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SUMMARY

Type 2 diabetes has now reached epidemic proportions in many countries. Self 

management programmes for type 2 diabetes have recently moved away from the 

traditional didactic interventions to patient empowerment and peer-led programmes. 

This study was aimed to describe the implementation and evaluate the effectiveness o f a 

face to face group peer support intervention for people with type 2 diabetes in the 

primary care setting in the east o f Ireland. The study was a cluster randomized 

controlled trial implemented using the MRC Framework for the evaluation o f  complex 

interventions to improve health.

The randomised controlled trial was conducted between April 2007 and May 2009. 

Twenty general practices, 395 participants and 29 peer supporters were recruited to the 

study. All practices in the study devised a type 2 diabetes patient register and 

implemented a standardised structured diabetes care system. A peer support programme 

was introduced in the intervention practices. These practices recruited 2 or 3 patients 

with type 2 diabetes who were deemed suitable to become peer supporters and met 

specified criteria. They were trained and supported to deliver the intervention o f nine 

peer group meetings in their general practice. The primary outcomes were H BA lc, 

total cholesterol, blood pressure and wellbeing. The secondary outcomes were BMI, 

number o f GP visits and practice nurse visits, number o f  hospital visits and admissions, 

medication adherence, diabetes self-care activities, self-efficacy and smoking. Intention 

to treat was the primary method o f analysis. Analysis was conducted at individual and 

cluster level. Mixed effects multiple regression analyses were conducted on the primary 

outcomes and secondary outcomes that were statistically significant on cluster level 

analyses. Per-protocol analysis and sub group analyses were also conducted.

At baseline, participants in the control and intervention groups and the peer supporters 

were similar in terms o f demographic, biophysical and psychosocial outcomes.

All practices (100%) and 336/395 (85%) o f participants were followed up. Twenty 

eight (97%) peer supporters were followed up. Participants who were followed-up were 

very similar to those lost to follow-up. At follow-up there was no statistically 

significant difference between the intervention and control group in all primary and 

secondary outcomes. The mean H bA lc was very similar in both groups (intervention 

group=7.05%Hb, control group=7.16%Hb) and indicated good glycaemic control. The
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mean cholesterol was low in both groups, 4.0mmol/l in the intervention group and 

4.2mmol/l in the control group. The mean systolic BP was similar in the two groups, in 

the intervention group it was 136mg/Hg and in the control group it was 136.6mg/Hg. 

The mean diastolic BP in the two groups differed but not statistically significantly 

(intervention group =70.5mg/Hg, control group=78.9mg/Hg). The mean wellbeing 

score in the intervention group was 23.7 and the control group 23.1, indicating a 

medium level o f  wellbeing. Subgroup analyses o f  intervention and control participants 

with high H bA lc, high BP, high cholesterol and high BMI at baseline, showed a non- 

statistically significant reduction in both groups in all these outcomes between baseline 

and follow-up. Low proportions o f participants in both groups were below targets in all 

the biophysical outcomes at baseline and follow-up. At follow-up there was an increase 

in proportion o f  individuals who were below all biophysical targets in the intervention 

group but a decrease in this proportion in the control group though this difference was 

non-statistically significant.

At follow-up peer supporters’ mean diastolic and systolic BP, cholesterol and wellbeing 

were lower than at baseline. The peer supporters’ mean H bA lc was almost the same 

between baseline (6.8%Hb) and follow-up (6.9%Hb). Their mean wellbeing score was 

lower at follow-up indicating a reduction in feeling o f wellbeing, although the sample 

size was small so this finding must be interpreted with caution.

Practices and peer supporters were fully supported throughout the study. O f the 29 peer 

supporters, 6 resigned during the two years o f  the intervention for various reasons. 

Practice nurses and GPs from each practice received training prior to the 

commencement o f the study. The process evaluation indicated that the intervention was 

delivered as intended and that all intervention practices implemented group meetings in 

their practices. However, attendance at meetings was lower than anticipated with 18% 

o f intervention patients never attending any meeting. Due to this low attendance some 

groups were merged.

This study successfully implemented a system o f face to face group peer support for 

patients with type 2 diabetes in primary care. The intervention, though acceptable to the 

majority o f participants and peer supporters, did not improve participants’ biophysical, 

psychosocial or process o f care outcomes.
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THESIS OUTLINE

This thesis is divided into seven chapters:

Chapter 1 -L iterature Review

This chapter introduces the literature that examines the epidemiology and management 

o f type 2 diabetes. This is followed by an in depth analysis o f  the concept o f peer 

support. The chapter ends with a statement o f the study aims.

Chapter 2-Methodological Issues

This chapter discussed the issues pertinent to the study’s design and methodology. It 

commences with an examination o f the issue o f research in primary care. In particular 

randomised controlled trials, complex interventions, practice and patient recruitment, 

outcome measures and process evaluation are explored.

Chapter 3- Methods

This chapter details the methods o f the study. The Medical Research Council 

Framework for Complex Interventions is used as a template for presenting the methods.

Chapter 4- Results

This chapter presents the results o f this study. It is divided into four sections: Baseline 

results. Year 1 audit results, Final results and Peer supporter results.

Chapter 5- Process Evaluation and Treatment Fidelity

This chapter provides information on the implementation and evaluation o f the delivery 

o f the intervention.

Chapter 5- Discussion

This chapter discusses the methodology and results o f  the study within the context o f 

the existing literature in the area o f cluster randomised controlled trials and peer support 

in type 2 diabetes.

Chapter 7- Conclusions and Recommendations

This thesis ends with a presentation o f the conclusion o f the study and the 

recommendations drawn from the cluster randomised controlled trial.



1 LITERATURE REVIEW

The literature review is divided in the following sections:

1.1 Introduction

1.2 Literature search

1.3 Epidemiology o f diabetes mellitus

1.4 Management o f type 2 diabetes

1.6 Peer support in the management o f type 2 diabetes

1.7 Study aims

1.1 INTRODUCTION

Diabetes is one o f the most common non-communicable diseases in the world. Type 2 

diabetes has now reached epidemic proportions in many countries. As the economic 

and social burden o f  the epidemic increases health resources are becoming over 

stretched and inadequate. Programmes for type 2 diabetes have recently moved away 

from the traditional didactic interventions to patient empowerment and lay led 

programmes. Lay led or peer support interventions have been implemented in a variety 

o f  healthcare and school settings. Several peer support interventions for people with 

diabetes have shown improvements in outcomes. However an intervention o f  face to 

face peer support for people with type 2 diabetes in primary care has yet to be evaluated 

in a cluster randomised controlled trial.

1.2 LITERATURE SEARCH

A computerised literature search o f the following databases was performed: CINAHL, 

PubMed, PsycINFO, EMBASE, ASSIA, Web o f Science and The Cochrane Library. 

The search terms (and corresponding MESH terms) ‘diabetes’, ‘type 2 diabetes’, ‘peer 

support’, ‘peer supporters’, and ‘lay health workers’ were used in the search. Also the 

search results o f a Cochrane review o f peer support in chronic illnesses were obtained 

through personal communication and reviewed.' The relevant articles were collected 

and references from them retrieved. The search is detailed in Appendix 1.
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Grey literature on diabetes and peer support was also examined. This literature was 

retrieved from Irish sources such as the Department o f Health and Children, the Institute 

o f Public Health in Ireland, the Irish College o f General Practitioners, the Diabetes 

Federation o f Ireland, the National Committee on Volunteering; from British sources 

such as the Department o f  Health, Diabetes UK; and from international sources such as 

the International Diabetes Federation and the World Health Organization.

1.3 EPIDEMIOLOGY OF DIABETES MELLITUS 

1.3.1 Definition

Diabetes mellitus is a non communicable life-long chronic disease caused by a 

deficiency in production o f insulin in the pancreas and/or impaired effectiveness o f 

available insulin. As a result a rise in blood glucose concentration, or hyperglycaemia, 

occurs. This leads to short and long term complications such as damage to blood 

vessels and nerves.^

1.3.2 Types of diabetes

There are two types o f  diabetes:

• Type 1 diabetes

• Type 2 diabetes

Type 1 diabetes is an autoimmune or idiopathic disease causing destruction o f the 

insulin producing cells in the pancreas. This results in hyperglycaemia due to absolute 

insulin deficiency in the body. Symptoms o f type 1 diabetes including polydypsia, 

polyuria, weight loss and exhaustion usually occur suddenly."* W ithout the treatment o f 

insulin, type 1 diabetes is life threatening. It is much less common than type 2 

diabetes.^

Type 2 diabetes is caused by insulin deficiency (failure o f insulin production) and/ or 

insulin resistance (inability o f body to respond to action o f insulin).^ There are two 

perspectives on the aetiology o f type 2 diabetes. The conventional glucocentric 

perspective views hyperglycaemia as a primary disease caused by insulin deficiency and 

resistance. The more recent perspective, the lipocentric approach, attributes the
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hyperglycaemia as being secondary to lipotoxicity or fat deposition.^ Risk factors for 

the development o f type 2 diabetes include sedentary lifestyle, obesity, increasing age, 

history o f  gestational diabetes and ethnicity (higher prevalence in people o f  Asian and 

Afro- Caribbean origin).^ In addition to these risk factors there is a strong genetic 

component to type 2 diabetes.^ Type 2 diabetes accounts for the majority o f diabetes 

cases worldwide.''

1.3.3 Epidemiology of type 2 diabetes

Diabetes is one o f the most common non-communicable diseases in the world and has 

now reached epidemic proportions in many countries.^ The estimated number o f people 

living with diabetes in the world is rising dramatically. The most recent prevalence 

study estimates the number o f adults over the age o f twenty years living with diabetes in 

2009 was 220 million.  ̂ It is predicted that this number will rise to 366 million by 2030. 

Unfortunately data sources from many countries do not distinguish between the two 

types o f diabetes so these figures represent the prevalence o f both type 1 and type 2 

diabetes.* Estimate figures o f the prevalence o f type 2 diabetes can be obtained as it is 

known that type 2 diabetes accounts for about 85% o f cases o f diabetes in developed 

countries and almost 100% in some developing countries.^

India, China and the United States o f America have the highest number o f people with 

diabetes in the world. In 2000 India had the highest number o f people with diabetes, 

with 31.7 million people with the disease. * China had the second highest number with 

20.8 million people with the disease and the United States o f America had the third
Q

highest number with 17.7 people living with the disease. These figures have been
o

projected to double by 2030.

It is estimated that 10.7% o f the population over 20 years o f age in the United States o f 

America have diabetes.^ This is almost double the estimated prevalence o f  diabetes in 

the United Kingdom (UK) and Ireland. In the UK the prevalence o f  diabetes is approx 

4%. In 2005 the Institute o f  Public Health in Ireland estimated a 4.5% prevalence o f 

type 2 diabetes among adults in the Republic o f Ireland.'' This prevalence study used 

the Diabetes Prevalence Model which was developed in the United Kingdom. It 

provides area based estimates and accounts for age, sex, ethnicity and socio-economic
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factors." There are Hmitations o f  this model’s application to the Republic o f  Ireland.

In spite o f ethnic minorities now comprising a significant proportion, over 10%, o f the
12population o f the Republic o f Ireland there were no resident population estimates for 

ethnic minorities available at the time this study was conducted. The investigators in 

the Institute o f Public Health had to presume that the whole population was Caucasian. 

Scientific evidence suggests type 2 diabetes is more prevalent in ethnic minorities so 

therefore it is likely that the 4.5% population prevalence is underestim ated."

According to European primary care data approximately 5% o f the European population
1 T

over 45 years o f age have diabetes. These estimates are lower than data from the Irish 

primary care setting. There have been several prevalence studies in the Irish general 

practice setting, though they are not population based studies. A study o f  3822 people 

over 40 years o f age attending 41 general practices in the Republic o f Ireland reported a 

prevalence o f type 2 diabetes o f 9.2% (353).''' O f this 23.54% (83) were diagnosed 

during the study, indicating many people may not know that they have type 2 diabetes.'"' 

The Cork and Kerry Diabetes and Heart Disease Study examined 1018 participants 

from 17 General Practices between March and August 1998. They revealed that almost 

4% of the participants between 50 and 69 years o f  age had type 2 diabetes and almost 

30% o f these were undiagnosed prior to the study. Over half the sample were 

overweight and a further one quarter classified as obese.

These Irish general practice prevalence studies are useful to estimate the prevalence o f 

type 2 diabetes among people attending general practices. However they have 

limitations. The Irish health system differs from the National Health Service (NHS) and 

other health systems in that it is a mixed public and private system.'^ This needs to be 

considered when interpreting Irish primary care prevalence data on type 2 diabetes. 

Some people with type 2 diabetes receive all their diabetes care from an endocrinologist 

in a private hospital and so they are not captured in the primary care prevalence data.

A large increase in the number o f admissions o f people with diabetes to hospitals in the 

Republic o f Ireland has been shown by data from the Hospital Inpatient Enquiry System 

(HIPE). The number o f admissions o f people with diabetes rose from 29285 in 2000 to 

38622 in 2 0 0 3 . Unfortunately HIPE only record number o f admissions or events as 

opposed to the number o f admissions per individual so it is not possible to use this data
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in prevalence or incidence studies. Another limitation is the coverage and accuracy o f 

the HIPE data, as identified by O ’Loughlin et al.'** HIPE does not cover all the 

hospitals in the state, in particular data are not collected from some private hospitals and
I  Rit does not record activity in the hospital out patients or emergency departments. 

Furthermore, several studies have identified inconsistencies in the HIPE data.’^^°

Although population and general practice prevalence data on type 2 diabetes in the 

Republic o f  Ireland is available more robust prevalence data is required to estimate the 

numbers affected by the disease and to plan future services. It is known that the 

prevalence o f type 2 diabetes in Ireland is likely to continue to rise in the future due to 

increasingly sedentary and unhealthy lifestyles, increasing prevalence o f obesity and the 

aging population.' '

The link between prevalence o f type 2 diabetes and deprivation is well documented
21 22 23 24though the explanation for the association is less clear. Many suggest it is a

complex interaction between environment and genetic risk factors, such as physical 

activity and o b e s i t y . T h e r e  has been little research conducted in Ireland on diabetes 

prevalence and its relationship to deprivation. Whitford et al conducted a cross 

sectional survey o f general practices in the North o f England examining the variation o f 

prevalence between general practices.^'' Their main finding was that deprivation rather 

than awareness o f and screening for diabetes explained any variation o f prevalence 

between practices. They concluded that extra resources for primary care in deprived 

areas are required to meet the demands o f the provision o f diabetes care.^'*

1.3.4 Complications of type 2 diabetes

"'The glycaemic disturbance (o f type 2 diabetes) may be mild, but the rest o f  the disease 

is n o t” George Alberti, 1988.

Contrary to the common public perception type 2 diabetes is not a ‘mild’ form o f 

diabetes.^^ Type 2 diabetes may result in both microvascular and/ or macro vascular 

complications. However there is unequivocal evidence that complications o f diabetes 

can be avoided or delayed if  a person has good glycaemic and blood pressure control.
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1.3.4.1 Microvascular complications

The major microvascular complications o f diabetes are diabetic retinopathy, 

nephropathy and neuropathy.^ Blindness caused by diabetic retinopathy is one o f the 

most feared complications o f diabetes but also one that can be prevented.^ At time o f 

diagnosis almost a quarter o f patients with type 2 diabetes have retinopathy.^ People 

with diabetes are 17 times more likely to suffer from nephropathy.^ There is a genetic
3 •component to the predisposition o f people with diabetes to nephropathy. Diabetic 

neuropathy is probably the most common microvascular complication. It affects 30% to
7740% of people with type 2 diabetes. Maintaining good glycaemic control can reduce 

the incidence o f  microvascular complications.

1.3.4.2 Macrovascular complications

People with diabetes, particularly type 2 diabetes, have a considerable increased risk o f 

cardiovascular, cerebrovascular and peripheral vascular diseases leading to myocardial 

infarction, stroke and amputation respectively.^ Having diabetes almost doubles an
29individual’s risk o f cardiovascular disease. Two thirds o f people with type 2 diabetes 

die from cardiovascular d is e a s e .D e s p ite  such strong evidence many people with type 

2 diabetes are not aware o f their increased risk o f macrovascular complications. The 

Dublin Diabetes Shared Care (DiSC) qualitative study o f patients with type 2 diabetes 

reported that patients focused primarily on microvascular complications and lacked 

awareness o f  the seriousness o f macrovascular complications.^' This gap in patient’s 

knowledge was quantified in a recent Diabetes UK survey o f 2748 people which found 

that only 20% o f people with diabetes knew that diabetes increased the risk o f 

macrovascular complications. Maintaining good blood pressure and glycaemic 

control can reduce the incidence o f  macrovascular complications.
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1.4 MANAGEMENT OF TYPE 2 DIABETES

1.4.1 Guidelines and recommendations for diabetes care

1.4.1.1 International and European guidelines

Diabetes is an international problem and is a major threat to global health.'* At an 

international level the International Diabetes Federation (IDF) liaises with the World 

Health Organisation (WHO) to support ongoing initiatives to prevent and manage 

diabetes, its complications and promote the best quality o f life for people with diabetes.

In 1989 government health representatives and patient organizations from all 

European countries met with diabetes experts under the aegis o f the European Regional 

Offices o f the WHO and IDF. They agreed on the Saint Vincent Declaration which set 

out a number o f  general goals (medical, social and organizational) for diabetes care and 

research in Europe (Figure 1.1).

ST VINCENT DECLARATION

General goals

•  Sustained improvement in health experience and a life approaching normal expectation 

in quality and quantity

•  Prevention and cure o f  diabetes and its complications by intensifying research 

Five year targets

• Improve the detection and control o f  diabetes

•  Raise public awareness o f  diabetes and its complications

•  Promote se lf  care for people with diabetes

•  Ensure specialized care for children with diabetes and their families

•  Support centers o f  excellence in diabetes care and education

• Implement measures to reduce complications such as:

o Blindness

o End stage diabetic renal failure 

o Limb amputation 

o Coronary heart disease

o Adverse outcomes in pregnant women with diabetes 

Figure 1.1 St. Vincent Declaration
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Following the publication o f the St. Vincent Declaration a group o f  European health
34professionals collaborated to revise the IDF’s desktop guidelines for type 2 diabetes.

It is a very useful resource aimed at primary care and contains comprehensive
33summaries dealing with diagnosis, management and complications o f type 2 diabetes.

1.4.1.2 Irish guidelines

In 2006 the Department o f  Health and Children (DOHC) examined current diabetes care 

service provision and published recommendations on how to improve the service.'^ It 

identified the following priorities: high quality care, compilation o f regional diabetes 

registers, screening for diabetes and prevention o f diabetes. It recommends that care for 

people with type 2 diabetes should be accessible, patient centred and in the most part 

delivered in primary care with links to specialist services. The Irish College o f General 

Practitioners (ICGP) guidelines for diabetes care, based on the IDF desktop guide to 

type 2 diabetes, also emphasises the importance o f primary care involvement in the 

provision o f diabetes care. These guidelines should be used in conjunction with their 

guidelines on organizational issues in provision o f diabetes care, ‘Protocols for Diabetes 

Care’.̂  ̂ In 2007 the DOH C’s Expert Advisory Group on Diabetes recognised the need 

for a new model o f care for people with type 2 diabetes. In conjunction with the Irish 

Endocrine Society and the ICGP they developed ‘A Practice Guide to Integrated Type 2 

Diabetes Care’ which stipulates the introduction o f agreed guidelines across primary, 

secondary and tertiary care.

1.4.2 Provision of diabetes care

In recent years there has been much debate around what is the best model o f provision 

o f  diabetes care. The most important issue is the quality and appropriateness o f the 

care rather than who provides the care and the site o f care delivery.^^ This was explored 

in detail in a meta-ethnographic study o f qualitative studies conducted in seven 

European countries (Belgium, UK, Estonia, France, Slovenia, Netherlands, Croatia) 

which included data from 39 focus groups involving 246 people living with type 2 

diabetes. The authors concluded that obstacles to adherence to treatment regimes in 

people with type 2 diabetes appear to be less related to the type o f health care system 

than to the individual’s knowledge about diabetes, their social environment and their
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beliefs and attitudes towards themselves. This suggests that rather than requiring
T 7

guidelines for individual health system or country, global guidelines may be feasible. 

In order to provide a high quality comprehensive care, a wide range o f  services offered
-JO

by a multidisciplinary team is required. Primary based care and hospital based care 

are the main providers o f  care to people with type 2 diabetes. (Figure 1.2)

PRIMARY CARE

1

SECONDARY CARE

1i
DIAGNOSIS 

PRELIMINARY ASSESSMENT 

PA TIENT EDUCA TION

i

i
MANAGEMENT OF ACUTE 

COMPLICA TIONS/ UNSTABLE PA TIENTS

I

ONGOING MANAGEMENT/ 

MONITORING

SPECIALIST ASSESSMENT/ INVESTIGA TION 

MANAGEMENT OF LONG TERM 

COMPLICATIONS

1

SCREENING FOR DIABETIC RETINOPATHY 

SPECIALIST REVIEW

Figure 1.2 Model o f primary and secondary care (Source: National Diabetes Working 

Group, 2006'^)

1.4.2.1 Hospital based diabetes care

Type 2 diabetes care in Ireland is primarily delivered by specialist multidisciplinary 

teams based in h o s p i t a l s . S u c h  specialist care is mostly concentrated in the larger 

cities with 10 out o f the 17 diabetes day centers based in the capital city, Dublin.'^® 

Traditionally the role o f the diabetes day centre was to provide diabetes education, 

outpatient clinical treatment and management o f diabetes care such as commencing 

insulin.^* The Report o f the Diabetes Service Development Group recommends that 

diabetes day centres should be developed further to become the focus o f  diabetes care in

10



the hospital and community. They should support the general practitioners in their 

provision o f diabetes care at primary care level and act as a referral centre for 

community practitioners. Due to the increasing prevalence o f type 2 diabetes good 

quality hospital management o f all people with the disease is becoming unsustainable
T O

and inappropriate.

1.4.2.2 Primary care and diabetes

Primary care has been defined by Barbara Starfield as:

" ... first contact, continuous, comprehensive, and co-ordinated care provided to 

populations undifferentiated by gender, disease or organ system ” (page 1129)

Diabetes care is provided in primary as well as secondary and tertiary settings.

A meta analysis o f randomized controlled trials o f diabetes care in primary care 

concluded that unstructured care in the community is associated with poorer follow up,
42glycaemic control and increased mortality than in hospital care. However standards ot 

care can be improved with the introduction o f a recall system and regular review o f 

patients by general practitioners and practice nurses who have an interest in the area.'^^ 

The benefits o f provision o f diabetes care at primary care level include continuity, 

convenience and integration with other health p r o b l e m s . L o s s  to follow up and non-
44attendance rates have been found to be lower in primary care than the hospital setting. 

However without appropriate resources and training o f the health professionals involved, 

provision o f  diabetes care at primary care level may mean short- term savings but 

additional future costs due to increased complication rates.'*^

1.4.2.2.1 Primary care and diabetes in Ireland

In Ireland 30% o f the population is entitled to free primary care services under the 

means tested General Medical Scheme (GMS).'^"*^ These individuals are registered 

with a specified general practitioner. Those not covered by the QMS pay for primary 

care services themselves and can attend any general practitioner. Although the GMS is 

a government funded scheme there are no specific financial incentives for general 

practitioners for monitoring patient care, establishing diabetes registers or recall 

systems.



A survey o f diabetes care in general practice in Ireland revealed that almost all o f  the 

general practitioners reported providing much o f the diabetes care for 65% of their 

patients with type 2 diabetes. Despite the large number o f patients being cared for at
•IQ

primary care level much o f this care is unstructured. This raises concerns as 

mentioned previously that unstructured care has been associated with poorer outcomes 

than structured general practice care."*^

1.4.2.2.2 Primary care and diabetes in the UK

In the United Kingdom many general practices provide structured diabetes care to 

people with type 2 diabetes. A systematic review o f such structured care has been 

found it to be as effective as hospital care for the majority o f patients."*^ However the 

robustness o f  the results are questionable as the included studies were not designed to 

assess equivalence. The first national survey o f the organization o f diabetes care in the 

general practice setting in the UK was conducted in 2000."*  ̂ One thousand, three 

hundred and thirty general practices in England and Wales were surveyed. One 

thousand eight hundred and seventy three (70%) practices responded. Ninety six o f the 

practices had diabetes registers. Practices provided most o f the routine care for 75% of 

their patients with diabetes mostly in diabetes clinics.'*^ Whitford et al reported similar 

findings in the North Tyneside district. They found that 69% o f patients with diabetes 

were cared for exclusively in primary care.^^

In 2004 the UK implemented a new pay-for-performance contract for general 

practitioners, the Quality and Outcomes Framework (QOF).^' This contract offers 

financial rewards for achieving specified outcomes. For example in patients with type 2 

diabetes the scheme measures clinical process indicators such as glycated haemoglobin 

(H bA lc), blood pressure (BP), cholesterol, body mass index (BMI) and recording
52  •indicators such as smoking status and retinal screening. A recent retrospective cohort 

study o f the effect o f the scheme on diabetes care in the UK concluded that although 

there have been some improvements in diabetes care, up to one third o f people may be
• • • • 52  •receiving suboptimal and even reduced levels o f care since its introduction. This 

study and others have challenged the concept o f pay for performance.^^ The issue 

continues to be debated in the literature.
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1.4,2.3 Shared care

Shared care involves the joint participation o f primary and secondary care in the 

planned care o f  patients with diabetes and the exchange o f  information between the two 

sectors. Such schemes are often based in a diabetes day centres in order to ensure 

close communication between community and hospital health professionals and patients. 

 ̂ The idea behind shared care is the combining o f primary care expertise with hospital 

expertise. Agreed targets and protocols are put in place prior to commencing the 

service. In the case o f people with type 2 diabetes without complications, four to six 

monthly visits to the general practitioner and an annual visit at the hospital clinic for 

specialist care such as ophthalmology would be sufficient.

In the United Kingdom shared care is established in some areas however its coverage is 

not consistent across the jurisdiction. In a survey o f the organization o f  diabetes care in 

the general practice setting in the UK only half o f the practices reported sharing a 

protocol with their local secondary care team.'^^ The authors argue that such a protocol 

is necessary if  patients are to receive seamless care across the primary and secondary
49care interface. In addition it is important to decide which patients are best managed 

where.

A recent randomised controlled trial studied the effectiveness o f  shared care compared 

to usual diabetes care in the Irish setting. It found significant improvements in diabetes 

care delivery, psychosocial outcomes and improvement in communication between the 

primary-secondary care sectors but no improvements in H bA lc and BP.^^ This 

questions the need for clinical reviews in secondary care for people without 

complications. Despite the potential advantages o f  shared care and a Delphi study o f 

experts in primary care diabetes rating the development o f shared care as highly 

im p o rta n t ,o n ly  15% o f GPs in a recent survey o f  Irish general practices were involved 

in formal structured or shared care schemes.

In order for shared care to be successful adequate resources such as time, training,
•5 0

support, and man power are essential. General practitioners in Ireland have identified
- IQ

a lack o f such resources as barriers to the provision o f effective diabetes care.
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1.4.3 Treatment o f type 2 diabetes

The aims o f treatment o f  type 2 diabetes are to:

• Alleviate symptoms and improve quality o f life

• Reduce risk factors for complications

• Prevent the development o f diabetic complications

• Manage complications^

Due to the chronic nature o f type 2 diabetes and the potential for serious complications 

individuals are expected to make major lifestyle changes particularly in relation to diet 

and e x e r c i s e . I n  recent years diabetes treatment has emphasised cardiovascular risk 

rather than just good glycaemic control.^'' There is no doubt now that treatment o f 

type 2 diabetes should focus not only on tight glycaemic control but also on the 

reduction o f cardiovascular risk factors such as hypertension, dislipidemia and obesity.^ 

It is important to remember that the complications o f diabetes can be avoided or delayed 

by appropriate treatment and education?^

1.4.4 Patient self management and education

Although diabetes self management is the responsibility o f  the person with the illness 

professionals can provide expertise related to the self management o f the disease, help 

people gain the necessary knowledge to make informed decisions and provide social 

and emotional s u p p o r t . A  systematic review o f self management training in type 2 

diabetes reported that interventions that involved patient collaboration are more 

effective than those that only incorporate traditional didactic interventions in improving 

glycaemic control, weight and cholesterol levels.^’

There are two main types o f  self management for chronic illness:

1. professional led structured education programmes, which aims to develop 

knowledge and skills

2. lay led programmes which concentrate on the impacts o f the illness on daily 

life.“

Currently there is no evidence to suggest whether lay people or professionals are better 

to deliver self management p r o g r a m m e s . L o r i g  and Holman led the move away from 

the traditional didactic interventions in chronic illness to more patient empowerment
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interventions. They developed the Chronic Disease Self-Management Programme
f i '?(CDSMP) in the USA. It was initially aimed at people with arthritis but has since 

been adapted for people with other chronic conditions including diabetes. The 

programme trains volunteer tutors who have the chronic illness in question. The 

assumptions underlying the CDSMP are:

• People with chronic illnesses have similar concerns and problems

• People with chronic illnesses must deal with the disease and the impact it 

has on their lives

• Lay people with chronic illness when trained and given a leader’s 

manual can be as effective as professionals

I’his idea o f  patient involvement in self management programmes has also been 

implemented in the UK. In 2001 the Department o f  Health introduced the concept o f
ft"?the ‘Expert Patient’ which is based on the CDSMP. ‘Expert Patients’ are:

"...people who have the confidence, skills, information and knowledge to p lay a central 

role in the management o f  life with chronic diseases” .{^age 11)*^^

The principle behind the ‘Expert Patient’ is that the patient is trained to become expert 

in their condition and is empowered and supported by the health professionals to 

manage their own illness. Such people have been shown to visit their health 

professional less often and make better use o f their time.^'' In spite o f the apparent 

advantages o f the ‘Expert Patient’ programme many professionals are not in favour o f it. 

