"^ w here the daughters o f mothers
who took diethylstilbestrol during their pregnancy developed vaginal cancer. A
causal link between the drug and vaginal carcinom a had been established for
over 20 years.
The Supreme Court o f California solved this causation problem o f the
unidentified m anufacturer by apportioning liability on the basis o f the
defendant's market share. It was argued by the court that this approach was fair
and just to the complainants. The Sindel case was not argued before the House
o f Lords in the Fairchild case, but the speeches o f Lords Hutton and Hoffmann
indicate an interest in the application o f apportionm ent where the identity o f the
defendant is not readily known. However, Lord Hoffinann did not subscribe
entirely to the ideas o f overturning traditional causation principles and applying
market share liability. He applied the M cGhee principles as follows:

"The existence o f the additional m anufacturers did not materially
increase the risk o f injury. The risk from consum ing a drug
bought in one shop is not increased by the fact that it can also be
bought in another shop. So the case would not fall w ithin the
M cGhee principle".

Lord Hoffmann's argument fails to recognise that it is not the num ber o f places
o f purchase that is the issue in these types o f cases; "it is the extent o f exposure
to the product" that is the problem.
Hoffrnann’s position contrasts with the decision o f the Dutch Supreme
Court which was willing to impose Liability on the m anufacturer's o f
diethylstilboestrol on the basis o f an alternative causation rule which is similar
to joint and several liability under the new Dutch Civil Code o f 1992. Article
99 o f book 6 o f the new Dutch Civil Code states:

See Grubb A and Laing J, Principles o f Medical Law (2003, p. 1006, Oxford University Press).
'-''‘‘ (1980) 26 Cal 3d 588.
Herbst Ulfelder and Poskanzer, Adenocarcinoma o f the Vagina. Association o f Maternal stilboestrol
therapy with Tumour Appearance in Young Women, 284 New England Journal o f Medicine (1971) 878,
879.
See Feeney C, Laleng P and Cooper D, Mesothelioma, Asbestos and Causation (2003) Journal o f
Personal Injiiiy p.3.
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"If the damage may have been caused by two or more events for
each o f which a different person is hable, and if it has been
established that the damage is caused by at least one o f these
events ... each o f these persons has a duty to compensate for the
damages, unless he proves they were not caused by an event for
which he him self is liable".

Similarly,in Ireland, legislation is supportive o f the person injured by
diethylstilbestrol. The plaintiff not need adopt the market share approach, but
can rely on section 11 (3) o f the Civil Liability Act 1961. This section allows the
plaintiff total recovery against any o f the defendants thus consigning the issue
o f percentage liability to the other producers and the defendant that has been
found culpable. This means if a defendant with only 5% o f the market was
solvent, the plaintiff could recover 100% from that defendant manufacturer
though the m anufacturer who may have had 90% o f the market was in
liquidation.
Fairchild: Has this case any significance for establishing causation in
medicinal product defect litigation?
If it is accepted that the proof o f causation can be a problem for plaintiffs in
separating natural causes from those which can be drug-induced, then can
Fairchild assist in any meaningful way? In the UK and to a large extent in
Ireland, the notion that the proof o f causation will be reversed from the plaintiff
onto the defendant in circumstances similar to the M cGhee case is now firmly
abandoned. Only the link between the defect and the injury will now be inferred
from the evidence to the disadvantage o f the defendant.
The principle in Wiltshire v. Essex Area Health Authority, where there
m ay have been a number o f causes o f the injury, has now been re-established in
ensuring that the burden o f proof in causation remain with the plaintiff

1 ^ 7

No

m atter how catastrophic the injuries from a defective medicinal product are, it
will remain extremely difficult for a plaintiff to succeed if there are other

' ” [1988] I All E.R., 872.
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possible causes, This can be seen in the Court o f Appeal's refusal to lower the
requirements o f the p roof o f causation in the Fairchild case.

I

The House o f Lords rejected the Court o f A ppeal’s approach as being
unjust and contrary to commonsense. The Lords ruled the employers had
broken a duty o f care by exposing their em ployees to the risk o f asbestosis,
which made a material contribution to the onset o f the condition. W hile this was
fair to the employees, it could be deemed unfair to some employers who might
not have employed the person or persons but for a short period o f tim e and yet
be joindy and severally liable. However, the court in justifying this stated:

"Any injustice that m ight be involved in im posing liability on a
duty breaking em ployer in such circumstances was heavily
outweighed by the injustice o f denying redress to the victim".

If plaintiffs are to derive com fort from the Fairchild case, it is the sentiments,
which are contained in this statement that could be used to justify a relaxation
o f the burden o f proving causation. There is another case recendy decided by
the House o f Lords in Chester v. Afshar'^'^^ when a m odification or relaxation o f
the conventional rules o f causation was applied in a case o f infonned consent to
medical treatment. In this case a surgeon Dr A fshar failed to inform his patient
M iss Chester, in an elective lum bar surgical procedure, that this procedure
involved 1-2% risk o f serious neurological damage, known as cauda equina
syndrome. Unfortunately for the patient, what she should been warned about
occurred. M r Justice Taylor, in the High Court, was satisfied that if the plaintiff
had been warned, she would not have agreed to undergo the operation three
days after the consultation with her surgeon. Because o f a shortage o f time she
was unable to take a second opinion from other com petent surgeons. She was
honest enough in her evidence to say that she m ay have gone ahead with the
operation but not at that time. Lord W alker, for the majority in the House o f
Lords, believed that there should be a m odification o f causation rules even if it

F airchild V. Glenhaven Funeral S e n ’ices [2002] 1 W.L.R. 1052.
F airchild v. Glenhaven Funeral S e n ’ices [2003] 3 All E.R. 305, 306.
''‘“ [2005] 1 A.C. 134,
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involved "some extension o f existing principle”, as in Fairchild v. Glenhaven
Funeral Services

because he recognised the injustice of:

“An honest claimant finding herself without a remedy in
circumstances where the surgeon has failed in his professional
duty and the claimant has suffered injury directly within the
scope and focus o f that duty."’"*^

Lord Steyn also agreed that the Fairchild case could be applied in this case. He
concluded that if the claimant had not given an informed consent her right to
autonomy and dignity should be vindicated by a "narrow and a modest
departure from traditional causation principles" and that this was consistent
both with the aim o f law, which was to right a wrong and with the reasonable
expectations o f contemporary society. The whole tenor o f both judgments is
about compensating those who were wrongftilly injured. McLachlin J., writing
extra judicially,''*^ reinforces this point when she states:
"If this (relaxation o f causation) is not achieved victims will be
left with a sense o f grievance and people will be left with a
feeling that justice is not what it should be".

In the Fairchild decision, the House o f Lords recognised that the rules o f
causation may in certain cases cause injustice and they have been willing to
adopt a process o f judicial creativity required in cases o f c a u s a tio n .H o w e v e r,
caution should be exercised in attempting to extrapolate the Fairchild judgment
to other noxious agents. Asbestos injuries are a special case and it will be
interesting to see whether the willingness to relax causation extends only to
asbestos. Mark Mildred writing in the Journal o f Personal Injury Law about the
application o f the Fairchild case in Chester v. Afshar states:

Ibid, at p. 166
Negligence Law - Proving the Connection in Torts Tomorrow- A Tribute to John Fleming, editors,
Mullaney & Linden, (1988, LBC Infonnation Services).
See Morgan J, Lost Causes in the House o f Lords (2003) M odern Law Review vol.66 p.283.
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"W hat is clear from this case {Chester v. Afshar) is the
opportunity to develop the com mon-law in relation to causation
flow ing from the decision in Fairchild. It will require a bold
observer to project the consequences o f that decision".

It is apparent from the Best and the W iltshire cases that, w here there is a
scientific doubt in the evidence presented to the court concerning other possible
causes o f injury, both the Irish Supreme Court and the House o f Lords will not
extend the application o f the M cGhee case. As such, there will be no inferring
o f causation where there is scientific doubt as to the cause o f the accident. This
has to be contrasted with the attitude o f the Canadian Supreme Court in Farrell
V.

S n e l l w here Sopinka J held, that in medical m alpractice cases (similarly

medical defect litigation), where the facts lie particularly within the knowledge
o f the defendant, in these circumstances, “very little affinnative evidence on the
part o f the plaintiff is required for the drawing o f an inference o f causation in
the absence o f evidence to the contrary” . He concluded that:

"The legal or ultimate burden remains with the plaintiff, but in
the absence o f evidence to the contrary produced by the
defendant, an inference o f causation m ay be drawn, although
positive or scientific proof o f causation has not been adduced This is, I believe, what Lord Bridge had in m ind in W iltshire
w hen he referred to a robust and pragm atic approach to the
facts” .

This Canadian judicial invitation to take a "robust and pragmatic approach" to
causation in m edical negligence cases has found support among English
commentators.

See Mildred M, Case and Comment Chester v. Afshar (2005) Journal o f Personal Injury Law C l , C2.
72 D.L.R. (4"') 289.
Ibid. at 301.
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"It could be said that English law could greatly benefit if the
court were seen to be m ore ready to adopt Sopinka's J.'s approach
to causation in this most troubling area o f litigation".

148

By analogy, this approach to causation in medicinal product defects cases could
benefit the victim o f such defects.
Recent Developments in the Determ ination o f Causation in Irish and
British Courts: Isolating the M odified Approach? .
Unlike Canadian courts, Irish and British Courts have recently re-emphasised
the traditional approach to causation in medical negligence actions. In Quinn v
the M id-W estern Health Board and O'Sullivan,^^'^ a m other unsuccessfully sued
her area Health Board and her consultant obstetrician when her child was bom
brain damaged as a result o f a condition known as periventricular leukomalacia.
(PVL). Periventricular Leukomalacia. (PVL) is a form o f white m atter injury
that occurs predom inantly in preterm infants in areas o f the brain with a
marginal blood supply.
Contributory factors to its occurrence include poor placental function,
which compromises blood supply to the brain and silent infection, which causes
the release o f neurotoxic (brain damaging) substances.'^®. M r Justice Kearns
noted that in evidence in the trial in the High Court that it was a multifactorial
condition that as yet has not been fully understood.
The plaintiff in her evidence attempted to convince the court that the
brain dam age suffered by her could have been avoided had she been delivered
not later than 35 weeks into her gestation. She also alleged negligence on behalf
o f her obstetrician who had failed to scan and m onitor her pregnancy when the
problem could have been detected around 30 weeks. M r Justice O'Sullivan in
the High Court held that the plaintiff had failed to prove on the balance o f
probabilities that she would have avoided the injury had she been delivered at
the 35th week o f gestation. In the High Court, the issue o f causation had been
dealt with on the basis that the claimant had to prove that but for the breach o f
''** See Grubb A, Principles o f Medical Law (2003 p.450, Oxford University Press).
[2005] 2 I. L R . M. 180

See Volpe JJ Neurology of the Newborn fourth edition 2000 p 307-315. Saunders.
[2005] 2 I. L R. M. 180,195.
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duty she would not have suffered the damage. Because o f the difficuhy o f
proof, the counsel for the plaintiff said that in this particular case the rule
relating to causation should be modified. M r Justice Kearns rejected the plea for
a m odified approach o f proving causation, either by a reversal o f p roof (Lord
W ilberforce's approach in the M cGhee case) or by draw ing an inference, which
the defendant had to rebut (the approach o f the Supreme Court o f Canada in
Snell

V.