These patients are seen as more demanding and unreasonable than other patients.

Some argue that it is the term ‘expert’ that provokes a negative response from health 

professionals. A more appropriate term may be ‘involved’ patient.

In the UK both the National Institute for Clinical Excellence (NICE) and the Diabetes 

National Service Framework recommend the use o f  structured diabetes education 

programmes which incorporate an emphasis on self management.^^ NICE have 

expressed concerns that existing structured diabetes education programmes vary 

considerably in length, content, structure and delivery. In addition many programmes 

have not been evaluated.

A recent example o f a scientific evaluation o f self management education is the 

Diabetes Education and Self Management for Ongoing and Newly Diagnosed
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(DESMOND) programme which is an initiative supported by the Department o f Health 

and Diabetes UK.^’ It developed a general practice based structured group education 

diabetes programme for patients newly diagnosed with type 2 diabetes and tested the 

programme’s effectiveness through a cluster randomised controlled t r i a l . E i g h t  

hundred and twenty four adults were recruited on to the study. The participants in the 

intervention group had improvements in weight loss, smoking cessation but no 

difference was found in H bA lc between the intervention and control groups.^’

Similar programmes have been evaluated in other European countries. The introduction 

o f education programmes into structured primary care has been found to be effective in 

a study conducted in the Netherlands.^^ The controlled before and after study o f  359 

patients with diabetes compared four diabetes care programmes, two based on 

‘structured care’ and two on ‘education and structured care’. O f note one hundred and 

six (35%) patients were lost to follow up. The outcomes measured were knowledge, 

self-care behaviour and disease p e r c e p t i o n . L e v e l s  o f patients’ disease knowledge and 

self care behaviour increased in all programmes but more so in the two educational ones, 

with patients’ disease knowledge increasing significantly in the educational 

programmes. Despite the positive results it must be noted there were differences 

between participants recruited to the two groups o f ‘structured care’ and to the two 

groups o f ‘educational and structured care’. For example one o f the ‘educational and 

structured care’ groups included only people whose diabetes was poorly controlled.

A more novel approach to self management o f chronic illnesses including diabetes is the 

Living Well project in the UK which operates at an organizational level, promotes the 

development o f lay led self management p r o g r a m m e s . T h i s  project was established in 

2001 to create a central coordination centre to support organizations, professionals and 

individuals interested in lay led self management; to increase the numbers o f  lay led 

management programmes; to develop a system o f professional development and support 

for volunteer tutors and to monitor the quality o f courses delivered.^*’ Although it has 

been piloted and implemented in some Primary Care Trusts (PCT) in the UK it is yet to 

be evaluated.
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1.5 PEER SUPPORT IN THE MANAGEMENT OF TYPE 2 DIABETES

1.5.1 Peer support in general

Peer support within the context o f healthcare has been defined by Dennis as follows:

''the provision o f  emotional, appraisal and informational assistance by a created social 

netM’ork member who possesses experiential knowledge o f  a specific behaviour or 

stressor and similar characteristics as the target population, to address a health-related 

issue o f  a potentially or actually stressed focal person'Xpage 329)^'

Social relationships are becoming more and more central to the delivery o f healthcare as 

they supplement the care given by the health services.^' In times o f  stressful situations 

members o f one’s own existing social network may not able to offer appropriate support 

for various reasons. For example, they may lack experience and knowledge o f the 

stressful life event, they may feel uncomfortable about the issue or are too upset to
79provide support. Peer support facilitates a connection between two or more people

I'Kwith the same diseases so they can relate to each other’s frustrations and concerns.

As well as acting as role models the involvement o f  non-professional volunteers in self 

management programmes reduces costs as professional time is more costly.

The use o f non-professional volunteers or peer support has been tested in diverse health 

settings such as neonatal mortality/"* support for first time mothers and child health 

developm ent/^ cardiac surgery^^ and breast f e e d i n g . O n  a broader level peer
* 79  80support health mterventions in the school setting are well documented.

1.5.1.1 Peer support in neonatal mortality

A participatory intervention using lay facilitators with w om en’s groups led to a 

significant reduction in neonatal mortality in N e p a l . T h e  cluster randomised 

controlled trial implemented support groups for women in a region covering 1600km . 

Six thousand, three hundred and eighty pregnant women participated in the trial. Local 

women were selected to be trained as facilitators to support wom en’s groups through 

monthly meetings. This involved discussions around childbirth and childcare 

behaviours in the community and the playing o f a picture card game that addressed 

typical problems in mothers and babies. The intervention reduced neonatal mortality by

17



40%. The dramatic success o f  this intervention has been attributed in part to the 

‘remarkable capacity and altruism ’ o f  the lay women facilitators but also to the fact that
o  1

it was a well-targeted demand-led intervention.

1.5.1.2 Peer support for first time mothers

A randomised controlled trial in Dublin tested the intervention o f  peer support for first 

time mothers. Experienced volunteer mothers were identified by local public health 

nurses and trained by a family development nurse. Each community mother supported 

5 to 15 first time mothers at one to one visits in the mothers home. The programme 

model is one o f empowerment so that parents learn to manage problems o f child rearing, 

and as far as possible find their own solutions. Two hundred and thirty two out o f 262 

mothers and babies (89%) were followed up when the babies were 1 year o f  age. Both 

mothers and babies in the intervention group experienced improvements in outcomes. 

Babies in the intervention group were more likely to be immunized and to be read to 

daily, and less likely to begin cow ’s milk at 26 weeks and to receive an inappropriate 

energy intake. Mothers in the intervention group were less likely to feel tired, miserable 

and had more positive feelings than mothers in the control group. The mothers and 

babies were followed up once again after seven years and the benefits o f  the original 

trial were sustained.

A more recent randomised controlled trial, the main findings o f which have yet to be 

reported, examined the issue o f  peer mentoring for first-time mothers from areas o f 

socio-economic disadvantage in Belfast.^^ The intervention involved home visits to 

participants from a mentor (a mother in the locality who had a least one young child and 

had received training for the role) during their pregnancy and for the first year o f  their 

child’s life. The home visits from the mentor focused on advice on the baby and 

mother’s healthcare and accessing professional health and social care services.

1.5.1.3 Peer support in breastfeeding

Several randomised controlled trials have examined the effect o f peer support on breast 

feeding. Dennis et al conducted a randomised controlled trial among 256 first time 

breast feeding mothers in Canada. Women with previous breast feeding experience o f
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at least 6 months duration attended a 2.5 hour orientation session. These women 

provided telephone support to first time mothers following delivery o f their babies until 

3 months post partum. Breastfeeding rates at 3 months postpartum were 81.1% and 

66.9% in the intervention and control groups respectively {p 0.01). Eighty one per cent 

of mothers in the intervention group were satisfied with their peer support experience 

and 100% recommended that the service should be offered to all women in their 

situation. Such positive outcomes were not replicated in two randomised controlled 

trials conducted in the United Kingdom. Graffy et al*  ̂and Muirhead et al*  ̂conducted 

randomised controlled trials in London and Aberdeen respectively following up the 

women and babies at 4 month postpartum. Neither study found an increase in 

breastfeeding rates among the intervention groups who had received peer support. 

Interestingly in these two studies the peer supporters provided face to face support 

through visits to the first time mothers in their own home as opposed to providing 

telephone peer support.

1.5.1.4 Peer support in heart disease

Parent et al conducted a randomised controlled trial among men between 40 and 69 

years of age who were having elective Coronary Artery Bypass Graft (CABG) for the 

first time.^’ The intervention consisted o f three visits from a volunteer former patient. 

The volunteers were trained for six hours on interaction principles and on 

cardiovascular disease. Each peer supporter met with a patient three times following 

surgery, within 48 hours post operatively, on the fifth day post operatively and at 4 

weeks after surgery. In the intervention group one-on-one support reduced anxiety, 

improved self-efficacy and accelerated recovery post CABG. However the small 

sample size of 56 patients in the study limits the strength of the findings.

1.5.2 Theoretical frameworks of peer support

The theoretical framework of peer support interventions is often not made explicit in the 

literature. The most commonly used theoretical frameworks for peer support 

interventions are social support,^’ self efficacy,*'^ and the Transtheoretical Model of 

Change (TTM).*^
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1.5.2.1 Social Support

Social support, which originates in the social science literature, refers to the function
07

and quality o f beneficial social relationships. It has been defined in various ways 

including the resources provided by others, coping assistance or as exchange of
go

resources. When individuals receive social support it gives meaning to their lives by
00

virtue o f motivating them to reciprocate such support. Responses to stressful events 

or experiences are effected by social integration, information, tangible services, social
89influences and perceived social resources. Several types o f  social support have been 

identified in the literature:

• Emotional support (empathy, reassurance)

• Appraisal (feedback relevant to self evaluation)

• Informational support (problem solving information and advice)
90  88• Instrumental support (services and other types o f tangible aid)

The type o f support required depends on several factors, for example, the stressor and in 

the case o f  a chronic illness the stage o f illness. The greatest health benefit may be 

achieved if the support closely matches the needs generated by a particular stressor. 

Social support from others can assist people to change their behaviour and adhere to a
92 •lifestyle consistent with good diabetes management. However there is also the risk 

that some social influences may be harmful for example friends encouraging the use o f
92tobacco or deviations to the recommended diet. The direct, buffering and mediating

71effect models are three different components within the peer/social support.

1. 5 . 2 . 1.1 D irect Effect M odel

The direct effect model postulates that there are direct influences on health outcomes 

from peer support. These include feeling less isolated, more positive health practices, 

enhancing motivation, provision o f information about illnesses and preventing the risk 

and progression o f illness.^'

1. 5 . 2 . 1.2 Buffering Effect M odel

The buffering effect model suggests that peer support has a role in determining
89individual responses to stressful life events. This model may redefine the potential to
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harm posed by a situation, assist in an individual’s perceived ability to cope in a

situation, and alter maladaptive behaviour. Support may assist in the provision of a
80solution and so lessen the impact of the stress.

1.5.2.1.3 Mediating Effect model

Within this model peer relationships can indirectly influence health by positive 

reinforcement, role modeling, social comparisons, teaching coping strategies and 

guidance.^'

A review of the literature on the influence of social support on chronic illness deduced 

that there is a positive relationship between social support and diabetes outcomes.^^ 

However the eight studies that examined type 2 diabetes were heterogeneous in some 

respects, in particular the outcome of social support was measured in a variety of ways 

using different measures. An observational study of 159 people with type 2 diabetes 

reported that the participants were more likely to be compliant with their diabetes 

regime if they had good social support.*̂ "* A cross sectional study of 200 people with 

type 2 diabetes identified an association between adherence to diet and social support.^^ 

A qualitative study o f self management in type 2 diabetes reported that social support 

was critical in promoting self-management.

1.5.2.2 Bandura ’5  model o f  self efficacy

Self-efficacy originates in behavioural psychology and is a central concept of Bandura’s 

social cognitive theory. It refers to an individual’s belief in his or her ability to perform 

the recommended behaviour.^^

"Efficacy beliefs influence how people think, feel, act and motivate themselves 

Self efficacy has three dimensions:

• Magnitude: how difficult it is to adopt a new behaviour

• Strength: how confident an individual is that they can perform a certain task
Q O

• Generality: how a person feels they can adapt certain tasks to other situations

21



Studies on the role o f self efficacy in illness adjustment have identified an association 

between high perceived self efficacy and higher levels o f m o t i v a t i o n . H i g h  perceived 

efficacy enables individuals to approach stressful events with confidence. In contrast 

individuals with low perceived self-efficacy have less confidence in coping with
0 7

difficult situations.

A high percentage o f people with diabetes may question whether it is possible to follow
92the recommended regimen. This low self-efficacy may be highlighted when despite

Q9diligently adhering to advice glycemic control remains poor. Such low self-efficacy 

may create a cycle o f difficulty in adhering to advice and continued poor glycemic 

control.

Several studies have used Bandura’s model ot self efficacy as a theoretical framework. 

A randomized controlled trial tested the Arthritis Self Management course. The 

primary aim was to improve arthritis self efficacy. In this context self efficacy was 

defined as

""perceived ability to control various aspects o f arthritis (pain, f a t i g u e ) (page 379)

1.5.2.3 Transtheoretical Mode! o f  Change

The Transtheoretical Model o f Change (TTM) devised by DiClemente and Prochaska 

classifies behaviour change into five stages.'^' It originated in behavioural/ health 

psychology.

1. Precontemplation

2. Contemplation

3. Preparation

4. Action

5. Maintenance

Individuals in the precontemplation stage are not aware o f the risk o f  their behaviour 

and have no intention to change. As they progress to the contemplation stage their 

awareness has been raised and they are thinking o f  addressing their behaviour but are 

undecided. By the time they reach the preparation stage they have decided to change 

and have began minor adjustments to their behaviour in preparation for a change. In the
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action stage they are changing their behaviour and when they reach the maintenance
102stage they are fighting relapse.

Some previous studies o f peer support and peer coaching have used the Transtheoretical

Model of Change (TTM).'^' Joseph et al trained peer coaches to meet people with type
12 diabetes on a one-to-one basis weekly for 8 weeks. The peer coaches were trained 

to focus on the positive rather than the negative. All the patients were beginning to 

think about behaviour change. The aim of the peer interaction was to raise the patients’ 

awareness of their need to c h a n g e . A l t h o u g h  the participants felt their consciousness 

had been raised and they had plans to continue with the behaviour changes they had 

instigated, the small sample size was a major limitation of this s t u d y . K o b e t z  et al 

devised a curriculum for peer supporters to introduce the TTM into a programme in the 

USA that advises women to have routine mammography. The programme is yet to be 

evaluated.*^

1.5.3 Models of peer support

Seven basic models o f peer support have been described."^'* They are:

1. Professional-led group visits with peer exchange

2. Peer-led face to face self management programmes

3. Peer coaches

4. Community health workers

5. Peer support groups

6. Telephone-based peer support

7. Web- and email-based programmes

The seven models differ in a variety of ways including training o f peer supporters, 

remuneration or payment of peer supporters and time commitment required. Also the 

peer supporters are given a variety of titles such as peer coaches, lay health workers or 

community health workers.
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1.5.3.1 Professional-led group visits with peer exchange

Professional-led groups bring patients with the same condition together. The patients 

face similar challenges relating to the management o f their disease. The group 

sessions usually focus on self management and are led by a specialist nurse. Various 

members o f the multidisciplinary team, such as a dietician or a chiropodist, are often 

invited to speak at the meetings. At the group sessions the professionals provide 

information and promote exchange o f experiences amongst the group members. On 

some occasions the professional may have an individual consultation with a patient. In 

this situation the patient does not benefit from the peer experience. Often a patient’s 

spouse or relative may also attend the professional-led groups.'**'* Pratt et al conducted 

an RCT o f an intervention which consisted o f professional-led visits with peer exchange 

for people with type 2 diabetes. An hour long peer support session followed a dietician 

led education class. The results were positive with a significant weight reduction in the 

intervention group.

1.5.3.2 Peer-led face to face self management programmes

Peer-led face to face self management programmes use peers rather than professionals 

to train patients about self management o f  their disease. As peers have experiential 

knowledge o f the disease they can be excellent role models for patients. The peers are 

trained to lead educational sessions for people who have the same disease as they do. 

Many o f the peer-led programmes established today follow a model that was first 

developed by Kate Lorig, the Chronic Disease Self-Management Program (CDSMP).'^'* 

One such example is the Community Based Diabetes Self Management Programme.

For these programmes peer supporters have to complete an extensive training 

programme, often for 4 to 6 months prior to leading a group. The peer supporters also 

receive a stipend and travelling expenses.'^'* Although this was a health intervention it 

was conducted in the community and was not linked to health care delivery.

1.5.3.3 Peer coaches

Peer coaches provide peer support in a less formal and flexible way than in the self 

management programmes mentioned a b o v e . P e e r  coaches are trained to meet
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patients on a one-to-one basis to listen, provide support and discuss concerns. Training 

for peer coaches is usually less intense than for peer supporters delivering self 

management programmes, often only 8 to 32 hours duration. Peer coaching has been 

shown to be effective in several studies including an intervention study to improve self- 

care among heart failure p a t i e n t s . P e e r  coaches usually work on a voluntary basis.

1.5.3.4 Community health workers

Community health workers, also known as lay health workers, are community members 

that are recruited as a link between health care providers and their ethnic, geographical 

or cultural community. Unlike the other types o f peer supporters they may not have the 

disease in question but have important qualities such as they speak a specific language, 

share a culture and come from the same communities as the patients they meet.'®"* 

Community health workers are trained in health related topics and often work along side 

healthcare professionals. It is usually a paid role. Community health workers have 

been employed in a variety o f settings for example to work with people with diabetes in 

high income c o u n t r i e s a n d  the management o f acute respiratory infections in low 

income countries.

1.5.3.5 Peer support groups

Peer support groups are distinguished from professional- or peer-led self management 

educational groups by their emphasis on experiential knowledge rather than
79professional knowledge. They are voluntary gatherings o f  people who share similar 

experiences.'^"^ Peer learning and interaction is often lost in the traditional didactic form 

o f education c la sses ." ' The main element o f the peer support group is the sharing o f 

feelings and experiences. Peer support groups can normalise participants’ experience o f 

their illness. The peer group provides individuals with a unique support system where 

they can gain understanding and feel a sense o f belonging. This may also be described 

as emotional support, which includes the expressions o f caring, encouragement and 

reassurance. As the group evolves attachments are formed and expressions o f caring
79and genuine concern from the group provide emotional support. Peer support groups 

also provide opportunities for social comparisons. Social comparison in times o f stress 

allows people to compare themselves to others, which in turn may normalise their
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feelings. This allows individuals to realise that others share similar problems, fears and
72hopes. Social comparison can also aim to improve an individual’s situation.

1.5.3.6 Telephone-based peer support

Telephone-based peer support involves provision o f support over the telephone. In 

some cases it is a stand alone type o f support in other cases it may supplement another 

type o f  support such as group support.'''"^Advantages o f  this kind o f support include the 

privacy and anonymity o f talking on the telephone and ability o f the programme to 

cover a large geographical region. Telephone peer support has been shown to be
7 0

effective in increasing breast feeding rates and has been used in support programmes
7 "  ̂ 1 1 7  1 1

for people with diabetes. The most recent and comprehensive RCT examined

the effectiveness o f telephone based peer support in people with poorly controlled 

diabetes. No improvements in H bA lc, self efficacy, cholesterol or BMI were found.

A recent Cochrane Review o f telephone peer support included seven studies looking at 

diverse health issues such as breast feeding, diabetes, myocardial infarction, 

mammography screening and postnatal depression."'* Positive outcomes included 

increase in the uptake o f mammography screening, change in diet among people who 

had experienced a myocardial infarction, greater continuation o f breastfeeding and 

reduction in depressive symptoms in women with postnatal depression."'' In spite o f 

this the authors do not recommend any change in practice as the evidence identified was 

too limited so more research in the area is needed.

1.5.3.7 Web- and email-based programs

Web- and email-based programmes evolved with the expansion o f the availability o f the 

internet worldwide. Over the past decade there has been significant growth in Internet- 

based support groups. However there is no robust evidence that they are effective."^ 

Internet-based interventions have their advantages as they are a low cost alternative to 

more labour and financial intensive self management programmes. For some 

individuals they are more convenient than face to face interventions. One o f the 

unresolved issues o f internet based programmes is whether there should be a degree o f 

professional moderation.
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1.5.4 Peer support in diabetes

The need for an approach to diabetes m anagem ent which reflects the personal m eaning 

o f  living w ith diabetes, such as peer support, has been highlighted in the literature ."^  

People living w ith diabetes have expressed the need to share personal experiences 

through som e type o f  peer support program m e."^  117 i is 119

A qualitative study o f  people w ith type 1 and type 2 diabetes exam ined a peer-led 

program m e addressing behavioural change. Feedback follow ing the program m e was 

positive w ith participants particularly appreciating the feeling o f  reciprocity  for the need 

for exercise, diet and m edication control. A lso the peer could validate the hum an
Ivulnerability relating to adherence and how  difficult it was to change behaviour.

Several studies exam ining peer support in type 2 diabetes have been reported in the 

l i t e r a t u r e A  recent system atic review  identified eight random ised 

controlled trials that had exam ined peer-led program m es in d i a b e t e s . M o s t  o f  these 

studies w ere in the USA, involved education rather than peer support, recruited 

com m unity health w orkers in a paid role and recruited participants from  m arginalized 

com m unities. The authors recom m end that random ised controlled trials need to be 

conducted in o ther countries and in diverse s e t t i n g s . W h e n  this study com m enced 

group based peer support in type 2 diabetes had not been exposed to the rigor o f  a 

random ized controlled trial. H ow ever in 2009, a study was published.'^'* Lorig et al 

conducted an RCT in the USA  am ong 345 adults w ith type 2 diabetes. The intervention 

was a six w eek com m unity based peer-led diabetes se lf m anagem ent program m e. 

Im provem ents in the intervention group w ere found in depression and healthy eating but 

not in biophysical outcom es such as HbAlc.'^"* This RC T was com m unity based but 

m ay have been underpow ered as it did not control for cluster effects w hich w ould have 

been likely as participants were from  local com m unities where the groups were run.

Recently a group o f  international experts in the area o f  diabetes m et w ith the W HO and
1

have established an initiative ‘Peers for Progress’. It aim s to scientifically evaluate 

various types o f  peer support in type 2 diabetes in a num ber o f  diverse environm ents 

and countries.
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1.5.5 Peer supporters

The definition o f a peer supporter is similar to that o f a lay health workers; the only 

difference is that the peer would have the same condition. Lay health workers are 

health worker carrying out functions related to health care delivery; trained in 

some way in the context o f  the intervention; having no formal professional or 

paraprofessional certificated or degreed tertiary education"

There is a small but growing body o f evidence that shows benefits o f providing support
1 9 7  1 9 8  1 0 0to others. Several studies have examined the effects o f being a peer supporter.

129 130 127 A qualitative study o f peer support for native Americans with type 2 diabetes

living in rural USA found the peer supporters benefited considerably from their role.

They felt they were doing something important and o f value to other people with

diabetes. They were energized by their role and learned a lot from the experience.

Benefits o f the role o f  peer supporter identified by peer supporters in a Chronic Disease

Self Management Course (CDSMC) include being a part o f a supportive network,

feeling valued by helping other people and adding value to the lives o f others.

Being a peer supporter may not be beneficial in some cases. Schwartz and Sendor note

that some peer supporters may feel conflict between the aspirations and reality o f  peer

support, resulting in b u r n o u t . M u r p h y  et al reported that morale o f the peer mentors

can be affected by issues such as the poor uptake o f  a peer support programme.

Additional negative aspects o f  the peer supporter role identified by peer supporters in

the CDSMC include isolation in the role, lack o f contact with other peer supporters and
1adhering to the course protocol.

1.5.5.1 Training fo r  peer supporters

Training for peer support workers should incorporate exploration o f the skills required 

to use experiential knowledge and peer appreciation and understanding o f the target 

g r o u p . H o w e v e r  Giblin warns against too much program specific training, as this may 

destroy the concept o f “peem ess” .'^ ’

There is no standard recommended training for peer supporters. Indeed the amount o f 

training a peer support receives varies from study to study. In the Isle o f  Wight study o f
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a peer education intervention for type 2 diabetes, peer advisors received 18 sessions of
1 -3 T

90 minutes and each volunteer had a formal assessment at the end. The peer
Iadvisors’ role is very much educational and they are considered trained lay people.

In another small study o f peer support in diabetes the peer supporters received a two 

hour training session conducted by a diabetes nurse educator and a social worker. The 

content included information on diabetes and role playing to explore listening skills.’*’̂  

The peer supporters were told their role was to support participants and keep their 

morale high and encourage them to follow their treatment plan. They were warned o f 

the inappropriateness o f giving medical advice to participants and advised to refer
Imedical problems to the health professionals. Peer supporters have also reported that 

they enjoyed the social support aspects o f their training sessions including meeting 

people and mutual support.

There is little detail given on training o f the peer supporters in four previous RCTs o f 

peer led interventions for type 2 as outlined in Table 1.1. In three o f  the studies the peer 

supporters received four days training which covered diabetes management, how to 

handle difficult situations, listening skills and problem s o l v i n g . I n  the fourth 

study the peer supporters attended a weekend residential course run by the NHS Expert 

Patient Programme which included a diabetes component.

A recent report from the WHO concluded that at present little is known about the
I  7  Sminimal training that is required for peer supporters in type 2 diabetes.

Training for peer supporters for other health initiatives has been explored in more depth. 

For example, a randomised controlled trial testing the effectiveness o f  peer support for 

breast feeding trained the peer supporters, women with experience o f breast feeding, for
78two and a half hours. The training session incorporated role playing and support and

referral skills. Each peer supporter was given a handbook which outlined the role o f the
78peer supporter, breast feeding topics, breast feeding information and principles. The 

peer supporters recorded the frequency and details o f their contact with participants.’^
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Table 1.1 Training given to peer supporters involved in RCT’s examining peer-led interventions in type 2 diabetes

A u th o r/ D ate/ C o u n try P eer su p p o rte rs In terven tion R ecru itm en t T ra in in g R eten tion / S u p p o rt

Cade et al 2009, UK -Lay people with type 2 
diabetes
-Living in local com munity 
-W illing to participate in 
training
-W illing to deliver group 
sessions

-Used the Expert Patient 
Programme and added on one 
session on diabetes 
-Only included people with 
diabetes
-2 hour sessions once a week for 7 
week

-Recruited from 
GP practices

-W eekend Residential 
training course 
-Run by the NHS Expert 
Patient Programme 
-Received extra training 
on the diabetes session

-Not discussed

Lorig et al, 2009, USA -M ost had type 2 diabetes 
-Not health professionals 
-From the local com munity 
-Aged between 35-70 years

-2.5 hour sessions once a week for 
6 weeks
-2 peer leaders per group 
-Held in a com munity setting such 
as a church, senior centre 
-Class size ranged from 10-15 
including family and friends

-Not specified -4 days training on the 
Diabetes Self 
M anagem ent Programme 
-2 teaching practice 
sessions
-Received training in 
delivering sessions, 
conducting structured 
conversations, how to 
handle difficult situations 
-Role play

-Not specified

Lorig et al, 2008, USA'"'' -M ost had type 2 diabetes 
-Not health professionals 
-From the local com munity 
-Spanish speaking

-2.5 hour sessions once a week for 
6 weeks
-Held in a com munity settings 
-Class size ranged from 10-15, 
including some family members 
and friends

-Not specified -4 days training in the use 
o f  a detailed protocol

-Not specified

Keyserling et al 2002, USA
135

-African Am erican women 
with type 2 diabetes for 3 
years
-A good role model 
-Good com munication skills 
-A general knowledge o f  
diabetes

-2 group sessions o f  90 minutes 
each
-M onthly phone calls

-Recruited from 
GP practices

- 4 weekly training 
sessions for 4 hours each 
-Covered areas o f  
diabetes management, 
listening skills, goal 
setting and problem 
solving

-Not discussed



1.5.5.2 Support and retention o f peer supporters

In spite o f  the extensive literature on peer support programmes there is a paucity o f  

research on the support and retention needs o f  peer supporters involved in type 2
• 1 ^ 7

diabetes interventions. O f the four previous RCTs o f  peer support in type 2 diabetes 

none have specified any support or retention strategies for the peer supporters involved 

in the studies (see Table 1.1). Peer support interventions often require the support and 

guidance from a trained professional. It is vital that the peer supporter is provided with
1 -JO

the appropriate training, supervision and support in his/her role. Some peer support 

interventions include support structures for the peer supporters themselves. For example, 

Murphy et al in their invention o f  peer mentoring for first time mothers arranged mentor 

group meetings every six to eight weeks which provided support for the peer mentors 

and gave them an opportunity to share their experiences. A study testing the 

effectiveness o f  peer support for breast feeding mothers provided the peer supporters
• • • '  83with a supervising professional for assistance if  required. In a study o f  peer support 

for patients following a myocardial infarction or a CABG the peer supporters were well 

supported by an advanced practice nurse. Support provided included a group training 

session, a social occasion every 6 months, contact via the telephone, emails, newsletters,
138cards. Careful selection, adequate training and support may reduce the attrition rate

1'  139
01 peer supporters.

1.5.6 Peer support and volunteering

Many peer support programmes are based on the concept o f  volunteering.

Volunteering is defined as:

" ...the commitment o f  time and energy, fo r  the benefit o f  society, local communities, 

individuals outside the immediate fam ily, the environment and other causes. Voluntary 

activities are undertaken o f  a p e r so n ’s own free  will, w ithout paym ent (except fo r  

reim bursem ent o f  o u t-o f  pocket expenses) ” (page 83 )’"̂ '.

Some people view  volunteering as a civic obligation and view  helping out in this way as 

intrinsically rewarding.''*^
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Clary and Synder identify six reasons why people volunteer:

1. Values (to express or act on values such as humanitarianism)

2. Understanding (to learn more about the world or exercise underused skills)

3. Enhancement (to grow and develop psychologically through volunteering)

4. Career (to gain career related experience)

5. Social (to strengthen his or her social relationship)

6. Protective (to reduce negative feelings, such as guilt or personal problems)''*^ 

Volunteer activity usually fluctuates during adulthood, for example family and career 

commitments often dominate middle age adult’s time.*' '̂  ̂ Older adults may have more 

time for volunteering following retirement. However health problems can be a threat to 

sustained voluntary participation.

A report of volunteering in Ireland in the late 1990’s found that people volunteered 

because they believed in the cause, wanted to help, were asked to help and wanted to be 

‘neighbourly’.''*' Benefits of volunteering cited in the report included ‘seeing results’, 

‘doing good’, ‘enjoyment’ and ‘meeting people’.'"*' Volunteering faces many 

challenges including changes in economic circumstances which have resulted in 

increased employment participation, demographic changes and growth of individualism 

and consumerism.

1.6 STUDY HYPOTHESIS

Null hypothesis

Peer support has no effect on biophysical and psychosocial outcomes in patients with 

type 2 diabetes attending primary care 

Alternative hypothesis

Peer support has an effect on biophysical and psychosocial outcomes in patients with 

type 2 diabetes attending primary care
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1.7 STUDY AIMS

1. To measure the effectiveness of peer support on biophysical, psychosocial and 

process o f care outcomes in people with type 2 diabetes and describe the impact on peer 

supporters

2. To describe the process of providing and receiving peer support for people with type 

2 diabetes

33



2 METHODOLOGICAL ISSUES

2.1 INTRODUCTION

This chapter outlines the background to the methodological issues that arose during the 

development o f  the methodology. These issues are explored in the following sections:

2.2 Research in primary care

2.3 Challenges in primary care research

2.4 Randomised controlled trials

2.5 Complex interventions

2.6 Recruitment

2.7 Standardised care in control and intervention groups

2.8 Practice allocation

2.9 Outcome measures

2.10 Process evaluation

2.11 Treatment fidelity

2.2 RESEARCH IN PRIMARY CARE

Internationally the vast majority o f health research is conducted at secondary and 

tertiary l e v e l . S t a r f i e l d  in her authoritative work on primary care calls for primary 

health care staff to become more involved in research and for governments and non 

governmental organisations to set an agenda for primary care research.'"'^ It is vital that 

primary health care staff are involved in research. Evidence regarding health service 

interventions implemented in primary care would be more useful if  they were tested in
146primary care settings.

Primary care research networks have developed over the past 20 years at an 

international level. They are now established in North America, some European 

countries, Australia and New Zealand. Their aim is to develop infrastructure o f  primary 

care research and enhance research capacity. They have many advantages including 

increasing research output, supporting novice and dispersed primary care researchers, 

however they require considerable resources.
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Primary care research is well established in the UK. In 1997 primary care research was
148included in the NHS research and development strategy. The UK Clinical Research 

Network was established to support clinical research and to facilitate the conduct o f 

trials and other well-designed studies across the UK. A sub division o f this network, the 

Primary Care Research Network (PCRN), aims to increase the number o f  patients 

recruited or involved in primary care studies. The PCRN comprises eight clinician- 

led Local Research Networks which work with GP practices, health centres, dental 

practices and in other community locations to facilitate the involvement o f staff and 

patients in clinical studies. As general practitioners often work in practices isolated 

from academic resources and institutions, research networks are o f vital importance.

Primary care research is less structured in Ireland. The importance o f  strategic

development o f research in primary care in Ireland has been well documented in several

recent reports.'^ ' In 2001 the Department o f Health and Children in the National

Primary Care Strategy state that a high-performing research and academic community is

central to the development o f primary care.’ '̂ Such centres have yet to be planned or

implemented. In 2007 the Health Research Board commissioned an independent report
1on research and development in primary care in Ireland. It called for the immediate 

implementation o f the National Primary Care Strategy. One o f its principal 

recommendations is the establishment o f a National School for Research and 

Development to lead primary care research into the future. This academic institution 

would involve primary care researchers from different institutions and clinical 

disciplines and aim to increase the capacity to conduct primary care research and 

development. Much o f the primary care research is co-ordinated by departments o f 

general practices in the five university medical schools, Trinity College Dublin, Royal 

College o f Surgeons o f Ireland, University College Dublin, University College Cork 

and National University o f Ireland, Galway.

It is difficult to ascertain the level o f primary care research activity at national level in 

Ireland. However a recent study o f research activity and capacity in primary care in the 

West o f  Ireland concluded that primary care health professionals are generally not 

engaged in research and development. Four hundred and ninety eight primary
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healthcare professionals responded to the cross sectional survey and o f that number only 

15% reported that they were currently involved in research.

2.2.1 Diabetes primary care research

The Department o f Health and Children’s Primary Care Strategy published in 2001 

identified academic practice and research as an integral part o f primary care in Ireland.

One o f the principal recommendations is to develop such academic and research 

activity and in particular the creation o f a small number o f academic centres o f primary 

care as an authoritative source o f policy and practical advice. However the
153implementation o f this recommendation has been slow.

In an attempt to strengthen primary care research in Ireland the HRB recently 

commissioned a review o f research and development in primary care.'^^ The report 

acknowledged the importance o f increasing research capacity in order to improve the 

quality o f the clinical service in Ireland. Barriers to the development o f primary care 

research in Ireland include lack o f funding, manpower planning, patient registration or 

unique identifier and electronic records/ r e g i s t e r s . T h e  issue o f lack o f electronic data 

has also been identified by the Institute o f Public Health in Ireland." They along with 

the ICGP and the DOHC recommends the establishment o f a national diabetes 

register." However concerns have been expressed about patient consent and data 

protection. Despite these identified barriers, experience from the DiSC study, a 

randomised controlled trial in primary care, suggests that GPs and practice nurses are 

prepared to participate in research in primary care and are committed to improve patient 

care.'^^ In addition to this a Delphi study among experts working in primary care 

diabetes identified research in primary care diabetes as an important element o f the 

development o f diabetes care in the community.

Challenges in primary care research are not unique to I r e l a n d . A t  a European 

level efforts to promote and support research in primary care diabetes research have 

been made. A primary care research group within the European Association for the
157Study o f Diabetes has been established. This group has initiated a peer review 

journal ‘Primary Care Diabetes’ which has recently been launched as a platform for
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high quality community based research and to promote evidenced based practice in 

diabetes care.'^’

2.2.2 Challenges in primary care research
158Internationally general practitioner participation in research is low. Recruitment o f 

patients and general practices can be challenging for researchers.'^^ Van deW indt et 

al experienced difficulties recruiting both general practitioners and patients for their 

primary care based RCT. Reporting such practical problems is rare but very useful for 

researchers planning research in primary care. They recommend that reasons for 

general practitioners’ interest in participating need to be considered in the conceptual 

phase o f a s t u d y . A t  a broad level barriers to high quality research in primary care in 

Ireland include inadequate funding, small academic base and the variable structure and 

organisation o f general p r a c t i c e s . G l y n n  et al in their survey o f  498 health 

professionals working in primary care in the West o f Ireland found that the main 

barriers to getting involved in research were lack o f protected time, lack o f  funding, 

lack o f training, lack o f knowledge and lack o f supervision or s u p p o r t . M o r e  

specifically Salmon et al studied 23 general practitioners in the UK who declined to
1 58participate in a randomised controlled trial. They identified time and finance as the 

main barriers to participating. Additional barriers included lack o f research skills and 

research having little clinical or professional v a l u e . M a n y  general practices in Ireland 

have a very heavy workload and so without adequate resources it is difficult for staff to 

be fully committed to research being conducted in their p r a c t ic e s .R e a s o n s  why 

general practitioners would consider participating in a randomised controlled trial 

include adequate support by researchers, minimal investment o f time, adequate financial 

reimbursement and a relevant research question.'^* The issue o f recruiting GP practices 

and patients is explored in more detail in Section 2.6.

The funding for this study was via a research and development grant awarded by the 

Health Research Board (www.hrb.ie), which is the lead agency in Ireland supporting 

and funding health research. The grant considered the issues around lack o f 

participation in primary care research. To ensure the general practices had adequate 

resources and ability to protect their practice nurse’s time for data collection, each 

participating practice received a research grant o f €5000 per year o f participation.
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2.3 RANDOMISED CONTROLLED TRIALS

In the hierarchy o f scientific evidence Randomised Controlled Trials (RCTs) rank 

second highest, systematic reviews being the highest (Figure 2.1).'^' RCTs are 

quantitative studies which allocate participants randomly to receive one or more clinical 

interventions. Participants are randomised into either the control group to receive 

conventional practice or no intervention(s), or to the intervention group to receive the

intervention(s). At the completion o f the RCT participants’ outcomes are measured and
162compared between the two groups. In order to alleviate the problems arising from 

inadequate reporting o f RCTs the Consolidated Standards o f Reporting Trials 

(CONSORT) group was established and produced guidelines for researchers to 

follow.'^^ This thesis, a report o f the study’s findings, follows the CONSORT

guidelines. (Appendix 2)

RCTs may be individual or cluster trials depending on the unit o f randomisation. In 

individual RCTs the unit o f randomisation is the individual whereas in cluster RCTs the 

unit o f randomisation is a group otherwise known as a cluster.

Systematic Review

i
Randomised Controlled Trial

i

Cohort Study

i

Case control study

i
Cross sectional study

i
Case report

Figure 2.1 Hierarchy o f evidence
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2.3.1 Cluster RCTs

Cluster RCTs involve groups o f people or intact social units in which the units are 

randomised to the intervention and control groups. Cluster RCTs, also known as group 

randomised or community trials, can be implemented to evaluate group interventions 

and also individual interventions where there is the possibility o f group level effects or 

contamination.'^^

Cluster RCTs are becoming more popular in general practice and are suited to this 

setting as clusters o f people (in this case general practices) rather than individuals are 

randomised to the intervention and control g r o u p s . T h e r e  are several reasons 

for their increasing popularity in this setting including the elimination o f the problem of 

contamination, that is the intervention may affect other control individuals in the 

general practice. Contamination can also arise as practice staff may find it difficult to 

behave differently to control and intervention patients within the same practice.

Cluster randomised controlled trials are pragmatic trials rather than explanatory trials. 

The difference between the two designs are that pragmatic trials measure effectiveness 

and explanatory trials measure e f f ic a c y .P ra g m a tic  trials take into consideration 

variations that occur in real clinical practice and represent the patients in whom 

treatment will be applied. Explanatory trials recruit a homogenous population and 

introduce an intervention under ideal conditions with the aim o f yielding a “clean” 

evaluation o f the effects o f the i n t e r v e n t i o n . A s  high compliance is vital in 

explanatory trials it is important to recruit participants who will adhere to the
• • IA9mvestigators’ instructions and receive the intervention. This may be difficult to 

achieve in the general practice setting.

2.3.1.1 Design and analysis issues

Cluster RCTs are more complex to design, analyse and report than individual RCTs.'^"^ 

Specific issues that need to be considered are discussed below.

2.3.1.1.1 Internal and external validity

Internal validity is required to ensure the differences between the intervention and 

control groups are as a result o f  the intervention being tested. Thus a cluster 

randomised controlled trial needs to be designed, conducted and analysed with minimal
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162 •bias. External validity is the extent of which the results of the study can be applied to 

other individuals or settings. Issues such as implementation of the intervention as 

intended in the real world, sustaining the intervention over time and suitability o f the 

intervention setting all effect external v a l i d i t y . A s  cluster randomised controlled 

trials are pragmatic they should be both internally and externally valid.

2.3.1.1.2 Sample size calculation

There are two sources o f variation in cluster randomised controlled trials: within cluster 

and between c l u s t e r . V a r i a t i o n  between clusters may be due to the following reasons; 

subject selection (for example, the characteristics of patients belonging to a practice 

could be related to the sex or age of the GP); the influence of covariates at cluster level 

(for example, there may be variation between care given by different healthcare 

practitioners) or personal interaction between cluster members who receive the same 

intervention (for example, patients within the same cluster may transfer attitudes, 

behaviours or information).

As the variation reduces the statistical power, sample size calculations for cluster 

randomised controlled trials need to be inflated by what is known as the design effect 

{Deff)}''^ The D eff \% the ratio of the variance of the estimated outcome under the

cluster sampling strategy to the variance that would be expected for a study of the same 

size using simple random sampling and is calculated as follows:

D effr  1 + ( « -  1)ICC 

n = average number of individuals in each cluster

The De^^incorporates the intra cluster variation and must be taken into account when 

estimating the sample size.'^^ The Intra-cluster Correlation Coefficient (ICC) quantifies 

the homogeneity or correlation between data for two subjects in the same cluster and 

needs to be calculated and taken into account when estimating sample size.'^^

Estimates of ICCs can be obtained from previous studies that have employed cluster 

sampling.'^' As was the case in this study, most sample size calculations for medical 

research studies use power calculations based on significance tests. There has been a 

recent call to change this to basing sample size calculations on the width of a confidence 

interval.'^'* Details o f the sample size calculation are given in Section 3.5.7.
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2.3.1.1.3 Randomisation

The two main approaches to randomisation in cluster randomised controlled trials are 

unrestricted and restricted a l l o c a t i o n . I n  unrestricted allocation the clusters are 

randomised to the treatment groups from a single pool without any pre stratification or 

matching according to baseline characteristics. In restricted allocation clusters are 

divided into strata, by stratification or minimisation, according to prognostic 

characteristics prior to being allocated to groups within designated strata.

Stratification can be used to create a balance between groups in terms o f size and patient 

characteristics. In small trials stratified randomisation may not be effective as there 

may not be adequate numbers per strata. Minimisation is an alternative method in such 

c a s e s . T h e  underlying principle o f minimisation differs to randomisation. The first 

allocation to control or intervention group is random. Subsequent allocations are 

conducted to ensure better balance between groups o f variables o f interest.’’  ̂

Minimisation, which was used in this study, is a secure method o f  allocation particularly 

when conducted by an independent p e r s o n a n d  is an acceptable alternative to random 

assignment.'^*’

As is the case in many cluster randomised controlled trials recruitment o f patients to this 

study occurred after allocation o f the c l u s t e r s . T h i s  is not ideal as those carrying out 

recruitment o f  patients are not blind to the allocation status. As a result selection bias is 

introduced and internal validity may be a f f e c t e d . T h i s  was an issue in this study and 

is discussed in detail in Sections 6.3.3.

2.3.1.1.4 Data analysis

In cluster RCTs there are two levels o f analysis and inference, at cluster and individual 

level. Analysis o f cluster RCTs may be performed using cluster or individual level
177data. There are several stages involved in the analysis o f  cluster randomized data.

1. Individual level analysis

This involves comparison o f outcomes from individuals in the intervention and 

control group using the two-sample t-test or the non parametric equivalent, the
178W ilcoxon’s rank sum test. Individual level analysis allows for exploration o f the 

data but does not allow for the effects o f clustering.

2. Cluster level analysis
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This analysis involves using the cluster rather than the individual as the unit of 

analysis. It results in a loss o f statistical power. A summary measure o f each 

outcome is obtained for each cluster. Then the two sets o f cluster specific measures 

are compared using the two-sample t-test or the non parametric equivalent, the
1 7 8W ilcoxon’s rank sum test. Cluster level analysis has disadvantages. It does not 

weight the cluster summaries according to sample size per cluster. If variation in 

cluster size is accounted for through weighting it provides greater power and smaller 

standard errors. Another disadvantage is that cluster level analysis does not allow 

for analysing the effects o f the intervention with other co variates in the same
1 78model. In view o f these disadvantages it is important to proceed to further 

analysis such as regression models.

3. Regression models

Several types o f regression models are used in the analysis o f cluster RCTs. The 

two main approaches are random effects models (including mixed effects multiple 

regression) which are used for continuous outcomes and generalized estimating
] 78equations which are used for bmary outcomes (GEE models). These models take 

intra and inter cluster level variation into account as well as controlling for 

allocation group, baseline variability and covariates.

Analysis by intention-to-treat (ITT) is suitable for cluster and pragmatic RCTs and 

should be considered the main a n a l y s i s . I n  ITT analysis participants are analysed 

according to the group they were randomised regardless o f whether they received the 

treatment as per protocol or whether they withdrew from the s t u d y . T h e r e f o r e  it tests 

the effectiveness rather than the efficacy o f an intervention.

Ideally in an ITT analysis there should be no missing data however, in practice it has
• 180been established that this is not possible. Once the amount and pattern o f  missing 

data is established it is important to consider how to deal with it. There is no perfect 

method o f dealing with missing data that may not be ‘missing completely at random’ 

(MCAR). Options available include simply ignoring loss to follow-up, using last
I Q Q  I Q I

observation carried forward (LOCF) or using multiple imputation are some o f the 

methods o f  dealing with missing data. Unfortunately all strategies for dealing with 

missing data are subject to the criticism o f being fabricated as they all involve replacing 

the missing data with alternative data.'^' If the loss to follow up is large, one o f the
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methods above should be used and the process described in detail.'^' In addition to 

dealing with loss to follow up in the analysis, it is important to describe the loss to 

follow up in terms o f its distribution across clusters and the characteristics o f the
171mdividuals concerned.

Per protocol analysis can also be performed in cluster RCTs. This analysis tests the 

efficacy o f an intervention by evaluating the effect o f the intervention as received and 

administered according to the protocol. Therefore only the data from those participants 

that received the intervention are analysed. It can support the plausibility that the 

intervention was effective. However it has disadvantages such as the analysis may no 

longer be protected by random a s s i g n m e n t . T h i s  is due to the fact that per protocol 

analysis removes patients who did not receive the intervention and so the original study 

sample is altered. Per protocol analyses are acceptable as long as they are presented and 

labeled as secondary and non randomized comparisons.'*^ It is also vital that
182researchers present data on the participants that were excluded from the analysis.

There has been some debate regarding analysis o f baseline data. It is now argued that 

significance tests o f baseline differences are inappropriate. Due to the randomisation 

process any differences between baseline characteristics in RCTs should be as a result
1 8 ”?  1 8 4  1 7 8

o f chance. Some difference may be inevitable and so the final analysis should

control for baseline variability. The CONSORT statement has been amended to reflect 

this.'^^'^'

2.3.1.1.5 Reporting o f  cluster RCTs

Reporting and conducting o f cluster randomised controlled trials has been poor in the 

past. To address this issue the CONSORT statement been extended to include cluster 

randomised trials and pragmatic trials. It provides a checklist to aid researchers in the 

reporting o f cluster randomised controlled trials.'*^ Items contained in the 

framework include design issues, randomisation, participant flow, analysis, 

interpretation and generalisibility. The checklist was completed for this study to ensure 

all aspects o f  reporting o f  the RCT were covered. (Appendix 2)

This study, as with other trials conducted in primary care on type 2 diabetes, is a 

pragmatic cluster randomised controlled trial.
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2.4 COMPLEX INTERVENTIONS

“Complex interventions are health service interventions that are not drugs or surgical
187procedures, but have many potential active ingredients ” (Oakley et al 2006, p.413)

•3

They include several components that may act independently or interdependently. The 

fact that they involve a number of separate components presents difficulties in isolating
188 189the “active ingredient” of the intervention that is effective. The components of

1 Q O  I  R Scomplex interventions may include organisational and delivery methods.

Unlike simple interventions where integrity is defined as delivery o f the intervention at 

an optimal level and identical in each site, complex interventions have to allow the form 

to be altered while standardising the essential functions. The essential aspects of the 

intervention are the fixed aspects and the form may vary according to different contexts. 

This should not compromise the integrity of the intervention that is being evaluated 

across multiple s i t e s . A n  example is an intervention evaluating a support network for 

first time mothers in the community. All mothers are invited to join a group in a 

specific area but group size and types o f exchange may vary across intervention sites.

1 0 c

Many health service activities could be regarded as complex interventions. Examples 

of complex interventions include community based interventions to prevent heart 

disease, school based interventions to reduce smoking and interventions directed at 

individuals to reduce alcohol intake.^

Testing a complex intervention such as peer support presents a challenge to
i 85researchers. Therefore it is recommended that a complex mtervention for an RCT 

should be carefully planned and d e s i g n e d . S e v e r a l  frameworks have been devised
185 188 190to guide researchers through the development of complex interventions.

Bradley et al devised a framework for the development and evaluation of complex 

in te rv e n tio n s .T h e y  used their pilot study of an RCT of secondary prevention of 

ischaemic heart disease as a case study of this new framework. They emphasised the 

necessity o f a clear theoretical basis to an intervention. Their approach, which 

incorporated both quantitative and qualitative methodologies, had three levels: the 

theory and evidence that inform the intervention; the tasks and processes involved in 

applying the theoretical principles; and the people with whom, and context within which 

the intervention is operational. The framework is particularly useful for the pilot stage
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o f RCT however it does not address the long term issues related to a RCT such as the 

implementation o f an intervention.

A more recent framework for development and evaluation o f RCTs for complex
188interventions was devised by the UK Medical Research Council (MRC) in 2000 It is

I go
a five phase framework, as illustrated in Figure 2.

Developing RCTs of complex 
interventions

Phase
Definitive Phase IV:
R a n d o m ise d  L ong-term  
C on tro lled  Im p lem en ta tion
Trial

Phase II:
E xplo rato ry
trial

Preclinical
phase:
T h eo ry

Phase I:
M odelling

Continuum of Increasing evidence

Campbell e t at. BMJ 2.000, 321<7262):694-6.

188 189Figure 2.2 The MRC framework for developing complex interventions

The Pre-clinical phase involves establishing a theoretical basis to support the

intervention. In this phase the researcher needs to ask the question “Why should this

intervention work?” '**̂  The importance o f defining the theoretical framework to an

intervention has been highlighted in the literature. In the past researchers designing

RCTs have put more emphasis on the study design and outcome measures rather than

the theoretical f r a m e w o r k . T h e  process o f  establishing a theoretical basis involves an
188m depth literature review in order to clarify the complex mtervention being studied. 

Different problems have different degrees o f complexity. In order to conceptualise a
185problem it may be useful to draw on various theoretical approaches. For example an 

issue such as peer support could be explained using a health psychology theory or a 

social theory as discussed in Section 1.6.2.

Phase 1, modelling, involves developing an understanding o f the intervention and its 

possible effects and answering the question “How does it work?” . At this point 

the components o f the intervention are delineated and so that protocols can be devised
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and also so that reviewers o f the trials’ results can decipher which elements o f the

intervention are essential and non essential in producing a beneficial effect.'*^ A paper

model o f the intervention may be useful. Examining the components o f  an intervention

o f peer support could include diagramming the training involved; timing, setting,

frequency, duration o f meetings. Qualitative research at this stage may help to identify

“active ingredients” o f the complex intervention and elements that are not related to the 
188treatment effect. It can also help identify problems such as participants who are 

unlikely to respond positively to an intervention.

These first two phases o f the framework, the Pre Clinical and Phase 1, are often 

interrelated.

Phase 2, the exploratory trial, is crucial. This is a test o f the feasibility o f key 

components o f the intervention such as recruitment, randomisation, data collection 

instruments and outcome measures. It is important at this stage to finalise the definitive 

intervention as once the main RCT has commenced the intervention can not evolve 

further.'** Methods o f monitoring the intervention also need to be considered. In 

addition to modelling the intervention at this stage, care delivery in the control arm must 

be determined. The researchers need to choose whether the control arm will take the 

form o f ‘standard care’ or if  a protocol for care in the control group needs to be devised.

Phase 3 is the definitive RCT and at the start o f this phase final decisions about the main 

trial need to be made. The researchers have the choice o f a tightly standardised 

intervention or a more pragmatic approach where the intervention varies slightly in 

dimensions such as frequency or intensity. A pragmatic approach may maximise 

participation and the ‘real world’ generalisibility o f the results. Randomisation needs 

special consideration. Statistical methods such as minimisation can be employed if  the 

researcher has concerns that randomisation will not balance factors in each arm o f the 

trial. If randomisation is not feasible at individual patient level cluster randomisation
1 o o

could be used. Special consideration needs to be given to the selection o f outcome 

measures. As health is multidimensional and so several aspects may be o f  interest in a 

complex intervention. Outcome measures need to be chosen strategically to ensure they 

answer the research question and reflect theoretical pathways. It is important validated 

measures are used.
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Long term im plem entation o f  the intervention is exam ined in Phase 4. This is the last 

step in the evaluation o f  a com plex intervention. It involves a separate study to exam ine  

the broader applicability o f  an intervention outside o f  a research context.

The M R C  framework has been w idely  used in the developm ent o f  RCTs that have 

evaluated com plex  interventions in primary care.'^® 195 196 197 198 context o f  this

study, a peer review ed paper outlining the application o f  the first three phases o f  the 

M RC framework w hich  led to the developm ent o f  the intervention o f  peer support in 

type 2 diabetes w as published in 2007.'^^ (A ppendix 3)

The M RC have very recently published an am ended framework for develop ing and 

evaluating com plex  interventions taking into consideration experience that has 

accum ulated in the i n t e r i m . T h e  new  framework differs from the one described  

above in various w ays. It is d ivided into five sections: develop ing an intervention, 

piloting and feasib ility , evaluating the intervention, reporting the results and 

im plem entation o f  the tlndings. A s this m ost recent framework w as not in ex istence at 

the beginning o f  this study the preceding framework w as used in the planning o f  the 

study.

2.5 RECRUITMENT AND RETENTION 

2.5.1 Practice recruitment and retention

A s discussed  in Sections 2 .2  and 2.3 involving general practitioners in primary care 

research is challenging. D ifficu lty  recruiting general practitioners for research studies is 

an international phenom enon. There have been both qualitative and quantitative studies 

conducted on the issue as discussed  below .

201Pearl et al conducted a cross sectional survey o f  186 GPs participating in an RCT.

The respondents strongly agreed that there should be financial incentives for GPs 

participating in research and that patient recruitment could be aided by financial 

reim bursement. The researchers also noted that although GPs m ay agree to participate
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901they do not always recruit patients. They recommend more understanding and 

collaboration between researchers and primary care staff to improve recruitment to trials. 

A recent cross sectional study conducted in Germany aimed to elucidate general 

practitioners’ barriers to, and participation in, general practice research. Although the 

response rate to the survey was very low at 37%, the 96 respondents revealed some 

interesting issues. In addition to barriers to involvement in research such as time and 

workload many GPs had a negative attitude to research. Some described research as 

tedious and complicated and lacked personal commitment to its implementation.

These findings were similar to Mason et a l’s qualitative study on barriers to GP 

recruitment in research in the UK. Participants questioned the value o f research to
203primary care clinical practice and expressed cynicism about published research.

Murphy et al devised a strategy for approaching primary care settings in the UK about a 

research study. They suggested identifying an individual with some standing among the 

primary care community who would assist in recruiting general practices. They also 

recommended that adequate and concise information regarding the study is given to 

potential participating general practices.

Once practices have been recruited ensuring they participate according to the protocol 

can be a challenge.'^® It is vital that the study procedures are easy to follow and that the 

practices are supported by the research team.'^^ It is the researcher’s responsibility to 

ensure that involvement in and implementation o f a research study involves minimal 

burden to clinicians.

General practices in Ireland vary considerably in list size, number o f general 

practitioners, number o f  practice nurses and administrative staff and use o f
90^computerised patient records. A recent cross sectional survey o f  476 randomly 

selected general practices in Ireland found that 35% were single handed practitioners. 