Farrell) believing that this particular case did not bring it within the

m ore relaxed requirem ents for establishing causation.
In relation to the proof o f causation, Canadian courts have been more
proplaintiff than other jurisdictions.

152

This approach can be seen in the

following com ments by Sopinka J. when he stated in Snell v. Farrell that where
the relevant facts are peculiarly within the knowledge o f one party:

"Very little affinnative evidence on the part o f the plaintiff will
justify the drawing o f an inference o f causation in the absence o f
evidence to the contrary. This has been expressed in tenns o f
I CO

shifting the burden o f p ro o f.

Mr Justice Kearns distinguished this quote by suggesting that in fact Sopinka J.
did not like the idea o f transferring the onus o f p ro o f onto the defendant but
believed in a w eighting o f evidence to draw an appropriate inference. However,
Sopinka J. believed that:

"The legal or ultimate burden rem ains with the plaintiff, but in
the absence o f evidence to the contrary adduced by the
defendant, an inference o f causation may be drawn although
positive or scientific proof o f causation has not been adduced".

A case relied upon by the plaintiffs was the F airchild case,'^"* in their efforts to
encourage the court to relax causation requirements. The judge rejected this
See Naxakis v. Western General Hospital (1999) 73 A.L.J.R 782 noted by Mulheron & Gordon (2000)
8 Tort Law Review 19; Gunson, ‘Turbulent Causal Waters: The High Court, Causation and Medical
N egligence’ (2001) 9 Tort Law Review 53. Quill E, Tort Law in Ireland (second edition, 2001, p.414. Gill
& McMillan).
See Snell v. Farrell [ 1990] 2 S.C.R. 311.
See Fairchild v’. Glenhaven Funeral S e n ’ices Ltd [2003] 1 A.C. 32.
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argument and distinguished the case on the grounds that this decision turns on
its own unique facts and in Ireland under the Civil Liability Act 1961 the
problem o f deciding which employer was responsible for the asbestos injury
could be resolved by the Act deeming every employer a concurrent
wrongdoer.
He further relied on Gregg v. Scott (failure to diagnose cancer by a
GP),'^^ where the House o f Lords refiased to generalise the principle in the
Fairchild case and award damages in all cases in which the defendant may have
caused an injury and increased the likelihood o f the injury being suffered. He
agreed with Lord Hoffrnann's contention for the majority in Gregg v. Scott that
to relax proof o f causation would mean abandoning the rule in the Wiltshire
case on whose principle the House o f Lords had approved in the Fairchild case.
Mr Justice Kearns echoed Lord Bridge’s contention, in the Wiltshire case, that
changing the reversal o f proof would require Parliamentary action when he
stated:

"Any approach which had the effect o f reversing the onus of
proof or transferring the onus o f proof to the defendant, would be
one o f such importance, even in the few exceptional cases, where
might it be appropriate, that it would require a full court - or
perhaps even legislation - before a change o f such magnitude to
existing law could take place".

This statement has come in for criticism from Dr Ciaran Craven when he states
that:

"This conclusion merits at least some brief observation. Firstly,
the comments in relation to the reversal o f proof must be
considered orbiter, given the conclusion reached. But, it also
begs the question as to why a full court would have been required
or even legislation. Surely, given the nuances which various
See Civil Liability Act 1961 section 11(3).
[2005] U.K.H.L. 2.
Ibid. at 195.
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cases present to the courts provide a m ore appropriate factual
matrix - based on justice and policy consideration - for such
consideration."'^^

In the present case it was accepted that the condition PVL is multifactorial in
origin whose cause is not fully understood and not foreseeable or preventable
and thus to allocate responsibility for an unknown cause would not be just. In
the product liability case o f Best v. Wellcome Foundation Limited, Mr Justice
O'Flaherty refiased to change the burden o f p ro o f or to tilt the scales in any
degree in favour o f the plaintiff, though he stated that the M cG hee case would
find favour in Irish c o u r t s . W h i l e accepting that in the present case o f Quinn
V.

the M id-W estern Health Board, M r Justice Keam s in the Supreme Court was

correct in rejecting a m odification o f the proof o f causation, how does the case
improve the chances o f a consumer or patient in persuading a court to relax the
proof o f causation?
In Ireland, the chances o f succeeding are very slim because M r Justice
Keams was only w illing to apply a relaxation o f the rules in "a few exceptional
cases" with full Supreme Court approval and if such a change was permitted by
legislation. However, M r Justice K eam s said that if there w ere any deliberate
attempts by the defendants to obscure the facts or any destm ction o f records
then a relaxation o f requirements for establishing causation m ight be permitted
by the courts. In a case where there have been misrepresentations about a side
effect o f a drug by a pharmaceutical m anufacturer, the above comments by Mr
Justice Keams would assist an injured plaintiff. The court in such circumstances
m ight relax the rules o f causation in favour o f the victim. The extent o f the
relaxation is difficult to discover because it has not been developed to any great
degree in the judgm ent. It is unlikely from the tenor o f the court judgm ent that
where there is doubt about the actual cause o f the side effect o f the medicinal
compound this relaxation or modificafion o f causation m les will be set in
mofion by the court. If the victim o f a medicinal product defect succeeds in
proving that the dm g in question can and does inflict the type o f injury
158

See Craven C, T orts U pdate C onference 2005 p ap er in Recent D evelopm ents in T ort Litigation T rinity
C ollege, Law School.
See B est v. W ellcom e F oundation L im ited [ 1993] 3 LR. 421, 489.
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involved, then it m ust be established that the drug inflicted injury on this
particular plaintiff. This m ay be termed specific or legal causation.

Legal causation
Once a claimant has established that a causal link exists between the
defendant’s breach o f duty and the injury, the plaintiff must then establish legal
causation:

"Namely that the defendant should be legally responsible for the
dam age suffered by the claimant” .'^ ’

In most cases the courts take both legal and factual causation together. Once it
has been established that the defendant has committed a tort and that the
plaintiffs injury would not have occurred but for his negligence, the
defendant’s conduct will also be held to be the (legal) cause o f that injury.

162

Even if the defendant m anufacturer has been found to have factually caused the
plaintiffs injury, he m ay not have to pay the ftill extent o f the dam age because
it is regarded by courts as too r e m o t e . T o hold the defendant responsible, ad
infinitum, would unreasonably restrict human activity.
The law then m ust draw a line not on grounds o f logic but for practical
reasons,'^"' because the possible consequences o f human conduct are endless.
To proceed otherwise would be unfair to the defendant.
“The simplest way to interject fairness and policy considerations
into a ‘cause in fact’ determination is by qualifying the word
cause with a word such as proximate, substantial or direct".

In dem onstrating a proxim ate causal relationship, it will not be necessary to
show that the drug was the sole cause, but it will have to be shown that it was
See W oodside in Product Liability: Pharmaceutical Drug Cases, Vinson and Slaughter editors, (1988,
p.225, Colorado Shepherd's M cGraw/Hill).
Goldberg R, Causation chapter in The Law o f Product Liability p.302 editors Grubb A. and H ow ells G.
^2000, Butterworths).
■ See Cane P, Atiyah’s Accidents, Compensation and the Law (sixth edition, 1999, p.98, Butterworths),
See Lunney M & Oliphant K, Tort Law: Text and Materials (second edition, 2003, p .l8 8 , Oxford
University Press).
See Reynolds W, W infield & Jolow icz on Tort (16th edition 2001, p.223, Sweet & M axwell).
See Products Liability Phamiaceutical Drug Cases, editors Vinson D & Slaughter A (1988, p. 238,
McGraw-Hill.
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one o f the c a u s e s . T h e Food and Drugs A dm inistration hsts a number o f
factors suggestive o f causaHty in individual drug use.'^^ They include a
temporal link between the drug use and the event; the injury m ust have been
absent prior to use o f the drug and have occurred after the drug was taken.
There is also the dose effect relationship w here the adverse effect o f the drug
becom es m ore pronounced when higher doses are used. A nother factor, which
may indicate a causal link between the injury and the drug, is a decline o f the
effect when the drug is withdrawn and the reappearance o f this effect when the
drug is reintroduced. Finally a strong defence can be m ade to an allegation o f
drug induced injury by dem onstrating that there is an alternative or more
credible explanation for the latter. However, dam age caused by the drug must
not be too remote, because remoteness o f dam age is seen as setting the outer
limits o f the defendant’s responsibility.

Remoteness
The com mon-law uses two basic approaches to detennine whether the cause o f
injury is too remote. In Re Polemis,

it was held by the House o f Lords that

the defendant was liable for the direct consequences o f his negligence.
However, in the Wagon M ound Case (No l)\ the Privy Council held that the
defendant was only liable for those consequences that were reasonably
foreseeable.'^^ In the harm envisaged by the Privy Council, it is not the precise
harm but the type o f harm that would have been foreseeable by the defendant's
action. The Wagon M ound decision has found approval in Irish courts and
should be regarded as providing the proper approach to remoteness in
negligence cases.'™ The unforeseeable concept as initiated in the Wagon
M ound case was meant to replace the direct consequences o f the Re Polemis
case. Yet the difference between the two approaches may not be as great as was
initially thought when the Privy Council promulgated their theory. This
according to M cM ahon and Binchy is due to the extended m eaning given to
See Responsibility for Drug-induced Injury Dukes M and Swartz B (1988, p.41, Elsevier).
See Jones J, Uses o f Drue Event Assessment D m e Information Journal 18 (1984) 233, 240.
'“ [1921] 3 K.B. 560.
See The Wagon M ound Case (No /> [1961] A.C. 388.
See Quill E Torts in Ireland (1999, p.380. Gill and McMillan). In O'M ahony v. Ford [1962] l.R. 146
the Irish Supreme Court before the decision o f the Privy Council had adopted a similar position. The
Wagon Mound decision has been approved in Irish Shipping v. Dublin Port and Docks Board 101 l.L.T.R.
182 and Burke v. John Paid & Co Ltd [ 1967] l.R. 111.
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"reasonably foreseeable" and the survival o f the "eggshell skull rule”.'^ '. The
Eggshell or Thin Skull Rule lays down that the defendant is responsible for
"unseen consequences resulting from the com bination o f the tort and pre
existing w eakness in the p l a i n t i f f " . T h u s , "it is no answer to the sufferer's
claim for dam ages that he would have suffered less injury or no injury at all if
1 '7 ^

he had not had an unusually thin skull or an unusually weak heart."
The issue o f how remoteness can assist claimants in product defect
litigation is pertinent to legal causation. In general it can be said that the
defendant m anufacturer will be liable if the claimant can show that the type o f
damage suffered by him was foreseeable, w hether it be unexpected or not.'^"^
1 ”^ 5

This can be seen in Robinson v. The Post Office, '

where owing to the

negligence o f the Post Office, the plaintiff slipped on a ladder on which oil had
becom e deposited, causing him to receive a gash on his leg. He was
subsequently given an anti tetanus injection and developed encephalitis because
o f an unforeseeable reaction to the serum. The Post Office was held liable for
this consequence under the "egg -shell skull rule". Orr L.J. delivering the
judgm ent in the Court o f Appeal held that, as his employers, the Post Office
was liable for the whole o f the damage, including the encephalitis. The accident
and the need for the anti tetanus vaccine was reasonably foreseeable; therefore
the Post Office had to take the plaintiff with his allergy to the anti-tetanus
serum as they found him. For the defendant the consequence o f the extension o f
this risk was extensive. 30,000 pounds were awarded as damages, which was a
considerable sum in 1974.
It is highly debatable w hether the Post Office could be held responsible
for the p la in tiffs severe reaction to the serum, which was a remote
consequence o f the original mishap.
This case can be contrasted with a South African case Alston v. M arine
and Trade Insurance, w h e r e the plaintiff suffered an injury as a result o f a
road accident. The defendant, through his insurance company, admitted
responsibility for the accident. The injury included brain damage, which
See McMahon and Binchy, Law o f Torts (2000, p.98, Butterworths).
Quill E, Torts in Ireland (1999, p.383, Gill and Macmillan)
See Kenny J in Diilieu v. White and Sons [ 1901 ] 2 K.B, 669.
See H ughes v. the Lord Advocate [1963] A.C. 837.
‘^^[1974] 2 Ail E.R. 737
' ’^[1964] 4 S.A. 112
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subsequently caused the plaintiff to suffer from manic depression. For this he
was treated with a drug, Parstellin, a m onoam ine oxidase inhibitor, which has
many serious side effects. One o f the effects was a sudden rise in blood
pressure resulting from the eating o f cheese in conjunction with the use o f the
medication. As a result o f taking both together, the plaintiff suffered a disabling
stroke. At that time o f the plaintiffs treatm ent in 1964, a stroke was not a
predictable adverse effect o f the drug and therefore was unforeseen. The issue
before the court was w hether the stroke was caused by the accident. If this were
proven, the plaintiff was entitled to compensation. Hiemstra J applied the direct
consequence rule under the Re Polemis case and concluded that the stroke was
due to a "superseding cause" that is the eating o f the cheese and it was too
remote a consequence o f the a c c i d e n t . T h e Robinson and Alston cases
dem onstrate how the judiciary deal, with rem oteness o f dam age caused by the
adverse effects o f medicinal products: in one case by extending liability and in
the other by restricting the liability.
Other cases involving the direct consequences o f drugs show a similar
divergence o f judicial views o f remoteness o f injury. In Sheridan v. Boots Co
Ltd'^^ the drug Butazolidan caused the plaintiff to contract a condition known
as Stevens - Johnson syndrome. This condition causes the ulceration o f a large
part o f the body and in some cases spreads to the eyes causing blindness.
Butazolidin, now withdrawn for hum an use, is also known to cause gastro
intestinal disturbance. The plaintiff argued that the gastric ulceration and the
ulceration o f the Stevens - Johnson syndrome were the same type o f injury and
thus were not remote, as the defendant had argued. In rejecting this argument
the judge differentiated between the localised ulceration o f the stomach and the
extensive ulceration that had occurred. The judge M r Justice Jones did not
accept this argument and held that the harm usually caused by the drug
Butazolidin was gastric ulceration, which could be foreseen by its use, but the
extensive ulceration and blindness was not the type o f dam age that could have
been foreseen.

Ibid, at 116.
[1980] Q.B.D unreported.
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This case can be contrasted with a decision by the Ontario Court o f
Appeal in Graham v. Persyko,'^^ where a gastroenterologist was held to be
negligent in prescribing the drug Prednisone for his patient's condition. The
drug caused avascular necrosis o f the femoral heads, which was a rare but
known complication. W hile accepting that the side effect o f the necrosis o f the
femoral heads was known but unusual, the judge differentiated between the
particular side effect and his general health when he stated:

"The complication o f necrosis o f femoral heads with a short dose
o f prednisone is known but unusual. There are a num ber o f
serious, known and m ore common side effects. It may be that the
particular

side effect that

Mr Graham

suffered

was

not

reasonably foreseeable but damage to Mr Graham's health was
foreseeable and liability results".'*'*

In Reeves v. M cC arthy,'^' a patient suffering from peritonitis was left untreated.
This caused the plaintiff to suffer a stroke. The Supreme Court held that it was
foreseeable that if peritonitis was left untreated it could lead to circulatory
weakness and a stroke. Alternatively, even if the stroke was unforeseeable, it
was a damage o f the same type as the foreseeable harm (circulatory dam age and
shock) not-withstanding its unforeseeable extent. Holland JA ’s judgm ent in
Graham v. Persyko takes what has been described as "a very broad view o f
what m ust be foreseen".'*^ This is difficult to reconcile with Sheridan v. Boots
Co L td where a more restrictive attitude to foreseeability was adopted. A
com parison o f these cases would reveal that both injuries and dam age "were
known but unusual".
V.

An argument could be made that in the case o f Graham

Persyko the finding o f necrosis was foreseeable in that it could not "be

brushed aside as far-fetched".

1S4

' ’’ [1986] 27 D.L.R. 4"’ 699.
Ibid.
[1984] l.R. 348
See Jones M, Medical Negligence (1991, p. 195, Sweet and Maxwell),
See Holland JA in Graham v. Persvko [1986] 27 D.L.R. (4'’') 699.
See Lord Upjohn in The Heron / / [1969] A.C. 350, 422.
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A plaintiff attempting to establish legal causation faces uncertainty in how
different courts interpret the types o f dam age and the concept o f reasonable
foreseeability. As was seen in the cases m entioned above the judiciary can take
a broad or narrow view in relation to whether the type o f physical harm should
have been foreseeable. M cM ahon and Binchy believe that in Ireland the judges
take the broader view when they state:

“Underlying the judicial approach is a desire to ensure that too
precise an application o f the test o f reasonable foreseeability
would relieve adm ittedly negligent defendants o f liability.
Unfortunately, once the courts invoked the somewhat robust
notion o f ‘types’ o f damage, they were inevitably called on to
give some conceptual force to this notion. By and large they have
sensibly declined to define it too precisely and have preferred to
adopt a pragmatic, intuitive resolution o f the problem, without
any philosophical pretensions.” '^^

Nevertheless, in drug defect cases there appears to be considerable judicial
divergence about whether a broad or narrow view should be taken. If the
narrow view is followed, as was seen in Sheridan v. Boots, then this may
provide another hurdle in the plaintiffs efforts to fix responsibility on the
phannaceutical m anufacturer who by his negligence m ay have caused his
injury. Foreseeability o f the hann in the tort o f negligence is now the test o f
remoteness.'*^

The

concept

o f foreseeability

achieves

its

most varied

applications in duty to warn cases.

Duty to Warn Cases
(a) General Obligations
It is foreseeable that an injury m ay occur if a product is not labelled for its
proper use. Under the com mon law there is a duty o f care for m anufacturers to

See McMahon and Binchy, Law o f Torts (2000, p.90, Butterworths).
See Overseas Tankship (UK) v. M arts Dock (&. Engineering Co, The Wagon M ound [1961] A.C. 388
PC.
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attach adequate warnings and instructions for the use o f their products.'*^ The
om ission o f necessary warnings is not "something, which a prudent and
I DO

reasonable man would not do".

The requirement under the com mon law to

warn the consum er is founded on the Donoghue v. Stevenson principles that a
m anufacturer m ust take reasonable care to ensure that consumers are not
injured by his products.'*^ As a general rule, the m anufacturer m ust provide this
warning inform ation to the ultimate consumer.
The duty to provide the kinds o f warnings that courts dem and o f
manufacturers is onerous. Boots the Chem ist was sued successfully in a case
where com solvent, when knocked over, spilt on the defendant’s genitals,
causing damage that required plastic surgery.'^' The com pany was found liable
despite the fact that 20 million bottles had been purchased without any serious
incident. The judge recognised that the product "had a certain inherent element
o f danger in its use by uninstructed members o f the general public". The court
found that the cause o f the accident was the design o f the bottle, which
facilitated the spillage, and the absence o f an appropriate w arning. The
instructions for the use o f the product should have taken into account that the
solution was dangerous if it came into contact with parts o f the body other than
corns. The judge ruled that directions should have been given to the consumer
o f the preventative measures he m ight have taken in the event o f such an
accident. This case dem onstrates the general rule that a m anufacturer should
ensure that adequate and necessary information concerning the use o f the
product should reach the ultimate consumer. There is also an obligation on the
m anufacturer to include in the warnings not only the facts that he know s but
also the latent dangers, which he ought to have known.