Thirty five per cent o f general practices employ a full time practice nurse.^®^ In order to 

ensure this study recruited general practices that had the capacity and resources to 

conduct the research a list o f inclusion criteria was devised. This is detailed in Section 

3.5.2. Practices that met the inclusion criteria were invited to participate. An annual 

research grant was also offered as an incentive to recruit practices to and retain practices
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in the study. GPs have identified financial reimbursement as important in agreeing to
907participate in a research study.

2.5.2 Patient recruitment and retention

Difficulties in recruiting and retaining patients to primary care RCTs have been
156 208identified in both the international and Irish literature. A qualitative study 

conducted among GPs involved in a primary care RCT in the UK found that difficulty 

in recruiting patients was the most common problem experienced by respondents. They 

gave insufficient time as the main barrier to recruiting patients.

In Ireland one problem associated with recruitment o f patients is the lack o f patient 

registers in general p r a c t i c e s . U n l i k e  the UK, general practices are not incentivised to 

keep practice registers o f patients with chronic illnesses. Prior to recruiting patients for 

this study practice staff were trained and supported to devise a type 2 diabetes patient 

register.

In addition to patient recruitment it is important to monitor the loss o f participants over 

the course o f an RCT.'** The participants who drop out may differ from the participants 

that remain in a trial. It may be that those who drop out are those who have poor

adherence to intervention. This could result in a biased assessment o f the intervention.
188

2.5.3 Peer supporter recruitment

Peer supporters were recruited for this study as volunteers. The research team came to 

this decision after considering the differences between the volunteer role and the 

community health worker role. One o f the underlying principles o f  volunteering is that 

the voluntary activity is undertaken without paym ent.’"" It involves a commitment o f 

time and energy for the benefit o f people outside o f the volunteer’s family. Volunteers 

as well as those they help benefit from volunteering.'^^

Conversely, community health workers are paid and often work along side healthcare 

professionals. Unlike the other types o f peer supporters they may not have the disease

49



in question but have important qualities such as they speak a specific language, share a 

culture and come from the same communities as the patients they meet.'*^'' There is very 

little guidance on recruitment o f peer supporters in the literature (see Table 1.1). One 

relevant paper was identified. Baski et al report the recruitment o f diabetes peer
133advisors. A peer advisor’s role differs from a peer supporter’s role as it involves 

advocacy and monitoring equity, accessibility and quality o f the diabetes service within 

a designated district as well as providing peer support to people with diabetes. As a 

result o f this extended role the recruitment process for peer advisors in that study was 

stringent and involved a formal assessment and interview following 18 educational 

sessions.

2.6 STANDARDISED CARE IN CONTROL AND INTERVENTION GROUPS

The term ‘routine diabetes care’ is vague and may have a different meaning to different 

people working in primary care.^^ In the UK unstructured care in the community has

been shown to be associated with poorer follow up, poorer glycaemic control and
2 ] 0greater mortality when compared with hospital care. This is discussed in more detail 

in Section 1.4.4.2

A survey o f 567 GPs in Ireland revealed that the majority o f GPs who provide diabetes 

care do so in an unstructured manner. This may be due to several factors such as a lack 

o f  time, remuneration and lack o f  diabetes registers and recall systems. In view o f the 

fact that much o f the diabetes care provided by GPs is unstructured, and rather than 

relying on ‘usual care’ being consistent across practices, this study implemented a 

standardised system o f ‘structured diabetes care’ across all twenty practices (ten 

intervention and ten control practices). This involved training o f GPs and practice 

nurses, devising diabetes registers and implementation o f a recall system for a specific 

diabetes appointment. Every four months practice nurses reminded the patients about 

their appointments either by telephone or in writing.

The structured diabetes care ensured that the intervention and the control group were 

comparable and that activity in the control group was monitored. In addition, it allows 

for easier replication o f the intervention following the study. Interventions such as
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telephone reminders for diabetes related appointments in primary care have been shown
211to improve diabetes control and in particular, reduction in H bA lc.

In the context o f this study it is important to consider the Hawthorne effect and that 

standardised care may enhance study outcomes in the control group. For example

patients’ outcomes may improve due to the fact they are being reminded to attend their
• • • • 188GP and possibly receiving more attention than prior to their involvement in the study.

2.7 OUTCOME MEASURES

2.7.1 Biophysical outcomes

The following biophysical measurements were recorded by the practice nurses in each 

participating practice: Body Mass Index, blood pressure. Haemoglobin A le  and total 

cholesterol. These biophysical outcomes are key diabetes outcomes central to the 

control o f type 2 diabetes and are used in most studies o f type 2 diabetes including the 

United Kingdom Prospective Diabetes Study (UKPDS).

2.7.1.1 Haemoglobin A le
9  1 9H bA lc is considered the gold standard o f assessing glycaemic control in diabetes.

Three thousand six hundred and forty two participants o f the UKPDS were included in 

an analysis o f the relationship between glycaemia and macrovascular and microvascular
9 1 ^complications. Haemoglobin A le  (H bA lc) was the measure o f  glycaemic control 

used in the study. The research found a strong association between hyperglycaemia and 

the risk o f  diabetes complications. The lower the glycaemia the lower the risk o f
9 11complications. H bA lc is a primary outcome o f this study. Study participants’ blood 

samples were analysed for H bA lc in hospital laboratories using the Diabetes Control 

and Complications Trial’s (DCCT) standardised method o f a n a l y s i s . A t  the time when 

the study was being designed the recommended target for HbAl c  was 7.0%.

Participants were encouraged to aim for this target at their structured diabetes reviews.
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2.7.1.2 Total cholesterol

Total cholesterol is a primary outcome of this study. Hyperlipidemia is common in 

people who have diabetes. This increases their already raised risk o f ischaemic heart
90disease. Therefore it was considered an important outcome for this study. Random 

total cholesterol rather than fasting total cholesterol was the study outcome measure as 

the logistics of obtaining a fasting blood sample was more difficult for the practice staff 

whose workload was already heavy. At the time when the study was being designed the 

recommended target for total cholesterol was 4.8mmol/l.^ Participants were encouraged 

to aim for this target at their structured diabetes reviews.

2 .7.1.3 Blood pressure

Systolic blood pressure is a primary outcome of this study and diastolic blood pressure 

is a secondary outcome. The importance of blood pressure control in the reduction of 

complications o f diabetes has been reported by the UKPDS.^^ In diabetes tight 

control of blood pressure particular in those who have existing hypertension, reduces 

risk of deaths related to diabetes and complications related to diabetes. At the

time when the study was being designed the recommended target for BP was
9  1 S135/80mm/Hg. Participants were encouraged to aim for this target at their structured 

diabetes reviews.

2.7.1.4 Body Mass Index

Body Mass Index (BMI) was chosen as a secondary outcome for this study due to its 

links with management o f type 2 diabetes. BMI describes the relationship between
9  I  f tbody weight and stature. It is calculated as body weight in kilograms divided by the 

square of height in metres (kg/m ). It has been used for a number o f years in research 

studies as a measure of adiposity. It has been found to be an age and sex dependent
• 216 217indicator o f body fatness and is the most useful population measure of obesity.

The main disadvantage o f using BMI as a measure of obesity is that it may not 

correspond to the same degree o f fatness in individuals due to variation in body 

proportions between different populations.^'^ The normal range for BMI is 18.5 to 

24.99. A BMI in the ‘Obese class II’ and ‘Obese class IIP represents a high to very 

high risk o f comorbidities. Details of the classification of BMI are presented in Table

52



2.1. Although the normal range for BMI is 18.5 to 24.99, at the time when this study 

was being designed 27 was considered an acceptable BMI for people with type 2 

diabetes so this was set as the target for participants.^ They were encouraged to aim for 

this target at their structured diabetes reviews.

Table 2.1 Classification o f adults according to BMI*

C lass ification BMI

Underweight <18.5

N orm al range 18.5-24.99

O verweight > 2 5

Preobese 25-29.99

O bese class I 30-34.99

O bese class 11 35.00-39.99

O bese class III > 4 0

* Adapted from the W H O ''^

W aist-to-hip ratio and waist circumference are two other anthropometric methods o f

assessing obesity. BMI has been found to be the most reliable measure o f detecting
• • • • ^18 obesity in medical practice and so was used in this study.“

2.7.2 Psychosocial measures and medication adherence

A review o f the literature on psychosocial outcome measures in type 2 diabetes was 

conducted. The following psychosocial and medication adherence measures were 

identified and selected for this study. These measures cover a broad range o f issues 

relating to type 2 diabetes and peer support including wellbeing, self care, self efficacy, 

social support and medication adherence. We adopted social support as the theoretical 

framework o f the study. Therefore we chose to measure wellbeing, se lf care and self 

efficacy rather than knowledge levels as they reflect the theoretical pathways through 

which peer support might work.

2.7.2.1 Well-being

Well-being is a primary outcome o f this study. The W ell-being Questionnaire (W-

BQ12) was designed to measure anxiety, depressed mood and aspects o f  positive well-
1 0being for use in a World Health Organisation diabetes study. It was chosen for this 

study above other measures such as the Hospital Anxiety and Depression Score (HADS)
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as it has been recommended by the WHO and the International Diabetes Federation 

(IDF) as an appropriate measure to assess wellbeing outcomes o f diabetes care. ‘ It has 

been used extensively in diabetes research including in previous RCTs in Ireland
55 221examining shared care in type 2 diabetes and family interventions in type 2 diabetes . 

The questionnaire is designed for patient self completion and is quick to complete and 

consists o f 12 items covering depression, anxiety and positive well-being. (Appendix

The W-BQ12 is a reliable and valid measure o f psychological well-being. A large 

clinical trial o f  2282 participants showed it had excellent reliability and validity in 

English and other languages.

2.7.2.2 Diabetes self-care activities

The Summary o f  Diabetes Self-Care Activities (SDSCA) measure is a patient

completed instrument and consists o f 11 items assessing the following dimensions o f

the diabetes regime: diet, exercise, blood sugar testing, foot care and smoking.

(Appendix 5) It has been used in a number o f diabetes related RCTs including a family
2 2 1intervention study in Ireland. Evidence o f concurrent validity, predictive validity and

2 ] 9reliability has been obtained from three validation studies. It was included in this 

study as it is brief and has been widely used for assessing self care in people with type 2 

diabetes and so could be compared with the international literature.

2.7.2.3 Self-efficacy

As discussed in Section 1.6.2.2 self-efficacy refers to an individual’s belief in his or her 

ability to perform the recommended behaviour.^^

The Diabetes M anagement Self-Efficacy Scale (DMSES) measures the perceptions of
99Sconfidence for carrying out diabetes self management activities. (Appendix 6) The 

scale consists o f twenty items covering an individual’s confidence in managing their
Q O

blood glucose levels, foot care, medication, diet and physical activity. The 

psychometric properties o f the scale have been explored and it has been found to be 

reliable.^*
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The DMSES was chosen for this study not only for its psychometric properties but also 

because it was originally designed for use in people with type 2 diabetes whereas other 

self efficacy scales such as the Diabetes Empowerment Scale (DES) were designed for 

patients with type 1 diabetes.

2.7.2.4 Social support

Research on support group interventions is relatively new and developing. As a result 

there is little guidance in relation to measures in the context of interventions that aim to 

change levels of social support. The difficulty in measuring social support has been 

identified in a systematic review of studies examining social support in type 2 

diabetes. There are several social support measures such as the Medical Outcomes 

Study (MOS) Social Support Survey^^^, Social Support Questionnaire 6^^ ,̂ the
9  ̂  1Multidimensional Scale of Perceived Social Support , the Diabetes Social Support

9^9Questionnaire- Family. These were not suitable for this study for the following 

reasons. The wording and essence of the MOS Social Support Survey and the 

Multidimensional Scale of Perceived Social Support is quite culture specific to North 

America. The Diabetes Social Support Questionnaire- Family refers solely to family 

support and does not take peer support into consideration peer support.

The Chronic Illness Resources Survey (CIRS) was chosen for this study. It is an 

instrument that assesses support and resources for chronic illness management.^^^

The survey consists of eight subscales to reflect the following levels of support: health 

care team, family and friends, personal actions, neighbourhood, community, media, 

community organisations and workplace. The family and friends section was 

extracted from the scale for use in this study as this was the main outcome of interest in 

relation to the intervention being studied. (Appendix 7)

2 .7.2.5 Measure o f  medication adherence

Several ways of measuring medication adherence have been documented in the
9^S 9^^^ 9^7literature including self report pill counting and electronic monitoring

238devices. The latter two methods require more resources than the self report measures. 

For this reason a self report scale, the Medication and Adherence Report Scale (MARS),
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was selected for this study. It is a short clear 5 item scale which asks respondents to 

rate the frequency with which they engage in non adherent behaviour in relation to their
■yif.

medications. The adherence questions are phrased in a non threatening manner. It 

has been used in research studies in several countries including Ireland across a range o f 

illnesses including d i a b e t e s . ( A p p e n d i x  8)

2.7.3 Measures of process of care

With the numbers o f people with diabetes estimated to double in the next 20 years the 

burden on the health services will also increase.'* Therefore the study participants’ 

contacts with the health services were o f interest. Participants’ GP visits, practice nurse 

visits, hospital out patient department visits, hospital diabetes centre visits and hospital 

admissions were recorded. These data were used in a parallel ongoing economic 

analysis which is not included in this thesis.

2.8 PROCESS EVALUATION AND TREATMENT FIDELITY

In complex interventions the process o f the intervention should be standardised.'^' One 

approach to ensuring an intervention has been standardised is to conduct a process 

evaluation. It should be an integral part o f a RCT in order to examine the detail, setting 

and quality o f an intervention’s delivery. In addition it aids the exploration o f the extent 

to which participants have engaged in and have been satisfied with the intervention.^'*^ 

Ultimately process evaluations can help distinguish between failure o f the 

intervention concept and failure o f the implementation o f the intervention.^'*^ Process 

evaluations are particularly useful in pragmatic cluster randomized trials where the 

same intervention is being delivered in different locations and so may be delivered and
187implemented in slightly different ways.

Several recent RCTs have included comprehensive process evaluations o f their 

interventions for example the MkV triaP'*^, the RIPPLE triaP^ and the ASSIST trial 

A comprehensive process evaluation should include the following: quantitative and 

qualitative data, data collected from intervention and control sites and analysis prior to
187analysis o f outcome data to avoid bias in interpretation (Figure 2.3).
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The following methodological issues need be considered:

•  Process data should be collected from control and intervention sites

•  Data should be both qualitative and quantitative

• Process data should be analysed before outcome data to avoid bias in 

interpretation

•  Steps should be taken to minimize the possibility o f  bias and error in 

interpreting the findings from  statistical approaches

187Figure 2.3 Methodological issues o f integrating process evaluation within trials 

Treatment fidelity, an element o f a process evaluation, is the strategy used to monitor
♦ 244and enhance the reliability and validity o f interventions. It assists in accounting for 

variation in the delivery and testing o f an intervention.^'*^ There are several methods o f 

monitoring interventions for example questionnaires, checklists, researcher observations
1 • • 245and interviews.

This study uses elements o f a framework developed by Bellg et al which consists o f the 

following five treatment fidelity elements:^''*

• Treatment design

o ensures that a study can adequately test its hypothesis

• Training procedures

o ensure people involved in the intervention are adequately trained to 

deliver the intervention

• Delivery o f treatment

o provides assurance that the intervention has been delivered according to 

the study protocol and may be evaluated by either direct or indirect 

observation.^''^

• Receipt o f treatment

o focuses on the participant and assures that the intervention has been 

received and understood by participant.

• Enactment o f treatment skills
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o monitors that the individual performs treatment related behavioural skills
248 246 245

The Bellg framework was used to document the process evaluation o f this intervention 

in order to make the treatment more explicit. The study specific elements are described 

in Figure 3.2 (page 83).
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3 METHODOLOGY

3.1 INTRODUCTION

The methodology is described within the MRC framework for development o f complex 

interventions (Section 2.2). This chapter outlines the methods and is divided according 

to the first four sections o f the framework:

Section 3.2 The Pre clinical phase

Section 3.3 Phase 1

Section 3.4 Phase 2 (The Pilot Study)

Section 3.5 Phase 3 (The Randomised Controlled Trial)

A research committee was established at the beginning o f the study. Members included:

Ms Gillian M Paul (GMP)- Project Manager, PhD student

Dr Susan M Smith (SMS)- Principal Investigator

Professor Tom O ’Dowd (TOD)- Co Applicant

Professor David Whitford (DW) - Co Applicant

Professor Eamon O ’Shea (EOS) - Co Applicant

Professor Fergus O ’Kelly (FOK) - Advisor

Ms Deirdre Handy (DH)- Advisor

Two researchers joined the research team to conduct the qualitative analysis. They 

were:

Ms Karen Keogh (KK)- Qualitative researcher 

Ms Maureen D ’Eath (MED)- Qualitative researcher

3.2 PRE CLINICAL PHASE

The Pre Clinical Phase involved conducting a literature search and extensive literature 

review. This is detailed in Chapter 1.

3.3 PHASE 1

In Phase 1, the modelling phase, the theoretical basis from the Preclinical Phase was 

combined firstly with information from interviews with experts in the area o f health
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psychology, diabetes and volunteering (Section 3.3.1) and secondly with qualitative 

data from focus groups with patients who have type 2 diabetes and practice staff 

(Section 3.3.2).

3.3.1 Interviews with experts

3.3.1.1 Interview with Health Psychologist

The research team met with a leading Professor o f Health Psychology, Prof Hannah 

McGee (www.rcsi.ie). Issues raised from a meeting with this expert included the 

importance o f identifying a theoretical framework for the study. This could involve 

concepts from different models such as social support, self efficacy, educational 

psychology or health beliefs. Challenges around peer supporter training and providing 

support for peer supporters were discussed.

Social support, as discussed in section 1.5.2.1 was chosen as the study’s theoretical 

framework. It was anticipated that the intervention o f peer support would operate 

through the three models o f peer support:

• Direct Effect Model

It was anticipated that the group meetings could reduce feelings o f isolation, 

promote more positive health practices, enhance motivation and provide information 

about diabetes and its complications.

• Buffering Effect Model

Through this model it was hoped that the peer support groups may help individuals 

cope with their diabetes and reduce the amount o f stress they experience as a result 

o f their illness.

• Mediating effect model

It was anticipated that peer support groups would generate a culture o f postitve 

reinforcement among the group members, promote exchange o f coping mechanism 

and provide a role model, the peer supporter.
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3.3.1.2 Interviews with experts in the area o f  volunteering

GMP met the coordinator of Tallaght Volunteer Bureau, the coordinator o f support 

groups with the Irish Cancer Society and the coordinator o f the Community Mothers 

Scheme. These meetings provided valuable information on the management of 

volunteers which was relevant to development of a policy for the peer supporters in this 

study. The following issues drawn from these meetings were incorporated into the 

study protocol;

• Recruitment criteria

• Role description

• Confidentiality

• Support for peer supporters

o From project manager 

o From each other

• Peer supporter training

o Communication skills 

o Boundaries 

o Curriculum

3.3.1.3 Interview with the Health Promotion Officer o f  a Diabetes Federation 

Ireland

The project manager met the Health Promotion Officer of Diabetes Federation Ireland 

(DFI). Topics for peer supporter training were discussed. In particular the practical day 

to day issues of living with diabetes like travelling, buying food and issues around 

diagnosis (telling family and colleagues) were discussed.

3.3.2 Qualitative research

Two focus groups (6 patients in each group) were conducted with patients from the two 

pilot practices profiled in section 2.4. The topic guide included the meaning of the term 

peer support; the nature of support for people with type 2 diabetes; and an exploration 

of how peer support differs from professional support. Two focus groups (4 in each 

group) were conducted with practice staff from the two participating general practices.
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The topic guide included the definition of peer support; advantages and disadvantages 

of peer support; and training and support for peer supporters.

The focus groups were conducted by a GMP and an observer. Each focus group was 

taped and the discussions then transcribed and analysed. Descriptive phenomenology 

was the theoretical framework used for the analysis of the qualitative data. Descriptive 

phenomenology is one o f several relatively new and evolving qualitative research 

perspectives which adopt a ‘life-world’ approach in order to understand the lived 

experience of individuals in relation to a particular phenomenon o f interest (in this case, 

the peer support intervention). It answers questions such as “What is it like to have a 

certain experience?” The major themes derived from the focus groups are discussed 

below.

The patients expressed enthusiasm for the idea of peer support.

“I thought it would he a good idea fo r  me because from the point o f  view o f  the 

diet it could help me keep me on track. Hearing others ideas and sharing them 

and so o n ’’ FG 3.5 Patient

The practice staff were also positive about the concept of peer support

“It would educate them, one might have a problem the other might pick up on it 

and they would learn from  each other. ” FG 2.1 Practice nurse

“It is sharing common experiences, it is a normative, eh. thing as well, they 

don’t feel as different. And also the whole em there are emotional responses to 

illness, psychological responses to illness sometimes that kinda thing can come 

out in a group. ” FG 2.2 General Practioner

Patients reported a tendency to turn to peers for advice but felt that a structured support 

network would be more helpful.

“Very helpful because you are going into a hospital, seeing a doctor, but you 

are not seeing other people who have it like ourselves ” FG 4.3 Patient

They had a preference for group rather than individual meetings. Both patients and 

practice staff felt that peer supporters required specific training that should include the 

basics of treatment for diabetes and managing a group. There was a consensus that
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confidentiality was very important but that major concerns about a group member 

should be referred to the GP or practice nurse. In addition peer supporters should be 

aware o f the boundaries o f their role.

“..a part o f  their training it might be worthwhile em in their getting agreement 

around confidentiality within the group that they specify that confidentiality 

does not exclude the practice nurse or the practice doctor. That i f  something  

comes up and it looks important that the group agrees that it would he OK to 

share that with the doctor. ” FG 2.2 General Practitioner

"It is very important fo r  the peer supporters to know their boundaries. They are 

not doctors ” FG 1.2 Practice Nurse

The combination o f information from the Preclinical and this Phase 1 led to the 

unravelling o f  four critical components o f the preliminary intervention (detailed in 

Table 3.1):

•  Peer supporters

•  Peer supporter training

• Retention and support o f peer supporters

•  Peer support meetings

Further details o f Phase 1 were published in BioMed Central Health Services Research 

and can be found in Appendix 2.'^^

3.4 PHASE 2 (PILOT STUDY)

Phase 2, the exploratory trial/ pilot study, involved testing the preliminary intervention. 

Two general practices were purposively selected. Both are training practices attached to 

the Trinity College Dublin post graduate training scheme. One was a small single 

handed practice and the other a large group practice. Both had a practice nurse and used 

computerised records. Neither practice had structured diabetes care clinics. Practice 

staff compiled a register o f patients with type 2 diabetes. Twenty two patients and four 

peer supporters from the two practices were selected to participate. The peer supporters, 

who were selected by the GPs, attended two evening training sessions conducted by the 

research team. The preliminary intervention was delivered in both practices- each peer
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supporter facilitated three peer group meetings with participating patients over a period 

o f four months. The patients and peer supporters completed a self administered 

questionnaire (with assistance from the practice nurse if  necessary) and the practice 

nurses measured biophysical data. The data were collected from participants prior to 

and following the meetings and were analysed using JMP IN statistical package.

Qualitative research was also conducted in Phase 2 following the preliminary 

intervention; two focus groups with five patients each and one focus group with four 

peer supporters. The topic guide for these focus groups included feedback from the peer 

group meetings; how peer support differs from support from GPs and practice nurses; 

and positive and negative aspects o f peer support. In addition to these themes the peer 

supporters were asked about training and ongoing support for peer supporters. The 

qualitative methodology used was the same as that for Phase 1. In addition, three semi

structured interviews with practice staff were conducted following the preliminary 

intervention. The discussions were based around the logistics o f conducting the data 

collection, study protocol, holding the group meetings in the general practices; and 

recruitment, retention and support for the peer supporters.

The following were the results o f the pilot study focus groups according to the four 

components o f the preliminary intervention.

/ .  Peer supporters

The GPs and practice nurses in each practice were asked to select two patients with type 

2 diabetes who would be suitable for the role o f peer supporter. All four peer supporters 

recruited by the GPs and practice nurses had type 2 diabetes for over a year and were 

compliant to their treatment regime. Findings from the semi structured interviews 

indicated that the GPs and practice nurses were happy to identify the peer supporters 

within their own practices.

2. Peer supporter training

Two evening training sessions were organised for the peer supporters. The content o f 

these sessions included the role o f the peer supporter, basics o f  diabetes, lifestyle and 

medication issues, communication skills, managing groups, confidentiality, role play 

and support for the peer supporters.

64



The sessions were interactive and informal. They were given a handbook that covered 

issues raised in the training session. The focus group with the peer supporters revealed 

that the peer supporters found the training informative and pitched at the correct level. 

They valued the handbook and referred to it on several occasions during the course of 

the exploratory trial.

"It [the handbook] was very well done... I mean the night before my first meeting 

I sat down and read that [the handbook] again. /  knew where it was coming 

fi-om ... /  read it again and its suprising the way it just clicked in ” FG 7.6 Peer 

supporter

3. Retention and support for peer supporters

A support system for the peer supporters was implemented. This consisted of the 

project manager contacting each peer supporter after each group session. This was to 

allow the peer supporter to debrief and discuss any problems that arose during the 

course of the meeting. The peer supporters reported that they appreciated this contact.

“Someone out there behind you...Someone behind you saying well how did it go, 

so you are not le ft” FG7.6 Peer supporter

4. Peer support meetings

Patients were allocated, by GPs and PNs, to each peer supporter within each practice. 

Three meetings per group were organised and two groups met in the evening and the 

other two met during the day. Eighty per cent of patients went to two or three group 

meetings. Feedback in the focus groups with the peer supporters and patients was 

positive. Both patients and peer supporters reflected that they enjoyed meeting other 

people with type 2 diabetes. Exchanging practical information, comparing each other’s 

situations, conversing in lay terms and general support amongst the group were 

identified as particularly positive elements of the group meetings.

“/  think there is a common thing here in that the people are not looking for a 

theoretical understanding o f  it, you know they don't want to know the latin.

What everybody I  think is striving for is kinda practical things ” FG 7.4 Peer 

supporter
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“the mood was terrific there were delighted to be together they took a lot out o f  

it, there were happy” FG 7.4 Peer supporter

“I learnt more than I  did in hospital" FG 6.4 Patient

“/  knew I  w a sn ’t alone ” FG 6.4 Patient

“M eetingpeople with the same thing was g rea t” FG 6.3 Patient

Patients and peer supporters agreed that more structure in the group meetings would 

enhance the peer support experience, for example having a set theme for each meeting. 

Peer supporters suggested a system o f ‘frequently asked questions’ in order to answer 

any queries that the group members had identified during a meeting.

“after the meeting, somebody should pu t in their questions into the centre and  

somebody should answer them and bring it back to the group” FG7.4 Peer 

supporter

Some peer supporters were anxious to have more professional involvement while others 

pointed out that this would just reproduce some o f the services they currently accessed.

Further details o f Phase 2 were published in BioMed Central Health Services Research 

and can be found in Appendix 2.

3.5 PHASE 3 (RANDOMISED CONTROLLED TRIAL)

3.5.1 Study design

This study was a cluster randomised controlled trial based in primary care. It was 

conducted in twenty general practices between May 2007 and April 2009.
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Practices were allocated to either o f the following groups:

1. Control practices: implemented a structured diabetes care system for the study 

participants (detailed in section 3.5.4).

2. Intervention practices: implemented the structured diabetes care system for the study 

participants and peer supporters, and the peer support intervention (detailed in section 

3.5.5).

3.5.2 Participating practices

Practices were eligible to participate if they had a practice nurse; had computerized 

records; did not participate in the pilot study; had a minimum GMS (General Medical 

Services scheme, outlined in Section 1.4.2.2.1), list o f approx 1000 patients and/ or had 

> 50 patients on their register o f patients with type 2 diabetes; and were not 

participating in an existing shared care diabetes programme involving structured care 

between the general practices and hospital diabetes service.

Thirty two practices from the Trinity College/ Health Service Executive General 

Practice Training Programme and the Trinity College network o f undergraduate 

teaching practices were identified and invited to participate in the study. They all had a 

practice nurse and varied from single-handed practices to multi-partner practices with 

the largest practice having five full time equivalent partners. They included a mixture o f 

urban, suburban and rural practices.

Potentially eligible GPs were provided with information and a presentation on the 

logistics o f  the study at an evening meeting. The meeting was conducted by SMS,

TOD, FOK, academic GPs working in Trinity College Dublin. They were then 

contacted by the SMS and TOD and asked if  they were interested in participating in the 

study. If  they agreed to participate GMP visited the practice and discussed the study in 

more detail. During this meeting GMP got commitment to the study and one GP and 

practice nurse were identified as managing the programme at practice level. The 

funding for the study incorporated a practice grant o f €5000 per annum for three years 

(€1000 o f  which was allocated to the practice nurse). This was a verbal contractual 

arrangement but a written summary was left with the practices.
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3.5.3 Study participants

The study participants consisted o f patients and peer supporters. Ahhough the peer 

supporters were also patients for the purpose o f  this thesis they are referred to as peer 

supporters.