10 9

For medicinal

products sold without prescription, it is vital for the m anufacturer to include
adequate warnings to escape liability. However, a m anufacturer is less likely to
be found liable if he provides adequate warnings with his products. W hen the
pharmaceutical m anufacturer states that a medicinal product has a particular
187

See K earney v. P au l & Vincent Ltd, unrcported, High Court, 30 July 1985.
See Laffoy J. in D ujjy (a minor) v. R ooney an d D u n n e’s Stores Ltd, unreported. High Court, 23rd June
1997 quoting a passage from Blyth i'. Birmingham W aterworks Co 11 Excl 780, 784.
See [1932] A.C. 562.
Ibid.
See D evilez v. B oots P ure D n ig Co L td (1962) Sol J. 552
See Vacwell E ngineering v. BDH [1971] 1 Q.B. 88.
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side effect, then a plaintiff will generally be unable to claim dam ages from the
1

m anufacturer if that side effect occurs.
(b) Causation and a D uty to Warn

Even where a warning is found by the court to be inadequate, liability m ay still
not attach to the defendant if the court finds that the injured party would have
disregarded the w a r n i n g . I n the case o f Davidson v. Connaught Laboratories,
it was acknowledged that the manufacturers o f a rabies vaccine should have
given m ore detailed warnings to the medical profession o f the possible serious
side effects o f the vaccine; the warning was therefore considered inadequate.
However, the plaintiff had no recourse against the m anufacturers because the
inform ation would not have changed the doctor's decision to recom mend the
use o f the vaccine, because o f the very grave danger associated with rabies.
People who unfortunately catch this disease do not usually survive. The
prescribing doctor felt that the use o f the vaccine was justified although the
vaccine had serious side-effects. There was another factor which influenced the
court’s decision and that was that another doctor had given the plaintiff full
infonnation about the risks, in any event. Similarly in an Irish case, Duffy
Rooney and Dunne's S t o r e s where an infant plaintiff was burned when her
coat caught fire standing too close to the sitting-room fire in her grandparents
home, Laffoy J rejected the contention by the plaintiffs m other that an
inflam m able coat would not have been bought even if an adequate warning
label had been affixed to it. . There was no warning attached to the gannent
inform ing the purchaser o f its fiammability. Laffoy J found that the retailer was
negligent in not affixing a notice w arning that the garment should have been
kept away from fire. She stated that "on the evidence that absence o f a proper
w arning had not caused the plaintiffs injuries since it would not have deterred
the plaintiffs m other dressing her daughter in the coat” . In order to prove
causation in a failure to warn case, negligence principles dictate that a person
has to prove that the absence o f a sufficient warning would have influenced the
choice to purchase and use the product.
Ferguson P Liability for Phannaceutica! Products (1992) Oxford Journal o f L egal Studies vol. 12 p59,

60.
See D avidson v. Connaught Labs [ 1980] 14 CCLT 251.
Unreported, High Court, 23rd June 1997
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However, the courts in some jurisdictions have com e to the p la in tiffs
assistance and are wilHng to lessen the burden o f proving that “a reasonable
consumer would still have bought the product if a warning notice did not
accompany it” .'^^ The Canadian judge in H olt v. P.P.G. Industries Canada
Limited^^^^ stated:

"The trend in Canadian/English courts is to allow an inference o f
negligence to be more readily drawn particularly against a
m anufacturer”.

Irish courts have adopted a similar approach in several cases, for exam ple in
O ’Byrne v. G l o u c e s t e r In his ruling, Finlay C.J. said in this case that “it was
proper in the absence o f a warning that an inference could be drawn that the
product would not have been purchased or precautions would have been taken
to avoid risk o f injury”. In a case that is a very similar to D uffy v. Rooney
another child suffered bum s when her dress caught fire as she stood near a
bottled gas heater. There was no w arning on the garment that the wearer should
avoid open fires and heaters because o f the dresses’ flammability. In contrast to
Laffoy J .’s judgm ent, the court ruled that the m other o f the injured child would
not have bought the dress in question or would have taken precautions to avoid
contact with a flam e if a proper notice had been affixed to the dress. M cCarthy
J. went even further when he said, that in these circumstances, the burden o f
proof o f the proxim ate cause o f the accident should be reversed. In the absence
o f an appropriate warning, he felt that “it was over to the defendants to
establish, by cross-examination or otherwise, that the warning would not have
affected the purchase or conduct o f the wearer o f the garment” . I m p l i e d in
this statement is a judicial belief that there is a considerable informational gap
between a m anufacturer and consumer, which favours the former. For this
reason, a plaintiff should not have to prove a fact that is m ainly in the
m anufacturer’s domain.

See Laffoy J. in Duffy v. Rooney and D unne's Stores, unreported. High Court, 23rd June 1997.
' ” (1983) 25 CCLT 253,264
Unreported, Supreme Court, 3 November 1988.
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The Difference between Objective and Subjective Test
This factor was taken into account in the Ontario Court o f Appeal where a
subjective test favourable to the p la in tiffs position was adopted. In Buchan v.
Ortho Pharmaceuticals (Canada) Limited^^^ a court rejected the approach
adopted in the medical negligence case o f Reibl v. Hughes^^" o f the reasonable
patient. The case defined the reasonable or prudent patient test as an objective
standard "which asks whether a reasonable person in the circumstances o f the
plaintiff would have consented to the proposed treatm ent if all the risks have
been disclosed".

'yO'y

The court did not apply the objective standard and focused

instead on the issue o f w hether the p la in tiffs decision to use the product would
have been different had an adequate warning been provided.

Should the Proof of Causation be reversed for The Subjective Test?
As has been noted previously, courts in determ ining causation have in some
jurisdictions lessened the burden o f proof that, in the absence o f an adequate
warning particularly in a medicinal product defects case, the plaintiff would
have taken and used the product anyway. In Ireland, if M cCarthy J .’s dicta in
O ’Byrne v. Gloucester Trading Co are followed, that p roof will becom e part o f
the m anufacturer’s defence. This reversal o f p ro o f if adopted by Irish courts
will assist the plaintiff w ishing to establish causation in a failure to warn case.
If M cCarthy J .’s approach is adopted an inference will not be drawn that the
product would have been purchased in the absence o f a warning, but a stricter
regim e will apply. The consumer will be relieved o f the burden o f having to
prove that he would not have purchased a product had he been properly warned
o f its dangers by means o f an appropriate label. However, it should be noted
that M r Justice M cCarthy's m ore radical approach has not been adopted. In a
num ber o f flam mable clothes cases Irish courts did not reverse this aspect o f the
p roof o f causation. A reason for the refusal o f Irish courts to adopt M r Justice
M cCarthy's line would be the problem o f hindsight, for an injured plaintiff will
usually state on-cross exam ination that the absence o f a warning would have
affected his decision to purchase the product.

^“ (1986) 25 D.L.R. (4‘") 658
(1 9 8 0 )1 1 4 D .L.R. 3d 1
202 , , . ,
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In relation to the reversal o f the proof o f causation, M cCarthy J ’s dicta might
find support among the Irish Judiciary if the comments o f Robins J A, justifying
the subjective test for no, or inadequate warnings, in medicinal product defect
litigation:
“ In m y opinion, it is sound in principle and in policy to adopt an
approach which facilitates meaningful consumer choice and
promotes m arketplace honesty by increasing full disclosure. This
is preferable to invoking evidentiary burdens that serve to
exonerate negligent manufacturers as well as m anufacturers who
would rather risk liability than provide information, which might
prejudicially affect their volume o f sales” .^*^^

But w here there is a qualified intermediary, who stands between the
m anufacturer and the product user, different considerations may apply. In the
next section it is proposed to examine how the learned intennediary doctrine
affects the efforts o f the plaintiff to establish causation between the defect o f
the product and the injury.

The Learned Intermediary Defence and Causation
In general, m anufacturers must warn consumers o f risks associated with the
ordinary use o f their products. However, there are circumstances in which a
m anufacturer's duty o f care m ay be discharged despite the fact that the warnings
or instructions were not communicated to the ultimate consumer.^^'* Such a
situation can be seen in the supply o f prescription drugs where the manufacturer
discharges his duty o f care by warning the physician. The physician is then
responsible for conveying the necessary infonnation to the patient. American
courts have for m any years accepted that the prescribing physician was in a
better position to assess and then communicate the risks and benefits o f using a
drug to their patients. The reasons for the creation o f the learned intermediary
rule can be seen in the comments o f W isdom J in Reyes v. Wyeth Laboratories:

See Buchan v. Ortho Pharmaceuticals (Canada) Ltd 25 D.L.R. 658 (1986).
See Holmes v. Ashford [\9SQ] 2 ALL E.R. 76.
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"Prescription drugs are likely to be com plex medicines, esoteric
in formula and varied in effect. As a medical expert, the
prescribing physician can take into account the propensities o f
the drug, as well as the susceptibilities o f his patient. His is the
task o f weighing the benefits o f any m edication against its
potential dangers. The choice he m akes is an informed one, an
individualised medical judgm ent bottom ed on the knowledge o f
both patient and palliative. Pharmaceutical companies then, who
must warn ultimate purchasers o f dangers inherent in patent
drugs sold over-the-counter, in selling prescription drugs are
required to warn only the prescribing physician, who acts as a
‘learned interm ediary’ between the m anufacturer and consumer".
205

W hat makes the doctor "learned" is the unique combination o f his know ledge o f
the product together with his knowledge o f his patient's idiosyncrasies.
A doctor who fails to convey instructions and important warnings to a
patient may be found liable in tort for his negligence. This liability is extensive
and extends to any person “reasonably foreseeable”, e.g. third parties, as being
likely to be harmed as a result o f the doctor's failure to inform his patient. In the
American case o f Kaiser v. Suburban Transportation System,

207

a bus driver

fell asleep while driving his bus and a passenger was injured in the resulting
accident. The passenger sued the doctor who had prescribed pyridbenzamine
for the driver. This drug was known to cause drowsiness; the doctor had not
com municated this fact to the driver. The injured passenger was unable to sue
the m anufacturer o f the drug because the latter had fulfilled its duty by
infonning the physician o f this particular side effect.
The learned intennediary rule reflects the traditionalist paternalistic
approach o f the medical profession. Detailed warnings concerning the side
effects o f drugs cannot easily be understood by all patients.

Nevertheless, the

prescribing doctor is an essential part o f the process o f the supply o f m edicines
See 498 f 2d 1264 (5 " 'Cir); 419 US 1096(1974), 1276.
See Herd N, TTie Law o f Product Liability editor Grub A, (2000, p. 160, Butterworths.
f ^ 3 9 8 P 2 d 14 (Wash 1965).
See Ferguson P, Liability for Phannaceutical Products (1992) Oxford Journal o f Legal Studies 69.
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to the consum er or patient. However, the provision o f detailed warning
information concerning the side effects o f drugs and their proper use is highly
technical in nature and for many patients difficult to comprehend. Therefore
some patients require considerable assistance and advice from their physician as
to the w hether to accept the risks o f drug treatm ent he recom mends for them.
For most patients the doctor's advice plays a considerable part in their decision
as to whether they will use the drug or not. For patients who are capable o f
making inform ed decisions, based on inform ation supplied by their doctors,
current thinking favours giving these patients greater autonomy and choice in
the treatment o f their conditions. In recent years, particularly in the United
States and to some extent in Ireland, there has been a m ove away from this,
sometimes necessary, paternalistic approach towards more patient autonomy
and choice.

Paternalism Defunct? - Patient Choice The Norm
N otw ithstanding the fact that medicine has a long and venerable lineage, recent
case law for m ost western countries would indicate that paternalism does not
find a ready acceptance nowadays among the judiciary as a defence in a
nondisclosure suit. M edical practice adheres to central principles o f which the
Hippocratic Oath is the m ost important. This oath enjoins the doctor not to
harm his patients and to act beneficently in their best interests. It has been
suggested "that disclosure o f information concerning those risks in obtaining
consent in detail to proposed treatm ent would be very likely to offend against
both o f these principles” . T h i s approach has not been based on science but on
medical practice that dealt only with treating the term inally ill in ancient Greece
with little or no effective medicinal products.
The application o f science to medicine has opened new possibilities o f
treatment and the scope o f medical and pharmaceufical activity and innovation
has increased. W ith more technically advanced medical techniques and new
pharmaceutical products, the information gap between doctor and pafient
increased. The concept o f paternalism or “doctor knows b e sf ’ has still persisted
despite the advances in m edical science. However, new philosophical concepts
209

See Harrington J, Privileging the Medical Norni: Liberalism, Self-determination and Refusal o f
Treatment (1999) Legal Studies 348, 351.
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were developed which em phasised the rights o f the individual based prim arily
on the ideas o f the philosopher Kant. Consent, as a philosophical idea, was a
central justification o f this liberal political philosophy and the legal theory o f
John Locke and his followers. This was to be enshrined in the formation o f
m odem

dem ocracy

w here

the

consent

o f the

governed

justifies

the

establishment o f m odem govem ment. The practice o f m edicine was found to be
no exception to this principle. Sheila M cLean has written that: "just as
consensual politics is deemed to represent the best form o f govem m ent, so
consensual m edicine is the best form o f that discipline".
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Enshrined in this liberal approach is the idea that "every hum an being o f
adult years and sound mind has a right to determ ine what should be done with
his own body"."" Therefore patients, who underw ent medical treatm ent without
full knowledge o f all the consequences, or even without giving their consent,
were entitled to legal redress. The courts dem anded that m edical practitioners
and pham iaceutical com panies give adequate infonnation to their patients or
consumers so that they m ight make an infom ied choice. The issue o f infonning
patients led the judiciary to an assessment o f the amount o f inform ation a
medical practitioner should be obliged to disclose concem ing procedures and
treatments. How to establish a proper standard to judge the adequacy o f
disclosure "has generated a significant amount o f disputes and debate."
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The Battle o f the Tests
For non-prescription dm gs, the test in determ ining causation is a subjective test.
The plaintiff is asked by the court whether he would have taken the dm g had he
been properly w am ed about the risks. The injured party has to show that he
would have followed the waming.^'^ In Goorkani v. Tayside Health Board^^‘^
Goorkani suffered from B echet’s disease and lost the sight o f one eye. W hen
the other eye became infected, he was treated with a dm g to prevent
deterioration o f that eye. His doctor did not warn him that the dm g carried a
risk o f infertility. Goorkani becam e infertile. Lord Cam eron held that the doctor
0 10

See McLean S, A Patient's Right to Know. Infonnation Disclosure, The Doctor and The Law (1989
p25, Aldereshot, Brookfield [Vemiont] Dartmouth).
" " SissCardozo ].'m Schloendorf V. Society o f New York H o sp ita llW NY 125, 105 NE 92 (1914).
See Quill E, Torts in Ireland (1999, p.95. Gill and Macmillan)
See Laffoy J. in DuJJy v. Rooney and D u n n e’s Stores, unreported High Court, 23rd o f June 1997
^'■’ (1991)S.L.T . 94.
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had failed in a duty o f care to warn the patient o f the risk o f infertility arising
from extended exposure to the drug. However, he was not satisfied that had the
patient been so warned, any different course o f treatm ent would have taken
place. The doctor and the patient are the two parties to a nondisclosure suit.
Courts have developed tests for determining causation in this type o f suit, one is
based on the prescribing doctor, known as the reasonable doctor test and the
other is based on the patient, known as the reasonable patient test.

Reasonable Doctor Test
Causation is a critical factor in cases where there is inadequate or zero
disclosure. In these omission cases, the courts find difficulty in applying the
‘but for’ test and are prepared to hold that the failure o f the doctor to warn
about the subsequent risk made a ‘material contribution’ to the cause o f the
accident.
In Ireland, the traditional method o f determining medical negligence is
to require proof by the plaintiff that the defendant "was guilty o f such failure as
no medical practitioner o f equal specialist or general status and skill would be
guilty o f if acting with ordinary care".^'^ This legal test has been systematically
applied in Irish courts in medical negligence cases. Some judges, notably Finlay
C.J. in Walsh v. Family Planning Sei-vices L td et al"
Bolton

V.

and Geoghegan J. in

the Blackrock Clinic^^^ have believed that failure to disclose the risks

o f treatment should be determined on the ordinary principles o f negligence.
Thus to be liable under this standard or test, a doctor must display failure to
exercise reasonable care in imparting information on the risks o f treatment by
medicinal products. The C hief Justice was echoing Lord D iplock’s argument
that one standard o f judging all types o f medical negligence had judicial and
adm inistrative advantages.^'* Mr Justice Kearns encapsulated Finlay C .J.’s
negligence approach when he stated:

See Dunne v. N ational M aternity H ospital
I.R. 91, 109.
^'^[1992] 1 I.R. 496, 510.
Unreported High Court, 20 December 1994.
See S idaw ay v. B oard o f G overnors o f Bethlam R oyal H ospital and the M audsley H ospital \ \ 9&5] A.C.
871, [1985] All E.R. 64.
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“ In a nutshell, that test is to determ ine whether the medical
profession generally or a reputable school o f opinion within it,
would regard a w arning as necessary, subject to the exception
that a general and approved practice m ight contain inherent
defects which should be obvious to any person giving the m atter
due consideration. If that latter position were to obtain, then the
fact that a medical practitioner followed a general medical
practice

would

not

suffice

to

exonerate

him

from

responsibility.”^'^

This test imposes a duty o f care, "but the standard o f care is a m atter o f
medical judgm ent"."

There are grounds for objection to this test. The

plaintiff faces the onus o f proving that the standard o f disclosure was not
sufficient by reference to the custom ary practices o f the medical
profession. Also the standard o f disclosure is hardly equivalent to the
treatment and surgical procedures nom ially perform ed by physicians and
surgeons. Mr Justice Kearns states:

"W ith considerable diffidence I venture to suggest that this
statement really only highlights the unreality o f relating or
contrasting the duty o f disclosure to or with com plicated medical
treatment which is a separate and quite a different function".^^'
Reasonable Patient Test
In contrast to the medical profession standard, there is the reasonable patient
standard that concentrates on the patient’s right to determine what is to be done
to his body. This requires a full disclosure o f the material risks o f the proposed
treatm ent so that the informed patient, rather than the doctor, makes the real
choice as to whether the treatm ent can be carried out or not. The material risks

G eoghegan v. H arris [2000] 3 I.R. 536.
See Lord Scamian in S idaw ay i’. B oard o f G overnors o f Bethlehem R oyal H ospital [ 1985] 1 A.C. 871
(HL).
G eoghegan v. H arris [2000] 3 I.R. 536.
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that the doctor m ust inform the patients include: “The severity o f the
consequences and statistical frequency o f the particular risk” .
The material risk concept is not static and varies from case to case.
However, "a causal connection exists when and but only when disclosure o f
significant risks incidental to treatment would have resulted in a decision
against it".

223

The objective test is hampered by the frailty o f human

recollection and o f hindsight. This is one o f the objections to the use o f the
objective test in determ ining causation. To rebut such criticism courts have
developed the concept o f the “reasonable patient test” . This establishes whether
a patient frilly inform ed o f all the material risks would have consented to
treatment.
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The reasonable patient test is now used in most com mon-law countries
to assess failure to w arn in medical negligence cases. Courts in America,
Australia and Canada have adopted this test in their determination o f how much
information a patient should receive concerning the risk o f treatm ent by
medicinal products.^"^ The United Kingdom courts still favour the reasonable
doctor test, but recently in Chester v. A fsh a rp ^ the Court o f Appeal indicated a
change in approach and the abandonm ent o f this test.
In Ireland, the Supreme Court, though not specifically alluding to the
reasonable doctor versus the reasonable patient approach, has indicated that the
latter is the one that w ould find favour with the court.^^^ Again, though not
overtly refening to the test, but using the essence o f the test, the Supreme
Court, in Bolton v. Blackrock Clinic Ltd.,

have placed on the doctor an

obligation to inform his patient " o f any possible hannful consequences arising
from the treatment".

990

Recently in Geoghegan v. Harris, M r Justice Kearns

specifically m entioned the two tests and discussed the differences between the
reasonable doctor test and the reasonable patient test and, reflecting the

^ Ibid and see C anterbury v. Spence 464 F 2d 772, 774(1972).
See Robinson J. in C anterbury v. Spence 464 F 2d 772(1972).
S e e R e ib lv . H ughes 114 D.L.R. 3d 1(1980).
See U nited - States C anterbury v. Spence 464 F 2d (1972); Australia - R ogers v. Whitaker (1992) 175
C.L.R. 479 and Canada - Reib! v. H ughes 114 D.L.R. (3d) 1(1980).
[2005] 1 A.C. 134
See Walsh v. Fam ily P lanning Services L td [\9 9 2 ] 1 I.R. 496.
[2000] 3 I.R. 536.
See Hamilton C.J., \bid.
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Supreme Court's decision in the Walsh case, he ruled in favour o f the
reasonable patient test in determ ining failure to w arn cases.

Causation, Reasonable Patient Test - What is The Appropriate Standard Subjective or Objective?
It is not sufficient for the plaintiff to establish that the absence or adequacy o f
w arning caused his injury; he must also establish that had he been given a
proper w arning he would have opted not to undergo treatment.
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A plaintiff

injured by a medical product, with the benefit o f hindsight, m ight say that he
would not have undergone treatment had he been fiilly aw are o f the risk factor.
This resulted in plaintiffs “com ing to court prejudiced by bitterness and the
wisdom o f hindsight ... a m ost unsatisfactory backdrop to the task which the
court must face in these cases." ^^^The problem s o f hindsight and bitterness
have prompted courts in the United States o f America and Canada to require
that in medical negligence cases o f failure to warn that the causal connection be
determined upon an objective basis.
To establish a causal connection under the test, the plaintiff must show
that a proper disclosure would have caused a reasonable person in the plaintiffs
position to decline treatment due to the risk o f injury.

233

This has to be

contrasted with the subjective test, where the court determines what the plaintiff
in the particular case would have decided if a proper w arning had been given.
Courts use the subjective test to establish the causal connection between the
failure to warn and the injury in product liability cases. The objective test is
deemed m ore reliable by the judiciary and this can be seen in the comments o f
M r Justice Kearns:

"The reasonable man, entitled as he m ust be to full information
o f material risks, does not have im possible expectations nor does
he seek to impose im possible standards. He does not invoke only
the wisdom o f hindsight if things go wrong. He m ust be taken as
needing medical practitioners to deliver on their medical
Geoghegan v. Harris [2000] 3 I.R. 536.
Ibid...
Ibid.
Robinson J in Canterbury v. Spence 464 F 2d 772(1972).
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expertise without excessive restraint or gross limitation on their
ability to do so."