3.5.3.1 Patients

Each practice compiled a register o f patients, above the age o f 18 years, with type 2 

diabetes. This required a combination o f approaches including personal recollection o f 

practitioners, identification o f  patients through computerized prescribing o f  diabetes 

related medications and, if necessary, using computerized records o f  local pharmacies. 

Diagnosis o f type 2 diabetes w'as confirmed by the practice nurse double-checking 

patient records.

Patients were excluded from the study if  they had significant mental or physical illness 

which was likely to impair their capacity to participate in the programme. In the ten 

intervention practices three peer supporters were excluded from the patient register prior 

to random selection o f patients, as outlined below in Section 3.5.5.1.

3.5.3.1.1 Patient recruitment

Once a complete diabetes register was established in each practice, patients were 

selected to participate using a computed list o f random numbers provided by GMP. All 

patients on the register were allocated a number 1 to Y (where Y is the total number o f 

patients on the list). Randomly selected patients were sent an invitation letter, 

information sheet and reply slip. Patients who did not respond in two weeks were 

contacted by telephone by the practice nurse to ascertain interest in participation. If a 

patient did not meet the eligibility criteria or declined to participate the next patient was 

selected from the list until the quota o f 21 was reached. The recruitment was closely 

supervised by GMP. Basic characteristics o f patients who declined to participate were 

collected including date o f birth, sex, QMS status, duration o f diabetes and reason for 

not participating.
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3.5.3.2 Peer supporters

As outlined in Section 3.5.5.1, peer supporters were patients in the intervention general 

practices who were trained to facilitate groups o f patients with type 2 diabetes. The 

groups were held in the general practices. The training schedule is outlined above in 

Section 3.5.5.2.

3.5.3.2.1 Peer supporter recruitment

Potential peer supporters were identified by GPs and practice nurses in the intervention 

practices. They were recruited and trained at a ratio o f approximately one peer 

supporter to seven/ eight patients with type 2 diabetes. They were eligible to be 

recruited if  they met the following inclusion criteria:

• They had type 2 diabetes for at least one year duration

• They participated in preventive treatments and were generally adherent to

treatment and behaviour change regimens, as judged by the practice team

• They had the capacity and commitment to undergo the training required 

(outlined below)

• They had a full understanding o f the importance o f  patient confidentiality

• They undertook to liaise with the practice nurse and/or GP if  unanticipated

problems arose during the course o f  their peer support activity

3.5.4 Preparation of practice staff for the randomised controlled trial

3.5.4.1 Practice n urse train ing

Practice nurses from all the practices attended three half day training sessions, two 

conducted in Trinity College by GMP and SMS and one conducted in their practices by 

GMP. The sessions are outlined below:

Session 1 (Prior to baseline data collection):

• Introduction to project

• Creation o f a practice register

• Random selection o f patients from register

• Recruitment o f participants: letter, phone call, details o f non-responders
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•  Data collection

o Inform ation to give to potential participants

o Inform ed consent

o Q uestionnaire com pletion

o Perform ing biophysical m easurem ents

o C onfidentiality

o C om puter skills/ im puting data

Session 2 (Prior to the commencement of the intervention):

• D iabetes care in prim ary care (including annual audit)

• Setting up a diabetes recall system  

Session 3 (Prior to follow up data collection):

•  Refresher o f  data collection procedures

A study handbook was devised by GM P as a reference guide for the practice nurses. 

(A ppendix 9)

3.5.4.2 Practice based training

In addition to this a clinical training session was conducted in each practice to support 

the delivery o f  structured diabetes care. It was practice based and aim ed at the GPs and 

practice nurses. It was a 1.5 hour session and was conducted by SMS.

The content focused on the treatm ent o f  type 2 diabetes in prim ary care and included the 

follow ing topics in relation to diabetes:

•  International evidence regarding prim ary care diabetes

•  Types o f  diabetes

•  Prevalence in Ireland

• Screening and diagnosis

•  Targets for control o f  diabetes

•  Patient education

•  Drug treatm ent

•  O rganisation o f  care

•  D iscussion o f  practice needs in relation to diabetes care and the peer support 

study
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3.5.5 Description of structured diabetes care

All participating practices were trained and supported to introduce a structured primary 

diabetes care system. This diabetes care system included:

• Practice based training for GPs and practice nurses (as above)

• Agreement and implementation o f evidence based clinical guidelines

• Structured registration and recall o f study participants every four to six months 

o f patients with type 2 diabetes to specific diabetes appointments or mini-clinics 

with practice nurses supported by GPs

•  Use o f a ‘target card’, a patient held record o f results relating to their diabetes 

with a lay explanation o f each risk factor (Appendix 10)

• Educational resources

•  Annual practice audit

Practices with existing structured care (two o f the twenty), agreed to incorporate these 

components into their current system

3.5.6 Description of intervention

In addition to implementing the structured diabetes care the intervention practices 

delivered a peer support intervention over two years. It consisted o f the following 

components:

3.5.6.1 Peer supporters

Potential peer supporters were identified by the GPs and practice nurses in the 

intervention practices. Peer supporters were recruited and trained at a ratio o f 

approximately one peer supporter to seven/ eight patients with type 2 diabetes. They 

were eligible to be trained if  they met the inclusion criteria as outlined in section 

3.5.3.2.I.

3.5.6.2 Peer supporter training

The peer supporters attended two evening training sessions, which were conducted by 

GMP and KK. The training sessions were held in four different venues to facilitate the 

peer supporters. The content o f these sessions is outlined below:
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Session I

•  Introduction to the project

• Role of the peer supporter

• Basics of type 2 diabetes

• Complications o f type 2 diabetes 

Session 2

•  Lifestyle and medication issues

• Communication skills and working with groups

• Role play

• Confidentiality

• Support for the peer supporters

The two sessions focused on the materials used during the group meetings and peer 

supporters each received a Peer Supporter Handbook and resource material to support 

these training sessions (Appendix 11).

3.5.6.3 Retention and support o f peer supporters

Retention of peer supporters was crucial to the study. Structures were put in place to 

ensure peer support workers were supported in the role. They included:

• Feasible time commitment to the project

• Outline of responsibilities/ peer support policy

• Adequate training (outlined above)

• Course handbook and resource pack

• Contact details and explicit support from the project team and GP/ practice nurse

• Contact from the project manager (GMP) following each session

• Three social events during the intervention

o One lunchtime meeting of all the peer supporters including informal 

presentation on updates in diabetes care and an informal talk by a well 

known politician who has diabetes 

o Two lunchtime meetings held at local level for small groups of peer 

supporters

• Protocol to follow if a peer supporter resigns (see below)

• Travel and related expenses (€200 per annum for two years given in the form of

gift vouchers)
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If a peer supporter resigned from their position a substitute was nominated from their 

group. At the beginning o f the intervention the peer supporters and their groups were 

asked to nominate one group member who would be a suitable replacement for 

him /herself if  the need were to arise. An individual received the same training as the 

original peer supporters if  they needed to take on the full role o f peer supporter 

delivered by GMP. The peer support intervention operated within a volunteer 

framework, which involves reimbursement for travel and communication expenses 

rather than actual payment for work involved. Two peer supporters had to withdraw 

from the study during the intervention due to family reasons. In one case a new peer 

supporter was recruited and in the other case the group was merged with another group 

within the practice.

3.5.6.4 Peer support meetings

Peer support meetings were held in the general practice premises at a convenient time 

for practice staff, peer supporters and participants. The practice nurses in each practice 

allocated the group members to the peer supporter. They took group dynamics into 

consideration and as they knew their patients well they were able to anticipate which 

participants should go into each group. The intervention consisted o f nine peer support 

sessions held over two years; at month 1, month 2 and approximately every 3 months 

thereafter. Each meeting had a focus and a small structured component, for example a 

ten to fifteen minute discussion on a particular aspect o f diabetes management (see 

Figure 3.1 for a summary o f the meeting content).

A “Frequently Asked Questions” (FAQ) system was implemented for the group leader 

to access if  necessary. At the end o f each session there was a general discussion and the 

group identified and recorded any questions regarding type 2 diabetes that they were 

unable to answer. These were fed back to the research team who compiled written 

answers based on the feedback from all groups, which were presented by the peer 

supporter to each group at the start o f the next session. Participants were reminded 

about the next meeting by their practice nurse or their peer supporter.

A summary o f the development o f the four components o f the intervention using the 

MRC framework is presented in Table 3.1.
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M EETING I 

IN TRODUCTION

•  Introduction to each other
•  W hat is peer support?
•  Ground rules
•  Discussion on course content (9 

sessions)
•  V ideo/D V D  15mins
•  Entitlements in diabetes
•  Identifying a substitute peer 

supporter
•  Contact details for the group

M EETING 2 

H E A R T A N D  VASCULAR DISEASE

• W hy is it so important?
•  How you can reduce your risk o f  heart 

disease and other vascular com plication
o Hypothetical individual and 

what they would advise them 
to do

Questions relating to heart disease including 

blood pressure and cholesterol m edication and 

taking tablets

M EETING 3 

BLOOD SU G AR LEVELS

•  Information on hypo/ 
hyperglycaem ia

•  Blood sugar testing 
Questions on blood sugar levels

W hat to do when you are sick

M EETING 4 

H E ALTH Y EATING

Discussion o f  healthy ‘eating plate’

•  Laminated picture o f  the ‘healthy p la te’ 
Healthy eating quiz and discussion o f  answers

Questions on healthy eating in diabetes

M EETING 5 

M EDICATIO N

•  Control o f  type 2 diabetes 
o Diet 
o Tablets 
o Insulin

Questions regarding m edication including side 

effects

M EETING 6 

EXERCISE

•  Importance o f  exercise
•  Use o f  a pedom eter

o each person will be given a 
pedom eter 

Questions about exercise

Maybe arrange a walk in locality

M EETING 7 

FO O T CARE

•  W hy foot care matters in diabetes
•  Discussion on how to check feet

o Lam inated sheet to cover all 
aspects o f  foot care 

Questions relating to the feet

Information on local chiropody services

MEETING 8 

EYE  A N D  KIDN E Y COMPLICA TIONS

•  W hat happens to the eyes and kidneys 
in diabetes

•  Importance o f  good blood pressure and 
blood sugar control in order to prevent 
com plications

Questions relating to eye and kidney disease

M EETING 9

LIVING WITH DIABETES

This is intended to be a relatively open session 
in which the group can discuss any rem aining 
concerns and consider whether they would 
like to continue to meet 
Importance o f  follow up data collection!

Figure 3.1 Summary o f  the meeting content
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Table 3.1 Summary o f the development o f the intervention using the MRC framework

IN TERVEN TIO N

C O M PO N E N T

PRE

C LIN IC A L

PHASE I PHASE 2 D EFIN ITIV E IN TERVEN TIO N

Peer supporters No formal

professional

training

To be selected 

by GPs and PNs

Inclusion/

exclusion

criteria

considered

4 peer supporters 

identified by GPs 

and PNs

Inclusion criteria:

•  Identified by GPs and PNs
•  Have type 2 diabetes for 1 

year min
•  A dherent to diabetes 

regiem e
•  U nderstand concept o f  

confidentiality
•  Liaise with PN /G P if 

unanticipated problem s

Peer support 

training

Non specific 

training

2 training 

sessions

Content: basics 

o f  diabetes, 

lifestyle and 

m edication 

issues,

com m unication

skills

2 training sessions- 

interactive.

Peer supporters 

handbook

•  2 training sessions 
conducted by PN and GP

•  C onducted locally
•  T raining sessions focused 

on m aterials to be used at 
group m eetings

•  Resource pack/ handbook

Retention and 

support for peer 

supporters

Support for peer 

supporters vital

Volunteer (no 

formal paym ent)

Project m anager 

contacted peer 

supporters 

follow ing each 

m eeting

Support from each 

o ther at training 

sessions and focus 

group follow ing 

intervention

Structures in place to ensure 

retention o f  peer supporters:

•  Feasible tim e com m itm ent 
to the project

•  O utline o f  responsibilities/ 
peer support policy

•  A dequate training
•  R esource pack
•  C ontact details and 

explicit support from the 
project team  and GP/ 
practice nurse

•  Telephone call from 
project m anager follow ing 
each session

• Annual social event/ 
education session

•  Travel and related 
expenses

Peer m eetings 7 patients per 

group

3 m eetings

Duration 1-1.5 

hours

M eeting held in 

general practice

Frequently asked 

questions (FAQ)

•  9 peer support m eetings 
per group in 2 years o f 
intervention, held in 
general practice

•  7 patients per group
•  10 m inute structured 

com ponent for beginning 
o f  each m eeting

•  Any unansw ered questions 
(FA Q) feedback to 
research team  at the end o f 
each session and answers 
discussed at next session
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3.5.7 Allocation of practices

The twenty practices were stratified by practice size (less than two or two or more 

whole-time-equivalent GPs) and presence o f existing structured primary diabetes care 

service within the practice. They were then allocated by a statistician, independent o f 

the research team with no knowledge o f the participating practices, to intervention or 

control groups using minimization. This was conducted prior to baseline data collection 

to facilitate the recruitment o f peer supporters from the patient register in intervention 

general practices before the randomisation o f patients and the beginning o f the 

intervention.

3.5.8 Calculation of sample size

The study aimed to achieve a sample o f 410 patients from 20 practices. This 

incorporates the effect o f cluster randomisation and allowed for 80-85% patient follow 

up and a 15% practice attrition rate. The sample size calculations were based on a 20% 

improvement from baseline in the control group and 50% improvement in the 

intervention group. All calculations were two-sided and based on an alpha o f 5% and 

a power o f 80% and accounted for clustering. The sample size calculations for H bA lc 

and wellbeing were calculated to detect a difference in means between the two groups. 

The sample size calculations in the case o f cholesterol and systolic blood pressure were 

calculated to detect a difference in proportions between the two groups.

3.5.8.1 HbAlc:

The sample size calculation for H bA lc was calculated to show a significant absolute 

difference in the mean H bA lc o f 0.9%Hb. The ICC was 0.001 and standard deviation 

was 1.6.^^ A sample o f  130 patients from 8 practices was needed to show a significant 

improvement o f 0.9%Hb. This was based on an 80% follow-up o f participants and 

practices.

76



3.5.8.2 Cholesterol

Fifty seven per cent o f patients in a previous RCT had a total cholesterol >5mmol^*’, 

which is the upper recommended limit for patients with type 2 diabetes The ICC 

was 0.06^^. A sample size o f  410 patients from 20 practices was needed to show a 

significant improvement in the proportion o f patients with a cholesterol <5mol/l. This 

was based on an 85% follow-up o f patients and an 85% follow-up o f practices.

3.5.8.3 Systolic blood pressures

Forty six per cent o f patients with type 2 diabetes, in a previous study in general 

practice in Dublin, had a SBP >160 mmHg. This level o f SBP represents very poorly 

controlled blood pressure as the current upper recommended limit for an individual with 

type 2 diabetes is 135mmHg.^^^ The intracluster coefficient (ICC) for SBP was 0.001.

A sample size o f 400 patients from 20 practices is needed to show a significant 

improvement in the proportion o f patients with a SBP below 160mmHg (i.e. 50% 

improvement in intervention group and 20% improvement in control group as above). 

This was based on an 80% follow-up o f patients and an 85% follow-up o f practices.

3.5.8.4 Wellbeing score

Initially the sample size calculation was estimated using data from the long form o f the 

Wellbeing score. Following the pilot study it was decided to use the short form of 

Wellbeing score. This estimated a sample size o f 142 patients from 8 practices was 

needed to show a clinically significant difference o f 3 points in the Wellbeing Scale 

between intervention and control groups. This takes into consideration a standard an 

ICC o f 0.07^^ and was based on an 80% follow-up o f patients and practices.

3,5.9 Outcomes

The following outcomes were examined in the analysis (further details o f  study 

outcomes are found in Section 2.7):
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J. 5.9.1 Primary outcomes

• HbAlc

o A venous blood sample was taken by the practice nurses at the time of 

baseline data collection and follow-up data collection. Samples were 

sent to for analysis to local hospital laboratories. The HbAlcs were 

assayed using reversed-phase cation exchange liquid chromatography, 

using an automatic glycol-haemoglobin analyser.

• Total cholesterol

o A serum total cholesterol sample (non fasting) was taken by the practice 

nurses at the time of baseline data collection and follow-up data 

collection. Samples were centrifuged and analysed in local hospital 

laboratories using automated clinical chemistry analysers.

• Blood pressure

o Practice nurses recorded each participant’s blood pressure using an 

OMRON M5-I Automatic BP monitor.

• Well being score

o Completed by participants

3.5.9.2 Secondary outcomes

• Body Mass Index (BMI)

o Practice nurses measured each participant’s height and weight. Height 

was measured using SECA 222 stadiometer and weight was measured 

using SECA 761 floor scales. BMI was calculated using the formula 

Weight in kgs
'y

Height in meters

• SDSCA (Summary of Diabetes Self-Care Activities)

o Completed by participants

• DMSES (Diabetes Management Self-Efficacy Scale)

o Completed by participants

• MARS (Medications and Adherence Report Survey)

o Completed by participants
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• Social support (Chronic Illness Resources Survey)

o Completed by participants

• Smoking

o Recorded by participants

• Measure o f processes o f care (over the period of the intervention May 2007 to 

April 2009) recorded by the practice nurses:

o GP visits 

o Practice nurse visits 

o Hospital out patient department visits 

o Hospital diabetes centre visits 

o Hospital admissions

3.5.10 Data collection

Data collection was carried out in the practices by practice nurses. Data were collected 

from peer supporters and patients at baseline (November 2006 to May 2007) and on 

study completion at two years (April 2009 to July 2009). Each patient had an 

appointment with the practice nurse for baseline data collection. The following forms 

of data were collected: questionnaire, biophysical data and GP record search. Peer 

support activity was recorded by each peer supporter and forwarded to GMP. GMP 

kept a record of contacts with the peer supporters for the purpose of the process 

evaluation. Each practice was given the same equipment as outlined above so that 

blood pressure and Body Mass Index (BMI) measurements were comparable.

3.5.10.1 Questionnaire

Permission from the authors of each psychosocial measure was gained prior to 

commencing data collection.

A questionnaire was given to participants as they waited to see the practice nurse 

(Appendix 12). In fifteen cases, at the patient’s request, they took the questionnaire 

home to complete and then returned to the practice nurse. Questionnaires were checked 

for completeness of data entry by the practice nurse at the time of receipt of the
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questionnaire. If necessary the practice nurse assisted patients who required help in 

completing the questionnaire. Data collected in the questionnaire included:

•  Personal and demographic variables

o Name, date of birth, marital status, educational level

•  Economic variables

o Occupation 

o GMS eligibility

o Journey times to GP practice and hospital

•  Health service utilization

o Number of visits to GP practice (recorded by practice nurse) 

o Number of visits to diabetes day centre (recorded by patient) 

o Number of visits to the out patients department to see a specialist 

(recorded by patient)

•  Psychosocial

o Well-being score

o Diabetes self-care activities

o Self-efficacy

o Measure o f medication adherence

o Social support

3.5.10.2 Biophysical data

Biophysical data was collected by the practice nurses during the same visit as outlined 

in Section 3.5.9.1 and 3.5.9.2

3.5.10.3 GP record search

Patient charts were searched by the practice nurse and process of care information 

recorded:

• Number of GP and practice nurse visits (details of visits in the year preceding 

the study and the two year period of the study)

• Patient’s medical history: disease counts to establish multimorbidity

• Patient’s medication
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3.5.10.4 Process evaluation and treatment fidelity

Data from the peer supporter log diaries and the project manager's record o f  contact 

with the peer supporters were complied and analysed, in addition to qualitative data, to 

evaluate the process o f the implementation o f the intervention. KK and MDE 

conducted and analysed focus groups with participants, peer supporters and practice 

staff to explore their experience o f the study.

The following information was collected:

• Number o f peer support meetings

• Nature o f meetings

o Number 

o Topics discussed 

o Problems arising

• Time commitment to study

The Bellg framework was used to assess treatment fidelity under the following five 

categories: treatment design, training procedures, delivery and receipt o f  treatment and 

enactment o f treatment skills. Figure 3.2 outlines the application o f the Bellg 

framework to this study.
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Treatm ent design Information provided about intervention

Cluster randomized controlled trial 

Length o f  peer support meetings (I to 1.5 hrs)

Number o f  peer support meetings (9)

Duration o f  intervention (2yrs)

Information provided on structured care 

Cluster randomized controlled trial

Number o f  routine visits to GP/practice nurse (every 4 months) 

Training procedures Training o f  GP and practice nurse outlined

Practice based session fo r  GPs and practice nurses 

Three training sessions fo r  practice nurses 

Training o f  peer supporters outlined  

Two evening sessions

Delivery o f treatm ent Assurance that intervention has been delivered as per protocol

Peer supporter manual

Project manager contacts every peer supporter after each o f  their 

group meetings

Peer supporters fill  in log diaries

Focus groups with participants, peer supporters and professionals 

Receipt o f treatm ent Record o f each participant's attendance at meetings

Peer supporter takes a record at each meeting 

Enactment Identifies the degree to which the participants im plem ents the lifestyle

issues agreed during the intervention visits

Patient questionnaires at follow  up include assessment o f  s e lf  care,

medication adherence, se lf efficacy

Focus groups with participants in the intervention group

Figure 3.2 Bellg framework of treatment fidelity strategies applied to this studŷ "*̂  

3.5.11 Data management

GMP had the overall responsibility for compilation, maintenance and management of 

the pilot study and RCT databases. The database was stored on a password-protected 

computer in a locked office. Practice nurses received training in data collection and 

data entry. They had the responsibility for completeness, accuracy and confidentiality 

of the data within participating practices. They entered the data onto a study laptop, 

into a File Maker Pro^^^. Study files were password protected. Each patient had a
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unique study number. GMP double checked every questionnaire in each practice to 

ensure data collection and entry was accurate and complete. The data were collected 

from the practices by GMP and added to the main study database in Trinity College.

The data from each practice were merged, checked, cleaned and transferred to the 

master database.

3.5.12 Data Analysis

Data were analysed using JMP and STATA statistical software.

The baseline data were described and presented in tables according to intervention/ 

control group and their baseline characteristics including demographic details, 

biophysical and psychosocial outcomes. Significance testing was not conducted to 

examine the differences between the intervention and control groups at baseline.

The final data analysis used the ITT approach. A secondary ‘per protocol’ analysis was 

conducted. These analyses are detailed in Section 2.3.1.1.4 in Chapter 2.

This analysis included individual level and cluster level analyses to identify differences 

between outcomes in the intervention and control groups. Bivariate analysis was 

conducted to identify covariates that were found to be statistically significantly 

associated with the outcomes. From these analyses covariates with a p  value o f 0.1 or 

less were used in the mixed effects multiple regression models. Mixed effects multiple 

regression models were constructed for each o f the primary outcome measures (H bA lc, 

blood pressure, cholesterol and wellbeing) and the statistically significant secondary 

outcomes (BMI). The aim o f these models was to establish associations between 

outcomes measures and covariates.

Each model controlled for group allocation (Intervention or Control), baseline covariate, 

clustering and statistically significant covariates at bivariate analysis. As there were 

large numbers o f independent variables with the potential to predict each outcome 

stepwise regression was used to construct the models. Covariates were entered into the 

model one at a time and discarded if  they had a p  value o f 0.05. The final model 

included only those covariates that remained statistically significant through this 

process.
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Subgroup analyses were conducted to examine those participants that had poorly 

controlled diabetes (H bA lc > 8%) at baseline and whose other biophysical outcomes 

(BP, cholesterol and BMI) were above target at baseline.

In addition to the above analysis on the participant’s data univariate analysis was 

conducted on the data collected from the peer supporters.

3.5.13 Year 1 Audit

An audit o f  the standardized diabetes care was conducted after the first year o f the 

intervention. The purpose o f this audit was to monitor the primary biophysical 

outcomes and some secondary outcomes midway through the trial and to observe the 

implementation o f the structured diabetes care. The audit involved a medical record 

search by practice nurses. The following information was retrieved:

•  H bA lc

•  Cholesterol

• Blood pressure

•  BMI

• Smoking status

• No o f visits to the GP/ practice nurse

3.5.14 Ethical Approval

Ethical approval was obtained from the Irish College o f General Practitioners.

The main ethical problems identified and discussed with the ethics committee were 

informed consent and confidentiality. In the case o f informed consent each participant 

was given an information leaflet and the study was explained to them by the practice 

nurse before signing the consent form. Confidentiality was assured to study participants 

at baseline data collection and participants were told that they were given a study 

identity number to ensure their data was anonymous. Confidentiality was discussed in 

detail at peer supporter training. Each peer supporter read out a confidentiality 

statement at the beginning o f their first group meeting (See Peer Supporter Handbook, 

Appendix 13).
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3.5.15 Protocol deviations

The study protocol was published in BMC Family Practice (Appendix 13). Any 

deviations from the study protocol were documented and are reported in Section 6.3.7.

3.5.16 Funding

A Research and Development Grant from the Health Research Board funded the study 

over a five year period commencing in 2005.
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4 RESULTS

This chapter is divided in five main sections:

4.1 Participating general practices

4.2 Baseline results

4.3 Year 1 Audit results

4.4 Final results

4.5 Peer supporters results

4.1 PARTICIPATING GENERAL PRACTICES

Thirty two general practices that met the inclusion criteria specified in Section 3.5.2 

were approached by the research committee. Twenty general practices agreed to 

participate. Reasons for not participating included existing commitment to other 

research studies and lack o f resources, in particular staff time.

The twenty participating practices were located in the east o f Ireland (Figure4.1) and are 

profiled in Table 4.1. Two practices, one in the intervention group and one in the 

control group, had existing structured diabetes care programmes in place prior to the 

commencement o f the study. Four o f the practices were located in rural areas and 16 

were urban based. The practices varied from single handed to multi partnered. The 

average number o f  GPs working in the practices was 2.5 whole time equivalents. The 

total number o f patients per practice ranged from 2,000 to 10,000. The number o f 

patients eligible for free treatment under the GMS scheme ranged from 700 to 4170.

The average proportion o f patients with type 2 diabetes per practice was 1.7%.

Information on practice deprivation was obtained from the Small Area Health Research 

Unit in Trinity College Dublin . A geographic region was defined by creating a 

convex hull around the study practices. All practices in the region but not included in 

the study were used as comparator practices. Practice catchments were determined 

using a spatial interaction model from which a mean deprivation score could be 

attributed to each practice (Conor Teljeur, personal communication). The deprivation o f 

control, intervention and non-study practices was compared using a Wilcoxon

86



significance test. In comparison with practices in the same geographical region, the 

deprivation scores o f the study practices (illustrated in Figure 4.1) were higher although 

the difference was not statistically significant {p 0.0868). Each individual practice’s 

deprivation score was weighted according to the deprivation in its catchment area. 

Deprivation was similar in both the intervention and control groups.

L outh

Dublin

K ildare

W icklow

Figure 4.1 Distribution of participating general practices
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Table 4.1 Profile o f  general practices at cluster level

Practice

ID

Intervention/

C ontrol

Existing 

structu red  

diabetes care

Location No. of 

GPs*

No. o fG P  

registrars*

No. of 

practice 

nurses*

No. of admin 

staff*

Practice

m anager*

A pprox no. 

of patients 

(CM S)

A pprox no of 

Patients 

(Total)

No. (% ) on type 

2 diabetes 

register

SAHRU

D eprivation

In d ex t

1 Intervention No Urban 2 1 1 1 0 1000 3500 41 (1.2%) 3.8825

2 Intervention Yes Rural 2 1 1.8 1.4 0.8 1000 3500 110(3.1% ) 0.2133

3 Intervention N o Urban 2 0 1 1.5 0 1500 4500 60(1.4% ) 2.3716

4 Intervention No Urban 2 0 1 2.5 1 700 3000 75 (2.5%) 0.8717

5 Intervention No Rural 2 1 1 2 1 1000 5000 55 (1.1%) -0.8034

6 Intervention N o Urban 2.5 1 1 2.5 1 1800 4000 68(1.7% ) 0.8968

7 Intervention No Urban 2.5 1 0.5 2 1 800 7800 74 (1.0%) -2.7877

8 Intervention No Urban 3 1 1 2 1 2500 2500 139(2.0%) -0.709

9 Intervention No Urban 7 1 2 7 1 3000 10000 150(1.5%) -1.2715

10 Intervention No Urban 6 2 1.5 3 1 4000 4500 81 (1.8%) 8.5534

11 Control N o Urban 1 0 1 1 0 1500 2000 35 (1.8%) 4.149

12 Control Yes Rural 3 1 1.5 1.5 0 900 7000 63 (0.9%) -0.6029

13 Control N o Rural 2 1 1 1.5 0 500 6500 53 (0.6%) -1.4369

14 Control N o Urban 2 1 1 1 0 1500 4500 84(1.9% ) 3.1586

15 Control No Urban 4 1 0.75 1 1 2000 7000 170 (2.4%) 1.0066

16 Control No Urban 2.4 1 1.5 2 1 1500 6366 42 (0.7%) 0.3634

17 Control No U rban 2 0 1 1 0 1700 4600 82(1.8% ) 0.4165

18 Control No Urban 3.5 0 1 2 1 1700 6000 117(2.0%) -1.2827

19 Control No Urban 2.5 0 1 2 1 2300 6300 88 (1.4%) 4.0872

20 Control No Urban 3 0 1 4 1 4170 7000 140(2.0%) 3.302

♦W hole T im e Equivalent.
t  Small Area Health Research Unit (SA H R U ) deprivation index- negative value is less deprived, positive value is more deprived, region m edian=-0.38, national 
m edian=0.0069



4.1.1 Comparison of general practices with a national sample

Table 4.2 presents data on the structure o f the participating practices and practices 

included in a national study conducted by O ’Dowd et al and a regional study by 

Smith et al^^.