The intrinsic personal overtones that bedevilled the subjective test are lessened
and there is recognition by the judge that too strict an application m ay limit
innovation in the practice o f medicine.
This approach adopted in medical failure to warn cases can be
contrasted with the position taken by the courts when determining causation
where there is a failure to warn in a product liability action. In relation to the
establishment o f causation, a harsher regim e applies for the manufacturer. The
injured party, in a product liability claim, unlike that o f a medical failure to
warn case, does not have to prove that he is a reasonable person who might
invoke hindsight when things go w rong or does not seek impossible standards
o f disclosure.^^^ In establishing causation, the subjective test provides an easier
option for the plaintiff; for he will always claim with the benefit o f hindsight he
would not have used the product if he had been properly warned. There is
another objection. In both the subjective and objective tests, the question o f
how the plaintiff would have responded if adequately warned remains the same
no m atter which test is used. Judge Sopinka in his dissenting judgm ent in the
Hollis case asks: "Is the trial judge to apply two different tests to determine the
same question?
Is it Fair and Equitable to use the Objective Test for the Negligent
Physician and Subjective test for the M anufacturer?
If a doctor has not passed on the information from the pharmaceutical company
to the patient, the manufacturer's failure to provide the warning could not be
said to have contributed to the p la in tiffs injury. However, in practical terms,
asking a plaintiff to prove this m ight be very difficult. In the Hollis case the
court found that the company had failed to pass on to the doctor that the breast
implant could rupture in certain situations.

See Keams J. in Geoghegan v. Harris, [2000] 3 IR 536.
Ibid.
See Hollis v. Dow Corning Corp 129 DLR (4"') 609, 644 (1996).
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The m ajority in the Hollis case recognised the p la in tiffs dilem m a and
determined that a m anufacturer who had failed to warn the physician about the
risks o f product should not escape liability. The m anufacturer could not hide
behind a m ajor legal obstacle for the plaintiff o f having to prove w hat the
doctor m ight have done if he had been properly warned. A m anufacturer has a
duty to warn the consum er about the dangers o f his product in the case o f
prescription drugs. He warns the physician who then warns the patient o f the
risks o f use.
Courts have consistently found that the so-called “reasonable
person” is relevant in detennining causation in failure to warn medical
negligence cases but not so in product liability litigation. In D ow
Corning v. Hollis,^^^ La Forest J. held that this was because there was a
different

relationship

between

the

doctor/patient

and

the

manufacturer/user. He argued:

"The duty o f the doctor is to give the best medical advice and
service he or she can give to a particular patient in the specific
context. It is by no means coterminous with that o f the
m anufacturer o f a product used in rendering that service. The
m anufacturer ... can be expected to act in a m ore self-interested
matter. In the case o f the manufacturer, therefore, there is a
greater likelihood that the value o f the product will be over
em phasised and the risk under emphasised".

W hile it is reasonable to observe that there is a different relationship between a
doctor/patient and m anufacturer/consum er, it is questionable w hether there is
such a wide gap that justifies a different legal standard. The m ajority o f the
Supreme Court o f Canada believed that the superior know ledge and pow er o f
the pharmaceutical com pany was a deciding factor in adopting a different test
or standard. In the court’s view, both the patient and the prescribing doctor are
dependent

on

the

m anufacturer’s

know ledge

Ibid.. at 634
-■’* /hid.
Hollis V. Dow Corning Corp 129 (4"’) D.L.R. 605 (1996).
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o f his

products.

The

m anufacturer’s privileged position in the provision o f inform ation to the doctor
and patient should not be used as an excuse to absolve him from the objective
test that is used in medical negligence cases. W hile there can be an
informational im balance between the drug companies, the prescriber and the
patient, that difference in information about the drug’s risks hardly justifies not
m aking the m anufacturer subject to an objective test which is used in medical
negligence cases. The minority in the Hollis case (Sopinka and M cLachlin JJ.
concurring, dissenting) believed that the subjective approach fails to take into
account

"the

inherent

unreliability

of

the

p la in tiffs

self

serving

assertions...because it is likely to be coloured by the traum a occasioned by the
failed procedure".^"''’
Add In The learned Intermediary (The Prescribing Physician)
There is another argument against the use o f two different tests in establishing
causation in failure to warn Htigation. For prescription drugs, a learned
intermediary is necessary for the patient to obtain his medication. The learned
intcm iediary, usually the prescribing physician, is warned o f any risks by the
m anufacturer and then the patient is warned by the doctor and through the
patient inform ation leaflets, accompanying the medication, which is produced
by the m anufacturer under statutory regulation. The com munication o f the risks
by both, the doctor and the m anufacturer is essentially the same. The
interpretation by the patient o f the risks could produce two different results. If
warned by the physician she/he m ight have consented and if warned by the
m anufacturer she/he m ight not have consented. The subjective test is applied to
the manufacturer, but imposing a stricter standard o f care upon him than on the
doctor who m ight "water down the warning because the lower standard applies
to the physician".
The burden on the plaintiff using the subjective test is not strict, “for
once the plaintiff has shown that the pharmaceutical m anufacturer has failed to
warn the physician, then the plaintiffs burden o f proving his case has been
d i s c h a r g e d " . I t has been suggested that such an interpretation does not accord
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Sopinka J., ibid. at 643.
Sopinka J., ibid. at 645.
Buchan v. Ortho Pharmaceuticals (1986) 25 D.L.R. 658 and Hollis v. Dow Corning (4'’’) 605 (1996).
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with the estabHshed principles of tort lia b ility ,b e c a u s e the plaintiff must
show that not only was there a breach o f duty by the defendant but the breach in
question caused the plaintiffs injury. If this principle is to be applied correctly,
then the plaintiff must demonstrate, that his injuries would not have occurred,
had the pharmaceutical manufacturer discharged its duty to warn the
prescribing doctor o f the dangers inherent in the use o f the product. To
paraphrase Sopinka J of the minority in Hollis v. Dow Corning Corp'?"^^

"In other words (the injured party) must show that her doctor
would have warned her of any dangers that had been brought to
his attention and that if warned she would have refused the
(treatment). Absent o f this form o f proof, it cannot be said with
any degree of certainty that the failure o f (the pharmaceutical
manufacturer) to warn physicians was the cause o f all the
unfortunate injuries suffered by the (plaintiff)".

The court in the Hollis case is correct when it stated,

"If it (the manufacturer) fails to do so, it cannot raise as a defence
that an intermediary could have ignored this information."^"*^

In this case, the Supreme Court o f Canada was following a similar conclusion
in McCue v Not'wich P h a r m a c e u tic a ls where the court stated:
"Even if a physician's carelessness may have taken a form not
specifically anticipated, a defendant should not escape liability so
long as his failure to give an adequate warning may have
contributed thereto...Having put a dangerous drug on the market
without an adequate warning a defendant cannot be heard to say
that the physician might have disregarded a proper one".

See Sopinka J. in H ollis v. Dow Com ing Corp 129 D.L.R. 644 (1996).
Ibid.
Ibid. at 646.
Ibid. at 6 3 5 .
F. 453 2d 1033 (1^'Cir 1972) 1035,
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The Supreme Court o f Canada rejected the proposition put forward by the
manufacturers that in establishing causation the law should adopt a rule
requiring the plaintiff to delve into what the doctor m ight have done had he
been warned sufficiently. Also considered was whether the plaintiff could delve
into the doctor's prescribing intentions?

In rejecting the m anufacturer’s

defence, the court held that it would be an unreasonable to require the plaintiff
to delve into the prescriber’s intentions.

If prevented from doing so, the

plaintiff m ight not have been able to recover against the doctor or the
manufacturer under traditional causation rules.
Courts in these circumstances are w illing to overturn established rules o f
causation when it is felt that is inequitable not to compensate the injured party.
This can be seen in the recent House o f Lords decision o f F airchild v
Glenhaven Funeral Services

which: "explicitly states that causation

rules should be relaxed in certain situations if the policy o f the law is to perm it
recovery".^"*^
The future looks promising for a plaintiff attempting to establish
causation in a failure to warn case. In the Supreme Court, in O'Carroll v
D i a m o n d , where negligent advice by a solicitor was alleged to have caused
the plaintiff loss, M r Justice Keams adopted a more pro-plaintiff mixed
objective/subjective test by suggesting that the objective test should be applied
in the first instance but where the objective assessm ent was not sufficient:

"An objective test must sometimes yield to a subjective test
when, but only when, credible evidence, and not necessarily that
o f the plaintiff, in the particular case so demands."

He adopted this pragmatic approach in 'fact construction' in the belief that it
would achieve a better result in deciding what probably would have occurred.
In this case he confirmed the approach that he had taken in Geoghegan .v
Harris

[2003] 3 All E.R. 305.
See A m irthalingham K M edical N ondisclosure, C ausation and A utonom y (2002) L.Q.R. vol. 18, 540,
542.
[2005] I.E.S.C. 21.
[2000] 3 1R 536, 557.
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Also recent pronouncem ents from the Supreme Court would indicate
that in elective treatments a presumption in favour o f the plaintiff will be
adopted by the courts where a failure to warn will be regarded as most likely to
have caused the loss, given that the patient m ight well have decided to forgo the
treatm ent if he had had a real choice in the matter.

Courts applying the

subjective test in a number o f other cases in the product liability field recognise
that some manufacturers will be incorrectly held liable. However, it is arguable
that on policy grounds courts feel plaintiffs should be com pensated and that
phannaceutical com panies will be able to bear the cost through their insurance.
In order to facilitate recovery, courts are w illing to lessen the burden o f p roof o f
a causal link between the failure to warn or inadequate warnings and the
p la in tiffs injury.

R ecomm endations.

Recently, in Ireland, a commercial court with specialist judges was set up to
deal expeditiously with commercial cases. In Britain, Lord W o o fs final report
in title to Access to Jusfice recom mended changes to the civil justice system
with the aim o f m aking that justice system m ore cost-effective and efficient. In
essence, both Irish and British systems rely on judicial case management, which
w ould increase efficiency in judicial decision-making. In medical negligence
cases this scheme will eliminate hopeless cases, ensure control o f discovery,
restrict parties to the real issues and control expenses through limited
h e a r i n g s . L o r d W o o lfs recom mendations derive from the courts experience
in m ultiparty actions relating to group action litigation involving the product
Opren and the benzodiazepines. Here, as in the Irish commercial court, a handson judicial approach is required due to the com plexity o f the cases. This would
involve proper control o f the use o f statistical evidence and judges "will be
required to exercise their authority in narrow ing and defining issues when such
evidence is presented before the courts."

See O' Carroll v Diamond [2005] I.E.S.C. 21.
See Lord Woolf, Medics, Lawyers and The Courts (1997) 16 C ivilJo w n a l Quarterly .302.
See Goldberg R, Causation and Risk in The Law o f Torts (1999, p.49 Hart Publishing Oxford Portland Oregon).
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One o f the m ost important proposals made to assist the courts in their
interpretation o f epidem iology is the provision o f training for trial judges in
medical issues so that they can clarify the issues presented to the courts.
Another proposal was the use o f experts to interpret the evidence. It is
suggested that the formation o f a Clinical Negligence Court could assist both
plaintiff and defendant by isolating the issues quickly. M edical product defect
litigation is easily accommodated within such a court because the treatm ent o f
patients by medicinal products is a clinical issue. This court could identify cases
that m ight have a greater chance o f success and thus would allow the plaintiff
an increased chance o f establishing causation.
The European Commission, in its review o f the Product Liability
Directive noted that proving dam age caused by a defect in a product might
place a severe burden on the plaintiff. This occurs "when such p roof turns out to
be technically com plicated and /or expensive on account o f expert opinions
required". Because o f the expense o f proving causation for the victim , the
Green paper proposed that the cost o f the experts should be borne by the
manufacturer. There are difficulties with this, because a pham iaceutical
m anufacturer m ight have to divulge professional secrets in vexatious cases.
A court would have to deal with separating the necessary information
relating to the supposed injury and those o f a confidential nature relating to the
m anufacturer’s research and development. This could be a costly process for
the defendant under existing court procedures relating to discovery o f
documents. A m anufacturer has to produce all useftil and necessary inform ation
so that the claimant is fully informed in the presentation o f the case.
Nevertheless, there is much to be said for im posing on the producer o f a
defective pharm aceutical product the obligation to provide the necessary
documentation and inform ation about the product "so that the victim can avail
him self o f concrete facts to prove his case".
The Italian interpretation o f the Product Liability Directive allows the
presiding Judge to order the producer to advance the costs o f expert opinion if it
is likely that the dam age has been caused by a defect in the product.^^^ Also the
Italian Act places on the m anufacturer an obligation to produce the necessary
See The Green Paper Liability for Defective Products COM (1999) 396 final p.22.
See Article 8.3 o f the 1988 decree transposing the Directive 85/374/EEC.
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docum entation for the victim to prove his case. This is particularly relevant in
the pharmaceutical industry. Here the producer o f the defective product may
have had indications o f the emergence o f the particular side effect that has
affected the plaintiff. The question then arises whether the particular patient
should have been w arned o f this side effect. Such information would enhance
the chances o f the claim ant proving causation in a failure to warn situation.
The Green Paper, in a most radical proposal, has the intention to
establish under article four o f the Directive 85/374/EEC a standard o f necessary
proof o f three elements: damage, defect and the causal relationship. However,

"It is not a question o f including a presum ption o f proof in the
directive, but o f establishing that the victim should prove these
three elements to a high degree o f probability, without the
standard needing to be very high (for example, it would be
sufficient for probability to be above 60%.). However, this option
proves com plicated in practice".

The last sentence o f the quotation from the Green paper indicates the problem
that the common law countries m ay have with a 60% probability rule. However,
this com plicated option would not find widespread favour in the United
^ CO

Kingdom or Ireland w here a 50% probability rule applies.
The Com m ission's proposals in the Green paper were put to the m ember
states for their consideration. The Comm ission presented its second report on
the application o f the Product Liability Directive, on the 31st o f January 2001.
In relation to any proposals for a reversal o f p ro o f the m em ber states saw no
practical difficulties in the maintenance o f the status quo, that is, requiring the
plainfiff to prove the causal link between the product and the injury. This
conclusion was also the same in proving causation in respect o f medicinal
product defects.

See Com m ission o f the European Communities Green Paper: Liability for D efective Products, Brussels
COM (1999) 396 final (28 July 1999) p.22.
See Goldberg R, Causation Chapter 5 in The Law o f Product Liability Editor H ow ells G (2000, p.317
Butterworths).
"’59
See Report from the C om m ission on a The Application o f Directive 85/374 on the Liability for
D efective Products, Brussels COM (2000) 893 fmal (31st o f January 2001) p. 15.
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In one M em ber State, Germany the report noted that when damage arose
in the normal course o f events nearly all cases concerning pharmaceuticals
could be solved on the basis o f a prim a facie rule. U nder the German Second
Act on the am endment o f the Law o f Damages, amending the M edicines Act
1976, a presum ption o f causation is now established if the claimant can
dem onstrate that the pharmaceutical product in question was capable o f causing
the particular damage.^^° This is a recent rule and it would be interesting to
ascertain how the presum ption o f causation affects the chances o f success for
the victim. If it increases the success rate o f obtaining compensation for the
injured, to what extent will it affect the profitability o f the phannaceutical
industry in Germany? W ithout profits many new European innovative drugs
may be lost. If the presum ption o f causation rule were to be adopted across
Europe, research would have to be done to assess the impact on pharmaceutical
research in the region. There is a considerable information im balance between
the patient and the pharmaceutical industry. For this reason, the proposal in the
Green paper to make the producer liable for the costs incurred in the p ro o f o f
the proceedings, together with an obligation to provide all useftil information
concerning the medicinal product defect, is certainly worthy o f support.

Conclusions

This chapter has attempted to explore the difficulties that injured plaintiffs have
in proving causation for medicinal product injuries under both negligence
principles and the Liability for Defecfive Products Act. Causation has been
traditionally proved on the balance o f probabilities that more likely than not, the
defendant’s conduct, or under strict liability the defect in the product, caused
the injury. For most accidents, informed guesswork, the judicial intuitive
approach, is suitable. However, this approach does not produce certainty in the
case o f medicinal product defects. This intuitive m ethod has advantages for the
plaintiff in that the judiciary m ay favour the plaintiff against the pharmaceutical
m anufacturer in "hard cases." However, the injured plaintiff requires expensive
See Froehlich H, B lood Plasm a Products: L iability in G e n n an L aw ’ in Lovell E uropean Product
Liability R eview n um ber 12, (Septem ber 2003) p. 10.
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witnesses to prove his case for the burden o f p ro o f remains with the victim in
m ost cases.
In his attempt to prove the causal connection the plaintiff has to present
the scientific content o f his evidence in a m anner that is understandable to the
judge presiding at his case. In medicinal product injuries statistics are an
integral part o f any such proof. The judiciary’s lack o f expertise in interpreting
these analytical tools, can present a hurdle for any injured com plainant in his
attempt to prove a connection between his injury and the drug in question. It is
particularly significant that in X Y Z v. Shering H ealthcare, M

r Justice M cKay

indicated in his interpretation o f the statistics presented in the case that the
parties would have to put up with an elem entary level o f algebra. For the
plaintiff, funding this action, this is hardly a satisfactory solution to have the
judiciary adm itting such a gap in their knowledge.
To com pensate for their lack o f know ledge the judiciary is dependent on
the evidence o f experts. As was dem onstrated the unscientific methods used by
the judiciary in their assessm ent o f expert evidence, generally and more
particularly in medical product defect o f litigation, leaves a lot to be desired. If
the plaintiff does not have an expert, who m akes his science understandable
then a good case m ay go uncom pensated. Epidem iology m ight provide the
answer to merging the scientific and legal m eaning o f causation. However, the
lack o f scientific training o f the judiciary rem ains a barrier. Case law would
indicate that a failure to prove a medicinal product has a relative risk greater
than 2 o f causing an injury will render the plaintiffs case unsustainable. Even
w hen the plaintiff has established the m agic num ber o f 2 in his effort to prove
on the balance o f probabilities that the product has caused his injuries, courts
have found that this may not be sufficient p ro o f The vaccine case o f Loveday v.
Renton demonstrated this point where a high figure o f 2.5 was deemed not to be
adequate to establish causafion due to the strictures o f probability analysis.
Some courts regard the figure o f 2, as a litm us test for the establishment o f
causation but other factors will also to be taken into account in its discovery.
This adds more uncertainty to the plaintiff in his efforts to establish the cause o f
his accident.

[2002] 70B .M .L.R. 88.
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Epidemiology, which can be o f great assistance to the court in
determining whether a product could cause the injury, is population based. The
plaintiff faces another hurdle in trying to invidualise this inform ation in order to
prove that the drug in question caused the injury complained of. If there is one
cause o f injury resulting from a medicinal product and where there is scientific
doubt about its cause, courts under the M cGhee principles will assist the
plaintiff by requiring the defendant m anufacturer to rebut an inference that his
product was the cause o f the accident. In contrast when there are other causes o f
injury no inference m ay be drawn from the evidence, which the defendant
manufacturer will have to rebut. Ultimately, the burden o f p roof o f causation
remains fully with the plaintiff. As the Wiltshire case demonstrated, this can
produce harsh results. However, to adopt a different approach m ight produce
equally harsh results for the manufacturer. This is particularly so with medicinal
product defects when the injuries that are ostensibly caused by the product are
difficult to differentiate from pre-existing pathological conditions that may
affect the patient. The difficulty for the plaintiff in separating drug-induced
injury from spontaneous causes remains one o f the most difficult hurdles that
the plaintiff m ust overcom e to be successful. On the other hand for the
manufacturer, it remains one o f the best defences in medicinal product defect
litigation.
It is in the field o f “failure to warn” litigation that the plaintiff may have
greatest success. Two factors increase the chance o f the plaintiff proving
causation in this field o f product liability law. One is the rise o f the application
o f “the reasonable pafient test”, which places its emphasis on the patient's right
to know all material risks involved in prescribed drug treatment. The other is
the subjective test used to establish causation when a m anufacturer fails to warn
o f the risks o f his product. Unlike the reasonable patient test, which has as its
base the reasonable person, the subjective test ju st asks w hether the patient
would have taken the drug if he had known o f the risks. Critics o f the test argue
that bitterness and hindsight should not be admissible, because these factors are
unfair to the manufacturer. However, the m anufacturer's power and knowledge
are factors that courts take into account when assessing the cause o f injury in a
failure to warn situation. In some jurisdictions there are now two tests for
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causation: an objective test used if the physician fails to warn o f the risks o f the
product and a more stringent subjective test used by the courts to assess
causation w here the m anufacturer has failed to warn o f the risks o f his product.
A fairer situation might be to use the objective test to deal effectively with the
issue o f hindsight.
The Wiltshire case dem onstrated that courts will continue to require the
plaintiff to prove causation if there are com peting causes o f injury. The
Fairchild case, though limited to asbestos injuries, dem onstrates that courts can
in certain circumstances lessen the burden o f p ro o f in order to produce an
equitable outcome. In Snell v. Farrell,^^^ the Supreme Court o f Canada ruled
that when the relevant facts were particularly w ithin the know ledge o f the
defendant, the drawing o f an inference o f causation from the evidence presented
by the plaintiff was justified in the absence o f evidence to the contrary. The
Supreme Court stated that, in circumstances where the defendants used
causation principles to evade liability, it would require the plaintiff sim ply to
prove that the defendant created a risk o f injury. Furthennore the burden o f
disproving causation could be placed on the defendant. This stance taken by the
Supreme Court o f Canada and the House o f Lords indicates that w here an
injustice could be done by the defence successfully invoking causation, the
courts will require that m anufacturer to disprove causation. In this way the
hurdle o f causation is lessened for the p laintiff
In this Chapter, the question was posed w hether causation is the greatest
problem faced by a plaintiff in medicinal product litigation. The answ er is
clearly in the affirmative. However, some o f the problem s identified by the
Com m ission in the Green Paper could assist in solving causation problem s if a
proper balance is drawn between the interests o f the plaintiff and the
manufacturer. If that balance becom es one-sided in favour o f the plaintiff the
ability o f the m anufacturer to produce new and innovative drugs could be
adversely affected with consequential damage to public health.
W ith proper scientific training, courts m ay tread their way through the troubled
waters o f causation with fairer results for both parties. One m ust agree with Ian
Dodds-Smith when he says:

72 D.L.R. (4"’) 289(1990).
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“That proving causation is a major problem for claimants under
fault liability and it will remain a problem even with a system o f
strict liability".