A higher percentage o f the study practices compared to a national sample by O ’Dowd et 

al are based in urban areas. The mean number o f  GPs working in the study practices 

and national sample o f practices was equal. All o f  the study practices had practice 

nurses (inclusion criteria for the study) compared to 80% o f the national sample. The 

percentage o f  patients with type 2 diabetes is slightly higher in the participating 

practices compared to the DiSC study s a m p l e . T h i s  may reflect the increase in 

prevalence o f  type 2 diabetes over the last decade and improved detection o f diabetes 

rates.

Table 4.2 Comparison o f participating general practices with a national sample

S tudy p ractices N ational practices*

N o (%) general practices with a practice nurse 20  (100% ) 80%*

N o (%) urban practices 16 (80% ) 45%*

M ean number o f  G Ps per practice 2.5 2.5*

N o (%) general practices with practice managers 14/20 (70% ) N ot available

M ean number o f  total patients 5278 N ot available

% o f  patients on type 2 diabetes register (range) 0.6%  - 2.5% O .I% -2.1% t

* O ’D ow d T, O ’K elly M, O ’K elly F (2006) Structure o f  general practice in Ireland 1982-2005  
t  Smith SM et al 2000 , DiSC Study

4.2 BASELINE RESULTS

4.2.1 Total sample, participants and peer supporters

The ‘total sam ple’ is the total o f  patients recruited for the study from both the control 

and intervention groups. This includes both ‘participants’ and ‘peer supporters’. 

‘Participants’ are the patients recruited in the control group and the intervention group. 

The participants group does not include the 29 patients from the intervention group that 

were recruited as ‘peer supporters’.
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4.2.1.1 Recruitment o f  participants and peer supporters

Participants and peer supporters were recruited by practice nurses from the type 2 

diabetes registers compiled by the practice staff in the 20 general practices.

In the ten intervention practices a total o f 29 peer supporters were selected from these 

registers prior to selecting the participants and according to the criteria outlined in 

section 3.5.8.2.I. Following the selection o f peer supporters a total o f 686 patients were 

randomly selected from the 1504 patients identified on the practice diabetes registers in 

order to achieve a total o f  395 participants, 203 in the control group and 192 in the 

intervention group. (Figure 4.2)

90



SUPPORTERS

29 PEER

20 GENERAL PRACTICES

(686/ 1504 PATIENTS 

RANDOMLY SELECTED)

CONTROL GROUP

203 Participants

192 PARTICIPANTS

NOT INTERESTED

262 PATIENTS

INTERVENTION 

GROUP 

221 Participants

424 PATIENTS 

RECRUITED 

(TOTAL SAMPLE)

Figure 4.2 Flow chart o f recruitment o f participants and peer supporters

4.2.1.2 Participants  ’  and peer supporters  ’  personal characteristics at baseline

Fifty four per cent o f both intervention and control groups and 41% o f the peer 

supporters were male. The mean age varied only slightly between groups, 66.1 years in 

the intervention group, 63.2 years in the control group and 62.7 years in the peer 

supporters group.

The mean duration o f diabetes was slightly higher in the intervention group (7.4 years) 

compared to the control group (6.9years) and the peer supporters group (6.8 years).
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The majority o f participants had primary education only whereas the majority of peer 

supporters had completed third level education. (Table 4.3)

Eighteen per cent o f the total sample were smokers. This proportion was lower in the 

peer supporters group (14%) than in the intervention group (16%) and control group 

(20%).

Nearly half of the total sample was eligible for General Medical Scheme card. The 

proportions were similar in the intervention and control group (48% and 53% 

respectively). A lower proportion of peer supporters were eligible for a GMS card 

(30%). The majority of the total sample’s diabetes was controlled by oral 

hypoglycaemics. Within groups this proportion ranged from 42%> of peer supporters to 

79% of participants in the control group. The proportion of participants with three or 

more self reported and practice nurse reported medical conditions varied from 

64% in the intervention group to 93% in the peer supporters group.(Table 4.3)
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Table 4.3 Intervention group participant, control group participant and peer supporters’ 

personal characteristics at baseline

Total sam ple Intervention Control Peer
n=424 group group supporters

n=192 n=203 n=29

Sex No (%)
Male
Female

226
198

(53)
(47)

104
88

54)
46)

110
93

54)
46)

12
17

(41)
(59)

Mean age, Years (SD) 
n=424 64.5 (11.1) 66.1 (1 .11) 63.2(1 .04) 62.7(11.3)
Age groups in yrs No (%) 
1 8 - 2 9 1 (0.2) 1 0.5) 0 0) 0 (0)
30-39 8 (1.8) 1 0.5) 7 3) 0 (0)
40-49 33 (8) 15 8) 14 7) 3 (10)
50-59 108 (25.5) 40 21) 61 30) 7 (24)
60-69 125 (29.5) 56 29) 60 30) 10 (35)
70-79 116 (27) 60 31) 49 24) 7 (24)
80-89 33 (8) 19 10) 12 6) L (7)
Mean duration o f diabetes 
Years (SD )n=4!8 7.1 (6.7) 7,4 7) 6.9 6.3) 6.8 (8.1)

G M Scard No (%) 
Yes 208 (49) 92 48) 108 53) 8 (30)
No 208 (49) 98 51) 91 45) 19 (63)
Missing, 8 (2) 2 1) 4 2) 2 (7)
Education status No (%) 
No schooling 2 (1) 1 0.5) 1 1) 0 (0)
Primary education only 182 (43) 79 41) 98 48) 5 (17)
Some secondary 120 (28) 59 31) 55 28) 6 (21)
education
Complete secondary 59 (14) 27 14) 25 12) 7 (24)
education 
Some third level 24 (6) 10 5) 12 6) 2 (7)
Complete third level 
education 34 (8) 15 8) 10 5) 9 (31)
Missing 0 (0) 1 0.5) 0 10) 0 (0)
Smoker No (%) 
Yes 75 (18) 31 16) 40 20) 4 (14)
No 340 (80) 155 81) 162 79.5) 23 (79)
Missing 9 (2) 6 3) 1 0.5) 2 (7)
Diabetes regime No (%) 
Diet controlled 99 (23.) 52 27) 38 19) 9 (31)
Oral hypoglycaemics 307 (72) 133 69) 160 79) 14 (48)
Insulin 10 (3) 5 3) 3 1) 2 (7)
Missing 8 (2) 2 1) 2 1) 4 (14)
Marital Status No (%) 
Married 263 (62) 134 67) 110 57) 19 (66)
Widowed 74 (18) 29 14) 40 21) 5 (17)
Single 39 (9) 19 10) 19 10) 1 (3)
Separated 31 (7) 13 7) 16 8) 2 (7)
Co habiting 6 (1.5) 2 0.5) 3 2) 1 (3.5)
Divorced 9 (2) 4 2) 4 2) 1 (3.5)
Missing 2 (0.5) 2 0.5) 0 0) 0 (0)
No (%) with 3 or more 290 (68) 134 70) 129 64) 27 (93)
medical conditions
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4.2.1.3 Participants  ’  and peer supporters  ’  baseline primary outcome measures

The mean Wellbeing Score ranged from 24 in the control group to 27 in the peer 

supporter group, indicating a medium level of well being in the control group and a high 

level of well being in the other groups.

The mean HBAlc in the total sample was 7.1% of haemoglobin (Hb), ranging from 

6.8% of Hb in the peer supporters to 7.2% of Hb in the control and intervention groups 

(Table 4.4). Almost half of the intervention and control group and 29% of the peer 

supporters had HBAlc of over 7.0% of Hb which was the target set by the research 

team at the onset of the study, Section 2.7.1.1 (Table 4.5).

The mean cholesterol o f  the total sample was 4.3 mg/DL, ranging from 4.1 mg/DL in the 

intervention group to 4.3 mg/DL in the peer supporters. The target for mean cholesterol 

set by the research group was below 4.8 mg/DL, Section 2.7.1.2. Nineteen per cent o f  

the intervention group, thirty three per cent o f  the intervention group and thirty nine 

percent o f  peer supporters had mean cholesterol above this target.

Each groups’ mean diastolic and systolic blood pressure were similar and higher than 

the 135/80 mmHg target set by the research team at the onset of the study. Section 

2.7.1.3. Over fifty per cent of participants’ blood pressure was above the target.(Tables 

4.4 and 4.5)

Table 4.4 Intervention group participant, control group participant and peer supporters’ 

primary outcome measures at baseline

Total sample 
n=424

Intervention
group
n=192

Control
group
n=203

Peer
supporters

n=29

Mean (SD) H B A lc (% o f  Hb) 7.1 (1.3) 7.2 (1.4) 7.2 (1.2) 6.8 (1.2)

Mean (SD) cholesterol (mg/DL) 4.3 (1.1) 4.1 (0.1) 4.5 (1.2) 4.3 (0.2)

Mean (SD) systolic BP (mmHg) 144.5 (19.2) 145.9 (20.7) 143,5 (17.9) 140(16.1)

Mean (SD) diastolic BP (mmHg) 82.3 (9.7) 81.1 (10.2) 83.3 (9.1) 82.8 (9.6)

Mean (SD) W ellbeing Score* 25 (7.2) 25.1 (6.8) 24 (7.4) 27 (6.3)

* W ellbeing Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36 high)
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Table 4.5 Intervention group participant, control group participant and peer supporters 

above the specified targets for primary outcomes

Total sam ple 
n=424

Intervention
group
n=192

Control
group
n=203

Peer
supporters

n=26*

No ( % ) H B A lc > 7 % 195 (47) 92 (49) 96 (48) 7 (2 9 )

No (%) Cholesterol>4.8mg/DL 111 (27) 35 (19) 66(33) 10(39)

No (%) Systolic BP > l35m m H g 282 (67) 133 (66) 134 (66) 15(60)

No (%) Diastolic BP >80mmHg 214(51) 94 (49) 107 (53) 13(52)

* Data on biophysical outcomes on three peer supporters missing

4.2.1.4 Participants  ’  and peer supporters  ’  baseline secondary outcome measures
■j

The mean Body Mass Index (BMI) in all the groups was above 30 kg/m which is 

considered obese according to the WHO BMI classification. (Table 4.6) Over 70% of 

participants in each group had a BMI o f over 27 which was the target set by the research 

team. Section 2 .7 .1.4 (Table 4.6).

Table 4.6 Intervention group participants, control group participants and peer 

supporters’ BMI at baseline

Total sample Intervention Control Peer
n=424 group group supporters

n=192 n=203 n=29

Mean (SD) BMI (kg/m^) 31.2 (5.9) 30.7(5 .5) 31.8(6 .3) 30.2 (4.4)

No (%) BMI >27kg/m^ 305 (73) 136 (72) 151 (76) 18(72)

The mean social support score ranged from 22 in the control group to 26 in the peer 

supporter group indicating a mean medium level o f  social support in all groups.

The mean total self efficacy score was high in all groups (ranging from 112 in the 

control group to 131 in the peer supporter group). (Table 4.7)

The mean social support score ranged from 22 in the control group to 26 in the peer 

supporter group indicating a mean medium level o f  social support in all groups.
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The mean total self efficacy score was high in all groups (ranging from 112 in the 

control group to 131 in the peer supporter group). The mean MARS score was above 

23 in all three groups, indicating a high level o f medication adherence overall.

(Table 4.7)

A third o f the total sample attended their GP and practice nurse for their diabetes care, 

according to practice records. This ranged from 30% in the control group to 42% in the 

peer supporter group.

Thirty two per cent o f  both the intervention and control groups attend only a hospital 

specialist for their diabetes care. This proportion was less, 24%, in the peer supporter 

group.

Table 4.7 Intervention group participant, control group participant and peer supporters’ 

psychosocial outcome measures and smoking status at baseline

Total sample 
n=424

Intervention
group
n=192

Control
group
n=203

Peer
supporters

n=29

Mean (SD) MARS Score* 24 (23.4) 2 3 .9 (1 .7 ) 23 .8 (1 ,8 ) 23 .8 (1 .8 )

Mean (SD) Social support 
scoret

23 (8.9) 23 .8 (9 .2 ) 22.4 (8.4) 25 .7 (9 .7 )

Mean (SD) DM SESJ 116(26.3) 119(26.6) 112(26.5) 131 (13.6)

Mean (SD) SDSCA score^ 
-General diet 
-Specific diet 
-Foot care 
-Exercise
-Blood glucose testing

5 (2 )  
4.2 (1.7) 
2.8 (2.3) 
3 (2.4) 

4.4 (2.8)

5.1 (2.1)
4.2 (1.8)
2.7 (2.4) 
3 (2.5)

4.8 (2.7)

4.7 (2.1) 
4.1 (1.7)
2.7 (2.4)
2.7 (2.3) 
4 (2.9)

5.5 (1.5) 
4.7 (1.4) 
3.1 (2.5) 
4 (2.2) 

5.3 (2.5)

No (%) smoker 75 (18) 31 (16) 40 (20) 4 (1 4 )

* M edication Adherence Score ranges from 5 to 25, higher the score the better the adherence 
t  Social support score ranges from 8 to 40, the higher the score the more social support experienced 
J Diabetes M anagement S elf Efficacy Scale ranges from 0 to 150, (<50 low, 50-100 medium, 100-150 
high)
** Summary o f  S elf Care Activities score ranges for 0 to 7, the higher the score the higher the level o f  se lf 
care

The number o f hospital visits and hospital stays were similar across the three groups. 

Mean number o f  visits to the chiropodist and dietician were similar across the three
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groups. The mean number o f visits to the GP and practice nurse was similar in the 

intervention and control groups (6 and 3 respectively) but was lower in the peer 

supporter group. Participants and peer supporters scored lower in self care activities 

related to footcare and exercise than those related to diet and blood glucose testing. 

(Table 4.8)

Table 4.8 Intervention group participant, control group participant and peer supporters’ 

process o f  care outcome measures at baseline

Total sam ple 
n=424

Intervention
group
n=192

Control
group
n=203

Peer
supporters

n=29

Professional usually attended 
for diabetes care
- No(% ) GP/Practice nurse 140 (33) 68 (35) 60 (30) 12 (41)
- No(% ) GP/Practice nurse and 
hospital specialist

141 (34) 58 (30) 73 (36) 10 (35)

- No(% ) Hospital specialist only 134 (32) 62 (32) 65 (32) 7 (24)
- No(% ) No one 8 (0) 3 (2) 5 (2) 0 (0)
- No(% ) M issing 

In the last 12 months:

0 (0) 1 (1) 0 (0) 0 (0)

- Mean (SD) no o f  visits to a 
diabetes specialist

2.3 (4.1) 2.4 (3.9) 2.2 (3.3) 3 .2 (8 )

- Mean (SD) no. o f  hospital 
adm issions

0.3 (0.8) 0.3 (0.7) 0.3 (0.8) 0.3 (0.9)

- Mean (SD) no. o f  inpatient 
days

2.3 (6.9) 2.4 (6.7) 2.3 (7.6) 1.6 (6.5)

- M ean(SD) no. o f  A&E 
attendances

In the last 12 months;

0.3 (0.8) 0.3 (0.7) 0 .4 (1 ) 0.1 (0.3)

-M ean(SD) no o f  visits to 
general practitioner

6 (5 ) 6.2 (5.5) 6.1 (4.6) 4.8 (3.8)

-M ean (SD )no o f  visits to 
practice nurse

3.1 (2.3) 3.4 (2.6) 3 (1 .9 ) 2.7 (2)

4.2.2 Non participants

Patients who declined to participate in the study are referred to as ‘non participants’. 

Their demographic details were recorded and analysed.

97



4.2.2.1 Profile o f non participants

Two hundred and sixty two patients decHned to participate in the study. There were 

twice as many non participants in the intervention group than the control group. This 

was expected as the patients in the intervention group were asked to attend group 

meetings whereas the patients in the control group had no such commitment. Non 

participants were similar to the total sample participants in terms o f sex, age and GMS 

status. (Table 4.9)

Table 4.9 Profile o f total sample versus non participants

T otal sam ple  
n= 424

Non participan ts  
n=261

N o (%) Male 226  (53) 136 (52)

Mean (S D ) age in years 64.5 (1 l . l ) 6 7 .6 (1 5 .8 )

Mean (S D ) duration o f  diabetes in years 7.1 (6 .7 ) 7.4 (9 .5)

Diabetes treatment
-N o (%) Diet only 99 (23) 4 5 (1 7 )
-N o (%) Oral hypoglycaem ics 307 (72) 184 (71)
-N o (%) Insulin 1 0 (3 ) 1 9 (7 )
-N o (%) M issing 8 ( 2 ) 1 3 (5 )

There was little difference between the non participants in intervention and control 

practices. Similar proportions o f  men and women declined to participate. The mean 

age o f non participants was 67.6years in the intervention group and 67.5years in the 

control group. The mean length o f time non participants had diabetes was similar in 

both groups. Over three quarters o f non participants in both groups were treated with 

either diet alone or oral hypoglycaemics. (Table 4.10)

Table 4.10 Profile o f non participants, control versus intervention practices (n=262)

Intervention
n=172

C ontro l
n=89

N o (%) Male 91 (55% ) 43 (52% )

Mean (SD ) age in years 6 7 .6 (1 6 .1 ) 67.5 (15 .4)

Mean (SD ) duration o f  diabetes in years 7.4 (8.9) 7.3 (9 .70)

Diabetes treatment
-N o (%) Diet only
-N o (%) Oral hypoglycaem ics
-N o (%) Insulin
-N o (%) M issing

35 (20% ) 
124 (73% ) 

12 (7%)
1 (1%)

10(11% ) 
60 (67% ) 

7 (8% ) 
12 (14% )
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4.2.3 Summary of baseline results

Participants in the control and intervention groups and the peer supporters were similar 

in terms o f demographic, biophysical and psychosocial outcomes. There were two 

noticeable differences between participants and peer supporters. Firstly, a higher 

proportion o f peer supporters had obtained third level education. Secondly, a higher 

proportion o f peer supporters had three or more medical conditions.

' ‘Non participants”, those who choose not to participate in the study were similar to 

participants in terms o f sex, age and medical card status.

There was little difference between the non participants in intervention and control 

practices.
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4.3 YEAR 1 AUDIT RESULTS

H alf way through the RCT, at the end o f Year 1, an audit o f the primary and some 

secondary outcomes was conducted. The data were collected by practice nurses through 

a chart search. Patient questionnaire data was not collected for the Audit. The Audit 

data are presented in Table 4.11. Data were collected from 397 out o f the 424 

participants recruited at baseline. The results for most o f the outcomes were similar to 

the baseline results. Mean blood pressure in all groups was lower than at baseline.

The total sample mean H bA lc was the same at the Year 1 Audit as at baseline. It had 

reduced in the intervention group from 7.2 %Hb to 7.1 %Hb and increased from 

6.8%Hb to 7.3%Hb in the peer supporters and stayed the same in the control group 

between baseline and the Year 1 Audit. All groups had a lower proportion o f  self 

reported smokers in the Audit than at baseline.
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Table 4.11 Primary and secondary outcomes at the end o f year 1

TOTAL
n=397/424

CONTROL* 
n= 192/203

i n t e r v e n t i o n '
n=176/192

PEER SUPPORTERS 
n=29/29

Mean no o f  diabetes reviews 
with GP

1.2 1.5 1 0.9

Mean no o f  all reviews with GP 5.7 6.3 5.4 4

Mean no o f  diabetes reviews 
with practice nurse

2.1 2.4 1.8 2

Mean no o f  all reviews with PN 3.2 3.5 3 2.3

Mean H B A lc 7.1 7.2 7.1 7.1

Mean BP 137/78 137/79 137/77 133/75

Mean BMI 31 31.5 30.6 30.3

Mean cholesterol 4.1 4.2 4.1 4

No (% ) smokers 43 (14) 2 7 (1 4 ) 15(12) 6 (1 9 )
*11/203 participants in Control group have dropped out: 2 RIP, 4 moved house/ GP, 2 not responding to appointm ents, 3 do not want to participate 
^17/192 participants in Intervention group have dropped out: 3 RIP, 4 moved house/ GP, 2 participants’ sons died, 7 not interested in meetings
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4.4 FINAL RESULTS

4.4.1 Practice and patient follow-up

The progress o f practices and individuals through the study is presented in the flowchart 

in Figure 4.3.

One hundred per cent o f practices were followed up.

O f the 395 participants recruited 337 (85%) were followed up. Fifty eight participants 

were lost to follow-up. O f the 58, 15 died, seven were in hospital at the time o f data 

collection, 12 moved practice and 24 dropped out.

A higher proportion o f participants were followed up in the intervention group 166/ 192 

(87%) than in the control group 171/203 (84%).

O f the 29 peer supporters who were recruited to deliver the intervention 28 (97%) were 

followed up.
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I 32 OENERA^ PRACTICES |

20 GENERAL PRACTICES

X l  «lcc\\ncd from 
pa r t'lcipating
R easo n s  g iven  fo r  decW ning
\0=Not interested/ too busy 
l=lnvolved in another study 
l=lnvolved in shared care

Reasons given for declining
Not interested (n=36)
No reason (n=29)
Too old/frail (n=8)
Too busy (n=4)
Satisified with current care (n=3) 
Other (n=9)

10 C O N TRO L PRA CTICES

1r

864 patients on diabetes register

1r

292 randomly selected

10 INTERVENTION PRA CTICES

853 patients on diabetes register

394 randomly selected

89 declined 203 participants recruited

Loss to follow-up 32/203 (16% )
Died (n=6)
Moved practice (n=8)
In hospital (n=5)
Dropped out (n=I3)

10/10 (100%) CONTROL PRACTICES 
PRACTICE FOLLOWED UP

171/203 (84%) CONTROL 
PARTICIPANTS FOLLOWED UP

166/ 192 (87%) INTERVENTION 
PARTICIPANTS FOLLOWED UP

28/29 (97%) PEER SUPPORTERS FOLLOWED 
UP

TOTAL FOLLOW-UP 
20/20 (100%) PRACTICES 

337/395 (85%) PARTICIPANTS 
28/29 (97% ) PEER SUPPORTERS

192 participants recruited 

29 peer supporters

173 declined

1r

10/10 (100%) INTERVENTION PRACTICES 
PRACTICE FOLLOWED UP

Reasons given for 
declining
Not interested (n=125)
No reason (n=30)
Too old/frail (n=6)
Too busy (n=4)
Satisfied with current care 
(n=2)
Other (n=6)

Reason given for not 
attending intervention 34/192 
(18%)*
Not interested (n=J4)
Time not suitable/ too busy 
(n=8)
Family bereavement (n=3) 
Caring fo r  a sick relative 
(n=2)
Travels regularly (n=2)
Cancer diagnosis (n=I)
No specific reason (n=l) 
Embarrassed about illness 
(n=l)
Difficulty hearing in a group  
(n=l)
Lives to far from practice 
(n=l)

Participant loss to follow-up 
26/221 (12%)
Died (n=9)
Moved practice (n=4)
In hospital (n=2)
Dropped out (n= ll)

Figure 4.3 Flow diagram of the progress o f practices and individuals through the study 
*Does not include participants lost to follow-up



4.4.2 Comparison of participants followed up and lost to follow-up

Three hundred and thirty seven (85%) participants were followed up, 166 (87%) in the 

intervention group and 171 (84%) in the control group. Analysis o f baseline data was 

conducted in order to investigate any difference between individuals who were followed 

up and individuals lost to follow-up in terms o f their demographic characteristics and 

outcome measures.

At baseline the two groups were similar in respect to their age, marital status and GMS 

status. There was a slight difference, though not statistically significant, in sex profile 

o f  the two groups with a higher proportion o f  participants in the loss to follow-up group 

being male. There was a statistically significant difference (p=0.04) between the two 

groups in relation to their diabetes treatment. A higher proportion o f participants 

followed up were controlled by diet alone. A higher proportion o f participants that were 

not followed up than those followed up had three or more medical conditions, though 

this was not statistically significant.(Table 4.12)
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Table 4.12 Comparison o f  demographic details at baseline o f participants followed up 

and participants lost to follow-up

Participants 
followed up 

n=337

Participants lost to 
follow-up 

n=58

p  value Test
statistic

Sex
-No (%) Male 176 (52) 38 (66) 0.06 t
- No (%) Female 161 (48) 21 (34)
-No (%) M issing 0 0
-Total 337 (100) 58(100)

Mean (SD) age in years 65(11) 62.1 (12.1) 0.09 t test

Eligible for GMS card
-No (%) Yes 169 (51) 31 (53 ) 0.7

■>
t

-No (%) No 162 (48.5) 27 (47)
-No (%) M issing 6 (1 ) 0 (0 )
-Total 337 (100) 58 (100)

Marital status
-No (%) M arried/ Co habiting 213 (63.5) 36 (62) 0.2 l2
-No (%) D ivorced/ Separated 2 7 (8 ) 9 (1 5 )
-No (%) W idowed 62(18.5) 7 (1 2 )
-No (%) Single 33 (10) 6 (1 )
-No (%) M issing 2 (0 .5 ) 1 (0.01)
-Total 337 (100) 58 (100)

Diabetes treatment
-No (%) Diet only 84 (25) 6 (1 0 ) 0.04 X2
-No (%) O ral hypoglycaemics 242 (73) 51(88)
-No (%) Insulin 6(1 .8) 1 (2)
-No (%) M issing 5 (0.2) 0 (0 )
-No (%) Total 337 (100) 58 (100)

3 or more medical conditions 221 (66 ) 42 (72) 0.3 X2
-No (%)

There was no statistical difference between the baseline H B A lc, cholesterol and blood 

pressure o f the two groups. The baseline mean H B A lc o f participants lost to follow up 

was slightly higher than those followed up, though this was not statistically significant 

(p=0.2). The two groups mean cholesterol, systolic and diastolic blood pressures were 

similar. The participants who were followed up had a statistically significant higher 

mean Wellbeing Score at baseline than those lost to follow-up (p=0.04). (Table 4.13)
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Table 4.13 Comparison o f baseline primary outcomes o f participants followed up and 

participants lost to follow-up

P artic ip an ts  follow ed up 

n=337 

M ean (SD)

P artic ip an ts  lost to follow -up 

n= 58 

M ean (SD)

p  value

H B A lc (% o f  Hb) 7.0 (1.6) 7.4 (1.6) 0.2*

Cholesterol (mg/DL) 4 .3 (1 .1 ) 4 .2 (1 ) 0.4*

Systolic BP (mmHg) 144.8(18.4) 144 (24.2) 0.8*

Diastolic BP (mmHg) 81.8 (9 .2 ) 84 .5(11 .6) O .f

W ellbeing Score* 24.8(7.1) 22.7 (7.4) 0.05*

t test

tW ilcoxon test

4.4.3 Intention to treat individual level analysis of outcomes at follow-up 

4.4.3.1 Primary outcomes

The simple individual level intention to treat analysis o f the primary outcomes showed a 

highly statistically significant difference between the intervention and control groups 

mean cholesterol (/7=0.001) and diastolic BP (p=0.01). Mean H B A lc, mean systolic 

blood pressure were lower and mean Wellbeing scores were lower in the intervention 

group, though none were statistically significant. (Table 4.14)

Table 4.14 Intention to treat individual level analysis o f primary outcomes at follow-up

O utcom e m easure In terv en tio n  g ro u p  

n=166 

M ean (SD)

C o n tro l g roup  

n=171 

M ean (SD)

p  value

H B A lc (%) 7 .06(1 .1 ) 7 .12(1 .23) 0.6*

Cholesterol (mmol/l) 3.99 (0.9) 4.32 (0.9) 0.001*

Systolic BP (mmHg) 136(19.2) 136.6(14.7) 0.7*

Diastolic BP (mmHg) 76.4 (9.1) 78 .7(8 .01) 0.01^
+

W ellbeing score* 23 .7 (5 .1 ) 23.2 (5.8) 0.4*

t test

tW ilcoxon test,

JW ell Being Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36 high)
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4,4.3.2 Secondary outcomes

Individual level intention to treat analysis o f the secondary outcomes revealed a higher 

mean BMI in the control group (31.8) compared to the intervention group (30.4). This 

was statistically significant with a p  value o f 0.04. There were no statistically 

significant differences between the two groups in relation to remaining secondary 

outcomes. (Table 4.15)

Table 4.15 Intention to treat individual level analysis o f secondary outcomes at follow- 

up

Outcom e m easure Intervention
group
n=166

C ontrol
group
n=171

Test p  value

Mean (SO) BMI 30.4(5.5) 31.8(6.2) t test 0.04

Mean (SD) MARS score* 24.1 (1.7) 23.9(1.7) Wilcoxon 0.15

Mean (SD) DMSES^ 117.9(27.2) 117.3 (24.2) Wilcoxon 0.5

Mean (SD) SDSCA general diet* 5.1 (1.8) 5.2 (1.8) t test 0.9

Mean (SD) SDSCA specific diet* 4,3 (1.5) 4.1 (1.5) t test 0.1

Mean (SD) SDSCA exercise* 3 (2.5) 2.9 (2.2) t test 0.7

Mean (SD) SDSCA footcare* 3.3 (2.2) 3.5 (2.5) t test 0.4

Mean (SD) SDSCA glucose monitoring* 4.9 (2.6) 4.3 (2.9) Wilcoxon 0.1

Mean (SD) Social support^ 23.8(8.2) 23.5(8.6) t test 0.7

Mean (SD) no o f visits to GP in previous 
12 months

6.3 (5.4) 7.1 (6.3) Wilcoxon 0.5

Mean (SD) no o f visits to practice nurse 
in previous 12 months

3.4 (2.5) 3.5 (2.2) t test 0.7

Mean (SD) no o f visits to hospital 
specialist in previous 12 months

1.6 (2.3) 1.6 (2.1) t test 0.8

Mean (SD) o f hospital admissions in 
previous 12 months

0.4(1.1) 0.5 (1.3) t test 0.5

Mean (SD) number o f days spent in 
hospital

2.2 (8.1) 3.9(11.9) t test 0.2

Mean (SD) of visits to the emergency 
department in previous 12 months

0.4(1) 1.2 (9.5) t test 0.3

No (%) smoking 25 (15.5) 29(17)
■)

X' 0.7
* MARS score ranges from 5 to 25, higher the score the better the adherence
* Diabetes Management Self Efficacy Scale, range 0 to 150,(<50 low, 50-100 medium, 100-150 high)
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* Summary o f  S elf Care Activities score ranges for 0 to 7, the higher the score the higher the level o f  self 
care
 ̂ Social support score ranges from 8 to 40, the higher the score the more social support experienced 

4.4.4 Intention to treat simple cluster level analysis o f outcomes at follow-up

An intention to treat analysis at cluster level was conducted. The cluster level analysis 

results in a loss o f statistical power and consequently some outcomes that were 

statistically significantly different in the simple individual level analysis became non 

significant.

4.4.4.1 Primary outcomes

O f the primary outcomes only the difference in the mean cholesterol between the two 

groups remained statistically significant in the cluster level analysis (p=0.03). The 

difference in mean diastolic blood pressure between the two groups lost statistical 

significance in the cluster analysis (p=0.1). (Table 4.16)

Table 4.16 Intention to treat simple cluster level analysis o f primary outcomes at 

follow-up

Outcome measure Intervention group  
n=10

Control group 
n=IO

p  value

M e a n (S D )H B A Ic (% ) 7.05 (0.33) 7 .16(0 .42) 0.54*

Mean (SD) cholesterol (mmol/1) 3.98 (0.27) 4.32 (0.38) 0.03*

Mean (SD) systolic BP (mmHg) 136.3 (9.9) 136.6(6.7) 0.96*

Mean (SD) diastolic BP (mmHg) 70.5 (3.4) 78 .9(4 .1) 0.14^

Mean (SD) W ellbeing score* 23 .7 (1 .2 ) 23.1 (1.6) 0,40*

*t test
W ilcoxon test

* W ellbeing Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36 high)

4.4.4.2 Secondary outcomes

O f the secondary outcomes the difference in the mean BMI between the two groups 

remained statistically significant in the cluster level analysis (/?=0.04). The remaining 

secondary outcomes remained non statistically significant in the cluster level analysis. 

(Table 4.17)
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Table 4.17 Intention to treat simple cluster level analysis o f  secondary outcomes at

follow-up

O u tc o m e  m e a s u re In te rv e n tio n
g ro u p
n=10

C o n tro l
g ro u p
n=10

T e s t p  v a lu e

M ean (SD ) BM I 30.3 (1 .5 ) 3 1 .7 (1 .1 ) t test 0.03

M ean (SD ) M A R S  score* 24.1 (0 .3) 23 .9  (0 .4 ) W ilcoxon 0.13

M ean (SD ) D M SES^ 117.1 (12 .1) 117.5(8.1) W ilcoxon 0.9

M ean (SD ) S D SC A  general diet* 5.1 (0 .5) 5.2 (0 .9 ) t test 0.9

M ean (SD ) S D SC A  specific  diet* 4.3 (0 .4) 4.1 (0 .6) t test 0.3

M ean (SD ) S D SC A  exercise* 3 (0 .5) 3 (0 ,4 ) t test 0.8

M ean (SD ) S D SC A  footcare* 3.3 (0 .2 ) 3.5 (0 .2) t test 0.5

M ean (S D ) S D SC A  g lucose 
m onitoring*

4.9 (0 .7 ) 4.3 (0 .7) W ilcoxon 0.1

M ean (SD ) Social support** 23.6  (2) 23 (4 .3 ) t test 0.7

M ean (SD ) no o f  v isits to  G P  in 
prev ious 12 m onths

6.1 (3 .2) 5.9 (2 .4 ) W ilcoxon 0.9

M ean (SD ) no o f  v is its  to  p ractice  
nurse in p rev ious 12 m onths

3 .4 (1 .1 ) 2 .9 (1 ) t test 0.4

M ean (SD ) no o f  v is its  to  hospital 
specia list

1.6 (0 .7 ) 1.7 (0 .9) t test 0.7

M ean (SD ) no o f  hosp ital 
adm issions in p rev ious 12 m onths

0.4 (0 .2 ) 0.5 (0 .3 ) t test 0.4

M ean (S D ) no o f  days spen t in 
hosp ita l

2.2  (1 .9 ) 3.7 (3 .6) t test 0.3

M ean (SD ) no o f  visits to  the 
em ergency  dep a rtm en t in p rev ious 
12 m onths

0.4 (0 .3) 1.1 (2 .1 ) t test 0.3

N o (% ) sm oking 15.1 18.2
->r 0.7

* M A R S score ranges from  5 to  25, h igher the score the b e tte r the adherence
 ̂ D iabetes M anagem ent S e lf  E fficacy  Scale  ranges from  0 to  150, (< 50  low, 50-100  m ed ium , 100-150 

high)
* S um m ary  o f  S e lf  C are A ctiv ities score ranges for 0 to  7, the h igher the score the h igher the level o f  se lf  
care
** Social support score ranges from  8 to  40 , the h igher the score the m ore social support experienced
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4.4.5 Analysis of medication data

A lower proportion o f participants in the intervention group (14%) than in the control 

group (22%) had augmentation o f their lipid lowering prescrition between baseline and 

follow-up, that is they had a lipid lowering medication added or changed between the 

two time points, though this was not statistically significant Over a third o f participants 

in the intervention group (39%) and control group (34%) had augmentation o f their 

antihypertensive prescription between baseline and follow-up, that is they had an 

antihypertensive added or changed between the two time points. Similar proportions of 

participants, approximately one fifth, in the intervention and control groups had 

augmentation o f their diabetes medication. (Table 4.18)

Table 4.18 Medication augmentation (changing or adding medication) between baseline 

and follow-up

In tervention g roup  

No (% )

C ontro l  g roup  

No (% )

P
value*

Augmentation of lipid lowering medication 22/161 (13.7) 37/167 (22.1) 0.05

Augmentation o f antihypertensive 63/161 (39.1) 57/167 (34.1) 0.35

Augmentation in diabetes medication 30/162 (18.5) 34/168 (20.2) 0.7

* Pearson’s chi square

4.4.6 Mixed Effects Multiple Regression

Mixed effects multiple regression models were developed for the follow-up score for 

the four primary outcome measures (H bA lc, blood pressure, cholesterol and wellbeing) 

and the only significant secondary outcome measure (BMI), adjusting for the group 

allocation (Intervention or Control), the corresponding baseline covariate, clustering, 

statistically significant covariates at bivariate analysis and relevant confounders eg. 

medication change.

The difference in outcome in H bA lc between the intervention and control group (- 

0.12%Hb) at follow-up was non statistically significant (p=0.27) in the mixed effects 

multiple regression analysis. The difference was however significantly associated with
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baseline HbAlc, a high wellbeing score and a good general diet (the lower the SDSCA 

general diet score the better an individuals general diet).(Table 4.19) A reduced model 

which adjusted only for group allocation, baseline HbAlc and clustering found a non 

statistically significant (/?=0.27) difference in outcome in HbAlc between the 

intervention and control group of -0.7%Hb.

Table 4.19 Mixed Effects Multiple Regression model examining the HbAlc, adjusting 

for condition (intervention/ control group), baseline HbAlc, clustering and covariates*

Covariate C oefficient Standard Error p  value 9 5%  C l

Intervention group -.12 0.1 0.27 -.32 to .09

H bA lc at baseline 0.55 0.04 0.019 0.5 to 0.6

W ellbeing 0.02 0.008 0.02 0.003 to 0.033

SDSCA general diet -0.1 0.03 <0.0001 -0.2 to -0.07

*Covariates included in the model were sex (M ale= i, Female=0), age, marital status (0=m arried, 

l=separated/ divorced, 2=single, 3=widowed), SDSCA general diet, wellbeing, DMSES, diabetes 

medication, no o f  m eetings attended, structured diabetes care, no o f  practice nurses, SAHRU deprivation 

index.

Cholesterol was lower in the intervention than the control group. Though this was 

statistically significant in previous analysis this was lost in the mixed effects multiple 

regression analysis. The difference in outcome in cholesterol between the intervention 

and control group (-0.13mmol/l) at follow-up was non statistically significant {p=Q2) in 

this analysis. The difference was however significantly associated with baseline 

cholesterol, being female, a good general diet, (the lower the SDSCA general diet score 

the better an individual’s general diet), having an augmentation of lipid lowering 

medication between baseline and follow-up and the absence of a practice manager. 

(Table 4.20) A reduced model which adjusted only for group allocation, baseline 

cholesterol and clustering found a statistically significant difference (/?=0.04) in 

outcome in cholesterol between the intervention and control group of -0.23mmol/l.



Table 4.20 Mixed Effects Multiple Regression model examining cholesterol, adjusting 

for condition (intervention/ control group), baseline cholesterol, clustering and 

covariates*

Covariate Coefficient Standard Error p  value 95%  Cl

Intervention group -0.13 0.09 0.2 -0.32 to 0.06

Cholesterol at baseline 0.41 0.05 0.000 0.32 to 0.51

Sex -0.21 0.1 0.017 -0.39 to -0.04

SDSCA general diet -0.06 0.02 0.008 -0.1 to 0.02

Lipid lowering m edication -0.6 0.12 0.000 -0.78 to -0.32

Practice manager -0.31 0.1 0.002 -0.5 to -0.11

*Covariates included in the model were sex (M ale= l, Female=0), age, working, SDSCA general diet, 

wellbeing, social support, DMSES, no o f  meetings attended, diabetes medication change, no o f 

adm inistration sta ff and practice manager

The intervention group had a lower systolic blood pressure at follow-up than the control 

group, though this was not statistically significant (p=0.663). The difference in 

outcome in systolic blood pressure (-1.49 mm/hg) was significantly associated with 

baseline systolic blood pressure and with being older. (Table 4.21)

A reduced model which adjusted only for group allocation, baseline systolic blood 

pressure and clustering found a non statistically significant difference (p=0.8) in 

outcome in systolic blood pressure between the intervention and control group o f - 

1.1 mm/hg.

Table 4.21 Mixed Effects Multiple Regression model examining systolic blood 

pressure, adjusting for condition (intervention/ control group), baseline systolic blood 

pressure, clustering and covariates*

Covariate Coefficient Standard Error p  value 95%  Cl

Intervention group -1.49 3.43 0.663 -8.21 to 5.22

Baseline systolic BP 0.14 0.05 0.005 0.43 to 0.24

Age -0.21 0.09 0.015 -0.04 to -0.38

*Covariates included in the model were sex (M ale= l, Fema!e=0), age, antihypertensive medication 

augm entation, working, SDSCA general diet, SDSCA exercise, wellbeing, medical card, no o f  meetings 

attended, no o f  GPs and training practice

At follow-up diastolic blood pressure in the intervention group was marginally lower 

than in the control group. The difference in outcome in systolic blood pressure (-1.2
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mm/hg) was significantly associated with baseline systolic blood pressure, being male, 

with being older and having augmentation of antihypertensive medication between 

baseline and follow-up.(Table 4.22) A reduced model which adjusted only for group 

allocation, baseline diastolic blood pressure and clustering found a non statistically 

significant difference ip=Q2) in outcome in diastolic blood pressure between the 

intervention and control group o f -1.9mm/hg.

Table 4.22 Mixed Effects Multiple Regression model examining diastolic blood 

pressure, adjusting for condition (intervention/ control group), clustering and 

covariates*

C o v a ria te P coefficient S ta n d a rd  E r ro r p  value 95%  C l

Intervention group -1.2 1.6 0.5 -4.41 to 2.00

Baseline diastolic BP 0.22 0.05 0.000 0.13 to 0.32

Sex 2.6 0.88 0.004 0.80 to 4.30

Age -0.12 0.04 0.005 -0.20 to -0.04

Antihypertension m edication 

augm entation

-2.40 0.92 0.008 -4.23 to -0.62

*Covariates included in the model were sex (M ale= l, F em ale= 0 ), age, marital status (0=m arried, 

I=separated/ divorced, 2=single, 3= w idow ed), working, M ARS score, SDSCA general diet, no o f  

meetings attended, practice location, patient list and practice m anager

At follow-up wellbeing in the intervention and control groups were almost the same, 

with the intervention group having a marginally lower wellbeing score than the control 

group. The non statistically significant (p=0.98) difference in outcome in wellbeing (- 

0.01) was significantly associated with baseline wellbeing, being male, with being older 

and been separated.(Table 4.23) A reduced model which adjusted only for group 

allocation, baseline wellbeing and clustering found a non statistically significant 

difference (/?=0.8) in outcome in wellbeing between the intervention and control group 

of 0.1
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Table 4.23 Mixed Effects Multiple Regression model examining wellbeing, adjusting 

for condition (intervention/ control group), clustering and covariates*

Covariate P coefficient Standard Error p  value 95%  Cl

Intervention group -0.01 0.4 0.98 -0.8 to 0.8

Baseline wellbeing 0.4 0.04 <0.0001 0.3 toO.4

Sex 1.5 0.5 0.002 0.5 to 2.6

Marital status (separated) -2.1 0.95 0.023 -4.0 to -0.3

*Covariates included in the model were sex (M ale= l, Female=0), age, education, marital status 

(0=m arried, l=separated/ divorced, 2=single, 3=widowed), smoker, MARS, SDSCA general diet, 

SDSCA specific diet, H bA lc, BM l, medical card, DMSES, no o f  meetings attended, practice location, 

SAHRU deprivation index.

At follow-up BMl in the intervention group was marginally lower than in the control 

group. The difference in outcome in BMl (-0.12 mm/hg) was significantly associated 

with baseline BMI.(Table 4.24) A reduced model which adjusted only for group 

allocation, baseline BMl and clustering found a non statistically significant difference 

(p=0.7) in outcome in BMl between the intervention and control group o f  -0.1.

Table 4.24 Mixed Effects Multiple Regression model BMl adjusting for condition 

(intervention/ control group), clustering and covariates*

Covariate P coefficient Standard Error p  value 95%  C l

Intervention group -0.12 0.21 0.56 -0.53 to 0.29

Baseline BMl 0.93 0.02 0.000 0.89 to 0.96

SDSCA Footcare -0.1 0.04 0.019 -0.19 to -0.2

*Covariates included in the model were sex (M ale= l, Female=0), age, marital status (0=m arried, 

l=separated/ divorced, 2=single, 3=widowed), working, H bA lc, M ARS score, wellbeing SDSCA general 

diet, SDSCA exercise, no o f  meetings attended, practice location, DMSES, no o f  GPs, no o f  admin staff 

and training practice

4.4.7 Per protocol individual level analysis of outcomes at follow-up 

4.4.7.1 Primary outcomes

The per protocol individual level analysis revealed similar results to the intention to 

treat individual level analysis. Both the mean cholesterol and mean diastolic blood 

pressure were shown to be statistically significantly lower in the intervention group. 

The mean H bA lc was 0.1% Hb lower in the intervention group though this was not
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statistically or clinically significant. The only difference between the two analyses was 

that in the per protocol analysis the mean systolic blood pressure and mean wellbeing 

score were marginally higher in the control group than the intervention group (systolic 

blood pressure difference was l.SmmHg and the wellbeing score difference was 0.8), 

though neither reached statistical significance. (Table 4.25)

Table 4.25 Per protocol non cluster analysis o f primary outcomes at follow-up

Outcome measure Intervention group 

n=132 

Mean (SD)

Control group  

n=171 

Mean (SD)

Test p  value

HBAIc(% ) 7.0(1.1) 7.1 (1.2) t test 0.5

Cholesterol (mmoI/1) 3.9 (0.8) 4.31 (0.9) t test 0.0003

Systolic BP (mmHg) 137 (18.9) 136.6(14.7) t test 0.9

Diastolic BP (mmHg) 76.1 (9.6) 78.7(8.01) Wilcoxon 0.01

Wellbeing score* 24 (5.1) 23.2 (5.8) t test 0.2

*Well Being Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36 high)

4.4.7.2 Secondary outcomes

The mean BMI remained statistically significantly lower in the intervention group than 

in the control group. The mean MARS score was higher in the intervention group, 

although this was not statistically significant in the intention to treat individual level 

analysis it was so in the individual level per protocol analysis.

There was no difference between the two groups in relation to other secondary 

outcomes. (Table 4.26)
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Table 4.26 Per protocol individual level analysis o f  secondary outcomes at follow-up

O utcom e m easure In terven tion
g roup
n=132

C o n tro l
g ro u p
n=171

Test p  value

Mean (SD) BMI 30.1(5.1) 31 .8 (6 .2 ) t test 0.001

Mean (SD) MARS score* 24 .2 (1 .5 ) 23 .9 (1 .7 ) W ilcoxon 0.05

Mean (SD) DMSES^ 118.9(26.9) 117.3 (24.2) Wilcoxon 0.4

Mean (SD) SDSCA general diet’ 5.5 (1.5) 5.2 (1.8) t test 0.1

Mean (SD) SDSCA specific diet* 4.3 (1.5) 4.1 (1.6) t test 0.2

Mean (SD) SDSCA exercise* 3 (2.4) 2.9 (2.2) t test 0.9

Mean (SD) SDSCA footcare* 3.2 (2.2) 3.5 (2.5) t test 0.3

Mean (SD) SDSCA glucose m onitoring’ 5 (2.5) 4.3 (2.9) W ilcoxon 0.07

Mean (SD) Social support^ 24.1 (8.3) 23.5 (8.6) t test 0.5

Mean (SD) no o f  visits to GP in previous 
12 months

6.6 (5.7) 7.1 (6.3) W ilcoxon 0.9

Mean (SD) no o f  visits to practice nurse 
in previous 12 months

3.6 (2.6) 3.5 (2.2) t test 0.8

Mean (SD) no o f  visits to hospital 
specialist in previous 12 months

1.5 (1.9) 1.6 (2.1) t test 0.8

Mean (SD) o f  hospital adm issions in 
previous 12 months

0 .4 (1 .1 ) 0.5 (1.3) t test 0.6

Mean (SD) num ber o f  days spent in 
hospital

2.4 (8.5) 3 .9 (11 .9 ) t test 0.3

Mean (SD) o f  visits to the em ergency 
departm ent in previous 12 months

0 .4 (1 ) 1.2 (9.5) t test 0.3

No (%) sm oking 19(14.7) 2 9 (1 7 ) 0.6
* MARS score ranges from 5 to  25, higher the score the better the adherence
 ̂ Diabetes M anagem ent S elf Efficacy Scale ranges from 0 to 150, (<50 low, 50-100 medium, 100-150 

high)
* Summary o f  Self Care Activities score ranges for 0 to 7, the higher the score the higher the level o f  se lf 
care
 ̂ Social support score ranges from 8 to 40, the higher the score the more social support experienced

4,4.8 Per protocol simple cluster analysis of outcomes at follow-up

4.4.8.1 Primary outcomes

The results o f  the per protocol analysis were similar to the intention to treat cluster level 

analysis in that cholesterol was the only primary outcome measure shown to be 

statistically significantly lower in the intervention group. As with the per protocol
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individual level analysis mean systolic blood pressure and mean wellbeing score, 

marginally higher in the intervention group, did not reach statistical significance. (Table 

4.27)

Table 4.27 Per protocol simple cluster analysis of primary outcomes at follow-up

Outcome measure Intervention
group
n=10

Control
group
n=10

Test p  value

Mean(SD) H B A lc(% ) 7.0 (0.36) 7.2 (0.42) t test 0.4

Mean (SD) cholesterol (mmol/l) 3 .9(0.25) 4.32 (0.38) t test 0.02

Mean (SD) systolic BP (mmHg) 138.4 (9.7) 136.6 (6.7) t test 0.7

Mean (SD) diastolic BP (mmHg) 76.4 (4.1) 78.9 (4.1) Wilcoxon 0.1

Mean (SD) Wellbeing score* 23.9(1 .05) 23.1 (1.6) t test 0.2
*Well Being Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36 high)

4.4.8.2 Secondary outcomes

The difference between BMl in the intervention group and in the control group 

remained statistically significant in the per protocol cluster level analysis. The 

difference between the two groups MARS scores was borderline statistically significant 

(p 0.05). There was no difference between the groups in relation to the other secondary 

outcomes. (Table 4.28)
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Table 4.28 Per protocol cluster level o f  secondary outcomes at follow-up

O utcom e m easure In terv en tio n  g roup  
M ean (SD) 

n=10

C o n tro l g ro u p  
M ean (SD) 

n=10

Test p
value

Mean (SD) BMI 30.1 (1.5) 31 .7 (1 .1 ) t test 0.01

Mean (SD) M ARS score* 24.3 (0.4) 23.9 (0.4) Wilcoxon 0.05

Mean (SD) DMSES^ 119.3(11.9) 117.5(8.1) Wilcoxon 0.3

Mean (SD) SDSCA general diet* 5.4 (0.9) 5.2 (0.5) t test 0.4

Mean (SD) SDSCA specific diet’ 4.3 (0.4) 4.1 (0.6) t test 0.3

Mean (SD) SDSCA exercise* 3 (0.5) 3 (0.4) t test 0.9

Mean (SD) SDSCA footcare* 3.2 (0.2) 3.5 (0.2) t test 0.3

Mean (SD) SDSCA glucose 
monitoring*

5 (0.8) 4.3 (0.7) Wilcoxon 0.1

Mean (SD) Social support^ 23.9 (2.1) 23 (4.3) t test 0.6

Mean (SD) no o f  visits to GP in 
previous 12 months

6.3 (3.4) 5.9 (2.4) Wilcoxon 0.9

Mean (SD) no o f  visits to practice 
nurse in previous 12 months

3.3 (1.8) 2.9 (0.7) t test 0.5

Mean (SD) no o f  visits to hospital 
specialist

1.5 (0.8) 1.7 (0.9) t test 0.7

Mean (SD) no o f  hospital 
adm issions in previous 12 months

0.4 (0.3) 0.5 (0.3) t test 0.4

Mean (SD) no o f  days spent in 
hospital

2.1 (2) 3.7 (3.6) t test 0.2

Mean (SD) no o f  visits to the 
em ergency departm ent in previous 
12 months

0.4 (0.3) 1.1 (2.1) t test 0.3

Mean %  smokers 14% 17.2 0.6

* MARS score ranges from 5 to 25, higher the score the better the adherence
 ̂ Diabetes M anagem ent S elf Efficacy Scale ranges from 0 to 150, (<50 low, 50-100 medium, 100-150 

high)
* Summary o f  S elf Care Activities score ranges for 0 to 7, the higher the score the higher the level o f  self 
care
 ̂ Social support score ranges from 8 to 40, the higher the score the more social support experienced
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4.4.9 Subgroup analyses

4.4.9.1 Participants with poor glycaemic control at baseline

A sub group o f participants who had poorly controlled diabetes (H bA lc above 8%Hb) 

at baseline was examined in more detail. Seventy six (19.2%) o f participants had a 

H bA lc above 8%Hb at baseline. The mean H bA lc in both intervention and control 

groups was lower at follow-up than at baseline (Intervention group 8.2%Hb and Control 

group 8.5%Hb). This reduction was greater in the intervention group (-1.5%Hb) than 

the control group (-0.7%Hb), though not statistically significant. At follow-up over half 

o f these individuals in the intervention group had a H bA lc o f  equal to or less than 

8%Hb compared to a third in the control group. (Table 4.29)

Table 4.29 Pattern o f H bA lc in those participants (n=76) w ithH bA lc > 8%Hb at 

baseline

In tervention C o n tro l p  value

M ean (SD) H b A lc  ( % H b )  at baseline 9.6 (1.2) 9.2 (1.2) 0,2*

n=31 n=36

M ean (SD) H b A lc  ( % H b )  at follow-up 8.2 (1.7) 8.5 (1.5) 0,6*

n=24 11

M ean  (SD) difference of  H b A lc  (% H b ) -1,5 (1.9) -0.7 (1,4) 0,2*

between follow-up and  baseline n=24 n=27

No (% )  H b A lc  ^ 8 %  H b a t  follow-up 14 (52) 12 (33) 0,3^

* Wilcoxon ^chi square

4.4.9.2 Particpants with a systolic blood pressure o f > 135mmHg at baseline

Among the participants who had a systolic blood pressure above 135mmHg at baseline 

the mean systolic blood pressure in both intervention and control groups was lower at 

follow-up than at baseline. There was a greater mean difference reduction in the 

intervention group than the control group (-18.2 versus -13.5 respectively) though this 

difference was not statistically significant. At follow-up a higher proportion o f these
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individuals in the intervention group than in the control group had a systolic BP less 

than or equal to 135mm/Hg. (Table 4.30)

Table 4.30 Pattern o f systolic blood pressure in those participants (n=167) with systolic 

blood pressure above 135mmHg at baseline

Intervention Control p  value

Mean systolic BP (mmHg) at baseline 156(15)

n=l33

153 (13.9) 

n=134

0.06*

Mean systolic BP (mmHg) at follow-up 138 (20.1) 

(n=II7)

139(15.2)

(n=110)

0.5*

Mean difference of systloic BP (mmHg) between 

follow-up and baseline

-18.2

(n=117)

-13.5

(n = l l l )

0.09*

No (% ) systolic BP <_135 mmHg a t follow-up 56 (48) 43 (39) 0.2^

* W ilcoxon test chi square test

4.4.9.3 Participants with a diastolic blood pressure o f  > SOmmHg at baseline

Among the participants who had a diastolic blood pressure above SOmmHg at baseline 

the mean diastolic blood pressure in both intervention and control groups was lower at 

follow-up than at baseline. There was a greater mean difference reduction in the 

intervention group than the control group (-9.9 versus -9.1 respectively), though this 

difference was not statistically significant. At follow-up a higher proportion o f these 

individuals in the intervention group than in the control group had a diastolic BP equal 

to or below 80mm/Hg. (Table 4.31)
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Table 4.31 Pattern o f diastolic blood pressure in those participants with diastolic blood 

pressure above SOmmHg at baseline (n=201)

Intervention Control p  value

Mean diastolic BP (mmHg) at baseline 89 (6 .8 ) 90 (6 .4 ) 0 .4 *

(n=94) (n=107)

Mean diastolic BP (mmHg) at follow-up (n=169) 79 (8 .7 ) 8 0 ( 8) 0 .3^

(n=80) (n=89)

Mean difference of diastolic BP (mmHg) between -9 .9 ( 10.2 ) -9.1 (9 .5 ) 0 .4 *

at follow-up and baseline (n=80) (n=89)

No (% ) diastolic BP <_80 mmHg at follow-up 49  (69 ) 54 (61 ) 09*

* W ilcoxon rank sum test t test  ̂chi square

4.4.9.4 Participants with a cholesterol level above 4.8mmol/l at baseline

At baseline 101 (26%) participants had a cholesterol level above 4.8mmol/l. The mean 

difference in the reduction o f cholesterol among participants with a cholesterol higher 

than 4.8 at baseline was higher in the intervention group compared to the control group 

(-1.2 mmol/1 versus -0.8mmol/l respectively). At follow-up almost three quarters o f 

these participants in the intervention group had cholesterol levels below or equal to 4.8 

mmol/1 compared to half o f participants in the control group. (Table 4.32)
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Table 4.32 Pattern o f cholesterol in those participants (n=101) with cholesterol above 

4.8mmol/l at baseline

Intervention Control p  value

Mean cholesterol (mmol/l) at baseline 5 .7(1)

n=35

5.7 (1.2) 

n=66

0.9*

Mean cholesterol (mmol/l) at follow-up 4.4 (1.2) 

n=30

4 .8 (1 )

n=54

0.06'

Mean difference o f  cholesterol (mmol/l) between 

follow-up and baseline

-1.2 (1.6) 

n=30

-0.8 (1.6) 

n=54

0.3^

No (%) cholesterol < 4.8 at follow-up

. . . . . i . .  _...