Indeed "the same thorny issues o f proving causation that have stood in the way
o f successful pharmaceutical negligence claims, still exist under strict
l i a b i l i t y " . I t can be said that the need to prove causation provides the
defendant pharmaceutical manufacturer with its greatest tool in a defence o f its
products. The purpose o f the directive was to facilitate the injured party in
obtaining legal redress for defective medicinal products. The difficulty o f
proving causation dilutes this aim. While the introduction o f strict liability is an
important issue in product liability law, for medicinal product defects, causation
is a much more important matter. Goldberg, in Causation and Risk in the Law
o f Torts emphasises:

"That the traditional negligence position surrounding causation
and medicinal products present a scenario to the effect that the
causation hurdle will be almost impossible to overcome in the
majority o f cases.

The module, which explored the problems posed by causation for victims o f
medicinal product defects, demonstrates the validity o f this statement.

See D odds-Sm ith 1, T he Im pact o f Product Liability on Phannaceutical C om panies in H ow ells editor
Product Liability, Insurance and The P hannaceutical Industry: An A nglo-A m erican C om parison (1991,
p.27, M anchester U niversally Press).
^ See K ennedy and G rubb, Principles o f M edical Law (1998 p .780, O xford U niversity Press).
See C ausation and Risk in The Law o f Torts: Scientific E vidence and M edicinal Product Liability
(1999, p. 16, O xford - Portland Oregon).
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Conclusions
This thesis reaches a number o f conclusions. Firstly, it establishes that the sale o f
goods legislation cannot provide adequate redress for consumers injured by a
defective medicinal product. This legislation, which determines the concepts o f
m erchantability and fitness o f purpose, is not designed to cover design defects in
complex medicinal products. The development o f the m odem o f pharmaceutical
product postdates the original sale o f goods legislation. Furthermore, The Sale o f
Goods Act accommodates a wide range o f m anufactured goods with em phasis on
repair or replacement o f defective products. These repair or replacem ent
provisions are not applicable to the side effects or mjuries caused by design
defects in medicinal products. The definition o f defectiveness under the Sale o f
Goods Act 1893-1980 does not assist the position o f a party injured by a defective
pharmaceutical product. From the point o f view o f the manufacturer, strict
liability can be imposed under this legislation, when applicable, on the producer
o f a defective product. The m anufacturer is held liable whether he was aware o f
the defect or not at the time o f the m arketing o f the product. This places an unfair
burden on the phannaceutical manufacturer.
Secondly, compensation for a party injured by a defective medicinal
product is more effectively covered under negligence principles or The Product
Liability Directive. The central issue for pharmaceutical products is safety, and
for defective medicinal products it becomes an issue o f the absence o f safety. The
consumer has a "reasonable expectation o f safety" when he begins treatm ent that
involves taking a potent medicine. He m ay expect to suffer m inor side effects, but
he does not expect to suffer serious injury. The issues o f safety and the
expectations o f the consumer are covered in negligence and strict liability by risk
benefit analysis and the consumer expectation test respectively.
Thirdly, the Product Liability Directive employs the consumer expectation
test in defining the concept o f defectiveness. This thesis shows that the test cannot
be applied effecfively without the use o f the negligence based analytical tool o f
risk benefit analysis to medicinal product design defects. This conclusion is based
partly on American judicial experience o f the test when applied to design defects
cases. The United States judicially has moved away from the consumer
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expectation test because it is seen as a subjective form o f assessment. The inherent
flaw in the consum er expectation test is the definition o f the average consum er’s
expectation o f safety. This is bedevilled by the consumer's own subjective
assessment and by the benefit o f hindsight, and it is concluded that the test is
fundamentally unsuited to the determination o f medicinal product design defects
cases.
Fourthly, risk benefit analysis, when it is focused on the product itself and
not on the m anufacturers conduct, makes it a much more objective tool o f
assessment than the psychologically based consumer expectation test. Regulatory
authorities use risk benefit analysis in the licensing o f pharmaceutical products. It
is concluded that the legal system should not use a regim e different to regulatory
authorifies. Furthermore, it is found that if the consumer expectation test is
applied to the determination o f medicinal product cases, risk benefit analysis
should be used in conjunction with the test.
Fifthly, strict liability was introduced into European countries after the
implementation o f the EC directive. The direcfive followed on the tragedy o f the
thalidomide cases and was seen as an appropriate response to the widespread
perception that the system had failed the victims o f the drug. This thesis typically
focuses on the introduction o f strict liability in this way. It finds that the EC
directive on strict liability was im plem ented without proper regard to United
States experience o f living with a strict liability regim e for more than 40 years.
M ore careful analysis o f the US legal experience in this area might have tempered
the directive, particularly in relation to the consumer expectation test, which was
by this time, largely discredited in America. The thesis finds that strict liability is
not justified morally. M orally it is untenable because it imposes fault on the
defendant without regard to whether he was aware or unaware o f the defect to
product at the fime o f markefing. Strict liability does not legally protect the
interests o f the injured party fiilly because the directive does not cover post
m arketing defects. This is crucial for medicinal products because the vast majority
o f design defects manifest themselves sometime after the markefing the product.
Ironically, this was the case with thalidomide, the very type o f product injury that
strict liability was introduced to ameliorate.
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Sixthly, it was concluded that negligence provides the most successful
m eans o f obtaining legal redress. This conclusion is a direct response to one o f the
central issues raised in this thesis: namely, which liability regim e best serves the
interests o f the consum er o f complex medicinal products. Courts require a very
high degree o f care in a proper design o f pharmaceutical products and
manufacturers are responsible for design defects that ought to have been
reasonably

foreseeable.

In the context o f a foreseeable defective, or a

m anufacturer having constructive knowledge o f the defect the date o f circulation
o f a drug, strict liability offers the plaintiff a strong means o f legal redress.
However, for post m arketing defects, which comprise the vast majority o f design
defects in pharmaceutical products, negligence provides the only effective regime
o f redress.
Seventhly, it is concluded that causation presents the single greatest hurdle
to the plaintiff attempting to sue pharmaceutical m anufacturer for a defective
medicinal product. This applies irrespective o f which regime o f liability is
employed. The plaintiff is obliged under causation to establish a causal link
between the product and the injury. Scientific evidence has to be presented to
support the claim and because o f the com plexity o f the product, expert witnesses
are called in such cases. The burden o f proving causation falls on the plaintiff and
the burden o f interpreting highly complex scientific evidence attaches to the
judiciary, who have no specific competence in this area. It is found therefore that
causation imposes an excessively high level o f p ro o f on the plaintiff and can lead
to failure in the liability system to protect the interests o f an injured party. It
creates an im balance between the capacity o f the average plaintiff and a m ajor
pharmaceutical m anufacturer in the pursuit o f a liability claim. The plaintiff,
unlike the manufacturer, does not have the depth o f technical and scientific
knowledge that phanTiaceutical producer can draw and he or she can only gain
comparable status in knowledge and competence through significant expenditure
on expertise. It is therefore concluded that justice requires the m anufacturer to
disapprove that his product was the cause o f the injury.
The rules o f causation have been relaxed in the past in cases involving
medical negligence and asbestos for plaintiffs struggled to establish a causal link
between their illness and the product. However, it is concluded that w here there
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are a num ber o f possible causes o f injury and it is difficult to determine whether
the drug actually caused the damage complained of, then the courts are correct in
not relaxing the rules o f the proof o f causation. It is found also that German law
offers the plaintiff a means o f overcoming the burden o f causation. The
presum ption o f causation has now been established in the German judicial system.
U nder this rule, the claimant has to prove that product was capable o f causing
injury.
Eighthly,

it

is

concluded

that

negligence

principles

could

have

com pensated the victims o f thalidomide if these principles had been vigorously
pursued. An analysis o f the case law would indicate that the courts in Ireland at
that tim e were moving to expand the duty o f care.
Ninth, it is found that it is morally incorrect to impose strict liability and
manufacturers for unseen side effects o f medicinal products. Strict liability does
not hold up under Aristotelian corrective justice or the principles o f freedom o f
equality. Basic justice dictates that fault cannot be imputed to a m anufacturer if he
is blameless.
Tenthly, it is found that a theoretical justification for strict liability is
sustainable through the use o f the theory o f enterprise liability and the economic
analysis o f law.
Eleventh, it is concluded from the chapter on the application o f strict
liability that the regime is difficult to apply successfully medicinal product
defects.
Twelfth, it is concluded that the Development Risk Defence was included
in the

EC

Directive

on

Product

Liability following pressure from

the

pharmaceutical industry. The effect o f the Development Risk Defence is to
encourage the innovation o f new medicinal products but for the consumer it
reduces the effectiveness o f strict liability. However, it is found that the European
Court has interpreted the Development Risk Defence strictly and it does not
greatly benefit pharmaceutical manufacturers. It is also concluded that the
Development Risk Defence will inevitably create a compensation gap for people
injured by the unperceived effects o f medicinal products. This thesis recommends
a com pensation scheme for drug injuries comparable to that which is available in
Scandinavian countries.
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Thirteenth, it is found that the im position o f a wrong system o f liability
can lead to pharmaceutical companies withdraw ing products that m ay be
beneficial to the public. American experience has shown that innovation and
research can be adversely affected by extensive litigation. Because different legal
and social conditions apply in A m erica it is concluded that it is difficult to
determine the effect o f strict liability on the research and developm ent o f
pharmaceutical products in Europe.
Finally, it is found that there is considerable overlap between negligence
and strict liability.
Little has been written about medicinal product litigation issues. This
thesis has attempted to clarify these issues by applying legal and scientific means.
It is hoped that this work will add to an increase in the knowledge o f medicinal
product defects in the evolving product liability law o f today.
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