22 (73) 28 (52) 0.06*

*ttest W ilcoxontest  * chi square

4.4.9.5 Participants with a wellbeing score below 25 at baseline

Among those who had a wellbeing score o f  less than 25 at baseline the mean score was 

18.9 in the intervention group and 17.6 in the control group. The mean wellbeing score 

in both groups was higher at follow-up (21.1 in the intervention group and 20.2 in the 

control group). The mean increase in the wellbeing score was higher in the control 

group than in the intervention group. Similar proportions o f these participants in the 

intervention group and control group had a wellbeing score o f above 25 at follow-up. 

(Table 4.33)
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Table 4.33 Pattern o f wellbeing score in those participants with a wellbeing score below 

25 at baseline

Intervention Control p  value

Mean (SD) wellbeing score at baseline 18.9 (5.5) 17.6 (4.4) 0.08^

(n=86j (n=97)

Mean (SD) wellbeing score at follow-up 21.1 (4.6) 20.2 (6.0) 0.4’

(n=57) (n -72)

Mean (SD) difference o f  wellbeing score between 1.9 (5.6) 2.6  (6.4) 0.5’

follow-up and baseline (n=57) (n=72)

No (%) wellbeing score > 25 at follow-up 9(1 1 ) 12 (12) O.l®*

*Well Being Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36 high) 
 ̂ t test * Wilcoxon test  ̂chi square test

4.4.9.6 Individuals with a BMI above 34.9 at baseline

Among participants who had a BMI o f above 34.9 at baseline there was a reduction o f 

mean BMI in both the intervention and control groups. The mean reduction in both 

groups was similar (-0.7 in the intervention group compared to -0.6 in the control 

group). Similar proportions o f  intervention and control participants had a BMI less than 

or equal to 34.9 at follow-up (22% in the intervention group and 19% in the control 

group). Similar proportions o f  these participants in the intervention group and control 

group had BMI o f equal to or below 34.9 at follow-up. (Table 4.34)

123



Table 4.34 Pattern of BMI in those participants with BMI above 34.9 at baseline

Intervention C ontrol p value

Mean BMI at baseline 38.5

(n=43)

39.9

(n=56)

0.08*

Mean systolic BMI at follow-up 37.9

(n=36)

39.3

(n=47)

0.2*

Mean difference of BMI between follow-up and -0.7 

baseline (n=36)

-0.6

(n=47)

0.8*

No (% ) BMI <34.9  a t follow-up 8(22) 9(19) 0.7^

*Wilcoxon rank sum test ^chi square test

4.4.9.7 Participants below targets fo r  BP, HbAlc, cholesterol and BMI at baseline 

and follow-up

At baseline 2% of the intervention group and 4% of the control group were well 

controlled below targets for BP, HbAlc and cholesterol and had a BMI less than 27. In 

the intervention group this proportion increased by 7% whereas it decreased by 2% in 

the control group at follow-up. (Table 4.35)

Table 4.35 Descriptive analysis of participants below targets for BP, HbAlc, cholesterol 

and BMI

INTERVENTION 

Baseline Follow-up 

No (% ) No (% )

CONTROL 

Baseline Follow-up 

No (% ) No (% )

Below targets for BP, HbAlc, 3/186 (2) 15/164 (9) 

Cholesterol, BMI*

7/200 (4) 4/168 (2)

♦Target for BP= 135/80, HbAlc= 7%, cho lestero l 4.8, BM1=27
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4.4.10 Summary of final results

All twenty clusters and 85% o f participants were followed up. Participants that were 

followed-up were very similar to those lost to follow-up.

At follow-up in the simple cluster intention to treat analysis mean H bA lc, mean 

cholesterol, mean diastolic blood pressure, mean systolic blood pressure were lower, 

and the mean wellbeing score higher in the intervention group than in the control group. 

But only cholesterol and BMl were found to be statistically significantly lower in the 

intervention group than in the control group at follow-up. Mixed effects multiple 

regression models were constructed on all primary outcomes and BMI (the only 

secondary outcome that was statistically significant in previous analyses). A brief 

summary o f  the findings for each outcome is presented below.

Primary outcomes

The mean H bA lc was very similar in both groups (Intervention group=7.05%Hb, 

Control group=7.16%Hb). The difference between intervention and control group,

0.1 %Hb, was statistically significant.

The mean cholesterol in the intervention group was 4.0mmol/l and the control group 

4.3mmol/l. The difference between the intervention and control group was shown to be 

non-statistically significant.

The mean systolic BP in the intervention group was 136mg/Hg and in the control group 

136.6mg/Hg. The marginal difference between the two groups was non-statistically 

significant.

The mean diastolic BP in the intervention group was 70.5mg/Hg compared to 

78.9mg/Hg in the control group. This difference was non-statistically significant.

The mean wellbeing score in the intervention group was 23.7and the control group 23.1, 

indicating a medium level o f wellbeing. This marginal difference between intervention 

and control group was shown to be non-statistically significant.



Secondary outcomes

The mean BMI was in the obese category in both the intervention group (30.3) and the 

control group (31.7). The difference between intervention and control group at follow- 

up was neither clinically or statistically significant in the regression analysis.

There were no statistically significant differences between the two groups in any o f the 

psychosocial outcomes. The mean MARS was marginally higher in the intervention 

group (24.1) than the control group (23.9), though both indicated good adherence. The 

mean self efficacy (DMSES) levels were very similar and remained high in both groups 

(Intervention group= 117, Control group= 117.5). There were marginal differences in 

all o f  the mean self care activities scores (SDSCA) between the intervention and control 

groups. The mean social support levels were very similar in both groups (Intervention 

group= 23.6, Control group= 23) and indicated a moderate level o f  support.

Any difference between the two groups in relation to all the process o f care outcomes 

(no. o f visits to the practice nurse and general practitioner, no. o f hospital visits and 

admissions, no. o f days spent in hospital) was found to be non-statistically significant.

A slightly higher percentage o f participants in the intervention group (18%) than in the 

control group (18%) reported being smokers at follow-up, though the difference was 

found to be non- statistically significant.

Further analysis

Further analyses were conducted. The per protocol analyses revealed similar results to 

the intention to treat analyses. Subgroup analyses o f participants with high H bA lc, 

high BP, high cholesterol and high BMI at baseline, showed a non-statistically 

significant reduction in intervention and control participants in all these outcomes 

between baseline and follow-up. Low proportions o f participants in both groups were 

below targets in all the biophysical outcomes at baseline and follow-up. At follow-up 

there was an increase in proportion o f  individuals who were below all biophysical 

targets in the intervention group but a decrease in this proportion in the control group.
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4.4.11 Final analysis of peer supporters’ data

Twenty eight (97%) peer supporters were followed up. As the sample size o f  peer 

supporters was small only a descriptive analysis at baseline and follow-up was 

conducted. At follow-up mean H B A lc, mean cholesterol, mean systolic and diastolic 

blood pressure were generally lower than at baseline. Interestingly the mean Wellbeing 

score was lower at follow-up indicating a reduction in feeling o f  wellbeing, dropping 

from a mean high level o f wellbeing at baseline to a medium level o f wellbeing at 

follow-up. (Table 4.36)

Table 4.36 Peer supporters’ primary outcome measures at baseline and follow-up

O utcom e measure Baseline

n=26*

Follow-up

n=28

Mean ( S D ) H B A I c ( % ) 6.8 (1.3) 6 .9 (1 .1 )

Mean (SD ) cholesterol (mmol/1) 4 .3 ( 1 ) 3.7 (0.8)

Mean (SD ) systolic BP (mmHg) 140.3 (16.1) 1 39 (1 3 .3 )

Mean (SD ) diastolic BP (mmHg) 82.8 (9.6) 7 8 (1 0 .4 )

Mean (SD ) Wellbeing score^ 27 (6 .3) 24.1 (4.7)

* Data on biophysical outcomes on three peer supporters missing  
 ̂Well Being Score ranges from 0 to 36 (1-12 low, 13-24 medium, 25-36  high)

A higher proportion o f peer supporters had good control o f cholesterol and blood 

pressure at follow-up than at baseline. This was not the case with H bA lc as a higher 

proportion were above the target o f 7%Hb at follow-up than at baseline (39% at follow- 

up compared to 29% at baseline). (Table 4.37)

Table 4.37 Peer supporters above the specified targets for primary outcomes

Baseline*
n=26

Follow-up
n=28

N o  (%) H B A lc > 7 % 7 ( 2 9 ) 11 (39)

N o  (%) Cholesterol>4.8mg/DL 1 0 (3 9 ) 4 ( 1 1 )

N o (%) Systolic BP >135m m H g 15 (60) 1 8 (6 4 )

N o (%) Diastolic BP >80m m H g 13 (52) 1 0 (3 6 )

* Data on biophysical outcomes on three peer supporters missing

Univariate analysis o f the peer supporters’ secondary outcomes revealed a marginally 

lower mean BMI at follow up (30.1 compared to 30.2). Their mean number o f visits to
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the GP and practice nurse was higher at follow-up than at baseline, though the mean 

number o f visits to a hospital specialist was lower at follow up compared to baseline. 

Hospital visits and number o f days spent in hospital increased from baseline to follow 

up. Mean MARS, DMSES SDSCA diet, exercise and glucose monitoring scores and 

social support were marginally lower at follow up than at baseline. The mean SDSCA 

score for footcare was higher at follow-up. (Table 4.38)
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Table 4.38 Peer supporters’ secondary outcome measures at baseline and follow-up

O utcom e m easure Baseline
n=29

Follow-up
n=28

Mean (SD) BMl 30.2 (4.4) 30.1 (4.4)

Mean (SD) M ARS score* 23 .7 (1 .8 ) 23.5 (1.8)

Mean (SD) DMSES^ 131 (13.6) 121 (21.6)

Mean (SD) SDSCA general d ie tj 5.5 (1.4) 4.4 (1.9)

Mean (SD) SDSCA specific d ie tj 4.7 (1.4) 4.5 (1.2)

Mean (SD) SDSCA exercise j 4.1 (2.2) 3.8 (2.3)

Mean (SD) SDSCA footcarej 3.1 (2.5) 3.6 (2.5)

Mean (SD) SDSCA glucose m onitoringj 5.4 (2.5) 4.3 (2.6)

Mean (SD) Social support** 25.6 (9.7) 23.2 (8.1)

Mean (SD) total no o f  visits to GP in 
previous 12 months

4.7 (3.7) 5.5 (4.6)

Mean (SD) total no o f  visits to practice 
nurse in previous 12 months

2.7 (2) 3.7 (2.8)

Mean (SD) no o f  visits to a hospital 
specialist 12 months

3 .2 (8 ) 1.6 (2.1)

Mean (SD) o f  hospital adm issions in 
previous 12 months

0.3 (0.9) 0.5 (1.1)

Mean (SD) num ber o f  days spent in 
hospital

1.8 (6.6) 5 (1 6 .)

Mean (SD) o f  visits to the em ergency 
departm ent in previous 12 months

0.1 (0.3) 0.3 (1.1)

No (%) smoking 4 /2 7 (15 ) 5/28 (18)

* M ARS score ranges from 5 to 25, higher the score the better the adherence
 ̂Diabetes M anagem ent S elf Efficacy Scale ranges from 0 to 150, (<50 low, 50-100 medium, 100-150 

high)
J Summary o f  S elf Care Activities score ranges for 0 to 7, the higher the score the higher the level o f  se lf 
care
** Social support score ranges from 8 to 40, the higher the score the more social support experienced 

4.4.12 Summary of peer supporter final results

The follow-up rate o f peer supporters was excellent, 28/29 (97%). At follow-up mean 

diastolic and systolic BP, cholesterol and wellbeing were lower than at baseline. Mean 

H bAlc was almost the same between baseline (6.8%Hb) and follow-up (6.9%Hb). A 

lower proportion o f peer supporters were above target for cholesterol and diastolic
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blood pressure at follow-up. A higher proportion of peer supporters were above targets 

for HbAlc and systolic blood pressure at follow-up. Their mean wellbeing score was 

lower at follow-up indication a reduction in feeling of wellbeing.

O f the secondary biophysical and psychosocial outcomes mean BMI, mean MARS 

score, mean DMSES, mean social support scores, mean SDSCA diet, exercise and 

glucose monitoring were marginally lower at follow-up than at baseline. O f the process 

of care outcomes there was an increase in the mean number of visits to the GP and 

practice nurse but a decrease in the mean number of hospital visits. The mean number 

of hospital admissions, number of days spent in hospital and visits to the emergency 

department in the previous 12 months increased. The proportion of peer supporters who 

reported being smokers increased from 15% at baseline to 18% at follow-up.
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5 PROCESS EVALUATION AND TREATMENT FIDELITY

This chapter is divided into two sections:

5T Process evaluation 

5.2 Treatment fidelity

5.1 PROCESS EVALAUTION

5.1.1 Practice retention to the study

The twenty practices recruited to the study were retained for the duration o f  the study. 

GMP was in contact with the practice nurses throughout the study. The mean number 

o f phonecalls to practice staff was 15 (average length 10 minutes), mean number o f 

letters was 5, mean number o f meetings with practice staff was 9. The mean number o f 

total contacts with practices was 29.

The intervention practice nurses needed more support as they were organizing the group 

meetings. On average, GMP was in contact 36.6 times with each o f nurses, the majority 

o f these contacts were on the telephone. The control practice nurses were each 

contacted approximately 21.8 times by GMP during the course o f the study. As with 

the intervention group, most o f these contacts with the practice nurses was on the 

telephone.(Table 5.1)

In the process evaluation focus groups, practice nurses reported that they enjoyed taking 

part in the study, were adequately supported and were adequately reimbursed for their 

work (qualitative report. Appendix 14) It is likely the fact that the practice nurses were 

happy with their involvement in the study contributed to 100% retention o f practices in 

the study.
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Table 5.1 Number of contacts with practice staff

Practice In terven t ion / No o f  phone calls No of No of  face to face Total

ID C ontro l /emails letters meetings

1 1 29 5 19 53

2 1 18 5 8 31

3 1 30 5 10 45

4 1 22 5 7 34

5 1 21 5 9 35

6 I 13 5 8 26

7 1 18 5 10 33

8 1 17 5 9 31

9 1 21 5 17 43

10 I 19 5 11 35

11 C 12 5 10 27

12 C 10 5 6 21

13 c 10 5 6 21

14 c 13 5 9 27

15 c 9 5 8 22

16 c 8 5 7 20

17 c 9 5 7 21

18 c 7 5 8 18

19 c 10 5 6 21

20 c 8 5 7 20

5.1.2 Peer supporter retention to study

Twenty nine peer supporters were recruited at the beginning of the intervention. Each 

peer supporter attended training as previously outlined in Section 3.5.6.2 and committed 

to approximately nine hours for conducting the meetings. During the two years of the 

intervention six peer supporters resigned from their role for various reasons: two peer 

supporters became ill and had recurrent hospital admissions, three had spouses who 

became ill and one had family responsibilities that took priority. Of the six who 

resigned, two returned to the groups in the capacity of a participant rather than a peer 

supporter for the final meetings. In five practices, groups merged as attendance dropped 

and so there were enough peer supporters to facilitate the groups except in the case of 

one practice where two peer supporters resigned at the same time.

In this practice two new peer supporters were recruited from the participants in the 

groups and were trained to take on the role o f peer supporter by GMP on an individual 

basis.
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The problem o f peer supporters resigning was anticipated in the protocol and 

procedures were developed to recruit a peer supporter from the groups’ participants if  

the need arose. Peer supporters were asked to identify an individual at the first meeting 

who may be suitable to be trained as a peer supporter if the need arose during the course 

o f the study.

5.1.3 Peer support group meetings

The ten intervention practices established peer support meetings in their practices.

5,1.3.1 Number o f  peer support groups

The intervention was implemented into all 10 general practices for the two years o f the 

intervention. At the commencement o f the intervention 29 peer support groups were 

established. Two years later at the end o f the intervention, due to a drop in attendance, 

several groups were merged and there were 19 peer support groups active in the ten 

practices. (See Table 5.2)

Table 5.2 Number o f  peer support groups per practice established at the beginning o f 

the intervention and number at the end o f the intervention

Practice ID No o f  groups at beginning o f No o f  groups at end of

intervention intervention

1 3 2

2 3 3

3 3 1

4 3 1

5 3 2

6 2 2

7 3 2

8 3 3

9 3 2

10 3 1

Total 29 19

5.1.3.2 Peer support group meetings attendance per practice

O f the 192 participants recruited to the intervention group 34 (18%) did not receive the 

intervention as they failed to attend any meeting.
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Those who did not attend the first two meetings were contacted by telephone by GMP 

and asked why they failed to attend. Reasons given for not attending included being too 

busy, family bereavement, travels regularly, cancer diagnosis, embarrassed about 

illness, difficulty hearing in a group and lack of interest.(See flow diagram, Figure 4.3)

The numbers of participants and peer supporters attending each meeting per practice are 

presented in Table 5.3. The first meeting had the highest attendance (145/159, 91% of 

participants who received the intervention), with the eigth meeting having the lowest 

attendance (91/159, 57% of participants who received the intervention). Attendance 

varied per practice and per meeting. The mean number of meetings individuals 

attended was 5. The two rural practices (Practices 2 and 5) had higher meeting 

attendance than the urban practices.

Table 5.3 Number of participants attending per practice per meeting (numbers include 

participants and peer supporters)

Pra c t i c e  ID N u m b e r a t t e n d e d  pe r mee t i ng n u m b e r

1 2 3 4 5 6 7 8 9

1 12 7 9 10 9 8 8 8 7

2 21 16 13 12 10 13 10 11 12

3 11 12 11 14 6 6 7 5 6

4 14 9 11 11 9 9 6 2 10

5 19 21 19 16 12 16 12 4 12

6 13 11 11 9 11 9 8 9 8

7 14 10 12 13 10 10 10 10 8

8 17 11 14 6 12 11 11 9 9

9 13 8 11 11 8 9 9 9 8

10 11 9 9 9 11 11 9 10 11

Total 145 114 120 111 98 108 90 83 91

5.1.3.3 Topics discussed

All nine topic guides were discussed in each group. As mentioned below in Section

5.2.1.3 in the case of two groups the nine meeting schedules were condensed into eight 

meetings for logistical reasons. In two groups the peer supporters changed the sequence 

of the meeting schedule in order to meet the needs o f their group. In addition to the 

structured component that was discussed at the beginning of each meeting, information
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on other topics discussed in the meetings was obtained from the peer supporters’ log 

records, the FAQs (Appendix 15) and from talking to each peer supporter after each o f 

their meetings. Table 5.4 outlines specific topics discussed in each meeting. In addition 

to the scheduled topics diet and footcare were the most commonly discussed topics.
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Table 5.4 Specific topics discussed in the peer support meetings

M eeting 1
Introduction

Medical issues- Causes o f  diabetes, prevention o f  diabetes, glycaem ic control, 
footcare
General issues- Identification bracelets/ cards for people with diabetes

M eeting 2
Heart and 

vascular disease

M edication- aspirin, statins, insulin 
Exercise- different form s o f  exercise
Medical issues- skin infections, link between heart disease and diabetes, BMI 
Diet- fish, fruit
Footcare- difficulty obtaining chiropody appointments
Blood sugar testing- frequency, effects o f  stress and alcohol on blood sugar
General issues- Car insurance

M eeting 3
Blood sugar 

levels

M edication- safety o f  Lipitor
M edical issues- glycaem ic control, reduction in H bA lc targets, hypoglycaemia, 
fluctuation o f  blood glucose levels
Diet- water intake, bedtim e snack, white bread, fish oil supplements, safety o f 
com plem entary therapies, leg cramps, progression on to insulin 
Footcare- safety o f  foot spas

M eeting 4
Healthy eating

M edical issues- aetiology o f  diabetes, libdo and erection problem s, problem s with 
injection sites, H bA lc
Diet- trans fats, MSG, artificial sweeteners, fish, food labeling, prim rose oil and fish 
oil supplements
General issues- counseling for people with type 2 diabetes

M eeting 5
Medication

M edication- m edication safety/changing dose o f  medications, ACE inhititors, 
instructions regarding tim ing o f  medication taking
M edical issue-dental problem s and diabetes, arthritis and diabetes, fluid retention. 
Diet- artificial sweetners, ‘diabetic” foods 
Footcare- nerve dam age in the feet
General- difficulties arranging appointments for ophthalm ology and chiropody

M eeting 6
Exercise

M edication- side effects o f  medication
Exercise- what form o f  exercise can people with m obility problem s do 
Medical issues- leg cramps, what is potassium, gout, tiredness and sleeping 
problems, hyperglycaem ia 
Diet-vitamin and fish oil supplement 
Footcare- free chiropody entitlements

M eeting 7
Foot care

M edication-glucosam ine
Medical issues- link between sleep apnoea and diabetes, life expectancy with 
diabetes, leg cramps, neuropathy, erectile dysfunction, difference between optican 
and ophthalm ologist, nephropathy
Diet-sugar content in bananas, stress and cravings for sugar 
Footcare- skin problem s on the feet, suitable cream for feet, orthotics, poor 
circulation in the feet, using a hot water bottle or an electric blanket 
General issues- com pression stockings and flying

M eeting 8
Eye and kidney 
com plications

Exercise- taking food before exercise, exercising with high blood sugars 
Medical issues- sleeping problem s, retinopathy, nephropathy and neuropathy, BP 
m onitors, heart disease 
Diet- sources o f  protein
General issues- com pression stockings, GM S cards

M eeting 9
Living with 

diabetes

M edication- sleeping problem s and medication.
Diet- convenience foods
Footcare- cold feet and numbness in feet
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5.2 TREATMENT FIDELITY

5.2.1 Treatment design

5.2.1.1 Structured diabetes care

All intervention and control practices implemented structured diabetes care as outlined 

in Section 3.5.4. Patients were recalled every four to six months for a diabetes review 

with the GP and/ or the practice nurse. During the two years o f the RCT the mean 

number o f  visits to the GP was 2.4 (SD 2.2) and the mean number o f visits to the 

practice nurse was 4.5 (SD 2.2) for a diabetes review. Table 5.5 presents the mean and 

median number o f visits to the GP, practice nurse and both for a diabetes review per 

practice.

Participants in only one practice (Practice 10) attended their GP and/or practice nurse 

less often than the specified four to six months for a diabetes review. Participants in 

this practice attended for a diabetes review a mean and median o f  three times over the 

two years o f the study. Participants in over half o f the practices attended their GP 

and/or practice nurse more often than the specified four to six months. Interestingly 

eight o f  these practices were intervention practices. The mean number o f practice nurse 

visits was higher in the control group than in the intervention group (4.9 versus 4.1). 

The mean number o f GP visits was higher in the intervention group than in the control 

group (2.2 versus 2). The mean number o f  total visits was higher in the control group 

than the intervention group (7.5 versus 6.3).
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Table 5.5 Mean (standard deviation) number of visits to the GP, practice nurse and both 

for a diabetes review per practice.

Practice

ID

In tervent ion /

C on tro l

M ean (SD) no of 

visits to G P  for 

diabetes review

M ean (SD) no of  

visits to PN for 

diabetes review

M ean (SD) no of  visits 

to G P  and  PN for 

d iabetes review

1 I 2.6 (2.9) 2.3 (1.6) 4.9 (3.5)

2 1 6.1 (1.7) 6.3 (2.7) 12.4 (4.1)

3 1 2.2 (1.2) 6.8 (1.5) 9(2 .1 )

4 1 3 (2.3) 3.6 (1.4) 6.6 (3.3)

5 1 0.7 (1.2) 5 (2.9) 5.7 (3.2

6 1 2.3 (1.7) 4 (1 .7 ) 6.3 (2.5)

7 I 1.2(1.5) 3.9 (1.8) 4.8 (2.3)

8 1 2.3 (1.9) 2.6 (1.5) 4.9 (2.7)

9 1 0.9 (1.5) 5 .9(1.8) 6 .8(3)

10 1 1.3 (1.3) 1.8(1) 3.1 (2)

11 C 3.1 (1.2) 5.3 (1.6) 8.4 (2.4)

12 C 1.7 (0.8) 6 .4 (1 ) 8.1 (1.7)

13 c 1.7(3) 4.9 (1.2) 6.6 (3.9)

14 c 3.1 (1.8) 5 (1 .2) 8.4 (2.1)

15 c 2.5 (1.6) 3.2 (1.4) 5.6 (1.6)

16 c 6.1 (2,2) 6.9 (2.3) 13(4.2)

17 c 0.2 (0.5) 5.1 (1.2) 5.2 (1.4)

18 c 3 .2(1) 4.1 (1.2) 7.1 (1.9)

19 c 3.2 (2.9) 3.7(1 .1) 6.9 (3.4)

20 c 1.4 (1.3) 4.8 (0.9) 6.2 (1.7)

5.2.1.2 Length o f  peer support meetings

The mean and median length of meetings was one hour.

5.2.1.3 Number o f  peer support meetings

Each peer support group met nine times except in the case of two groups in Practice 5 

and 8. In these two groups the intervention was condensed into eight meetings. In one 

of these groups a meeting was missed due to being too close to Christmas holidays. In 

the other group’s case, the peer supporter was sick for one meeting and so it was 

cancelled at short notice.
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5.2.2 Training procedures

5.2.2.1 Practice based sessions fo r  GPs and practice nurses

All the participating GPs and practice nurses received a practice based training session 

conducted by SMS on structured diabetes care and an update in diabetes care in the 

primary care setting as described in Section 3.5.4.2. The training session lasted at least 

one hour and at least one GP and one practice nurse attended in every practice. (Section 

3.5.4.1). In most cases additional GPs attended.

5.2.2.2 Training sessions fo r  practice nurses

All the practice nurses from the study practices were trained according to the study 

protocol. The practice nurses from the participating practices were invited to attend the 

first two practice nurse training sessions at Trinity College. Practice nurses from all but 

two practices attended this training session. Practice nurses from two practices were 

unavailable to attend and so GMP conducted the training with the individuals in their 

practices. All the practice nurses received training prior to the commencement o f the 

intervention. The third training session was conducted at practice level by GMP. This 

training session was conducted prior to the final data collection. During the study there 

was a change over o f practice nurse in one intervention practice. The new practice 

nurse was trained by GMP in the practice as per the training protocol.

5.2.2.3 Training fo r  peer supporters

All the peer supporters were trained according to the protocol (Section 3.5.6.2). Prior to 

the intervention 26 peer supporters attended two training sessions (five hours in total). 

GMP conducted training sessions for the remaining three o f the peer supporters in their 

own homes as they were not available on the dates o f the group training sessions. The 

two peer supporters who were recruited during the intervention received the two 

training sessions in their own homes by GMP prior to taking up the role as peer 

supporter. The peer supporters indicated that they had received more than enough 

training and support to fulfil their role as peer supporters (Qualitative report Appendix 

16).
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5.2.3 Delivery of treatment

5.2.3.1 Peer support man ual

All the peer supporters received a copy o f the training manual. The peer supporter 

training was based around this manual so to familiarise the peer supporters with relevant 

material for their group meetings.

5.2.3.2 Contacts with project manager between group meetings

GMP kept in contact with the peer supporters throughout the intervention through 

telephone calls, letters, emails and social events. Following each group meeting GMP 

phoned and wrote to all the peer supporters. The mean number o f phonecalls to peer 

supporters was 11 (average length 15 minutes), mean number o f  letters was 12 and the 

mean number o f meetings with peer supporters was 5. The mean number o f  total 

contacts with peer supporters was 25.

O f the 22 peer supporters who were retained for the duration o f  the intervention GMP 

met each o f them an average o f 5 times, telephoned them an average o f 12 times and 

wrote to them an average o f 14 times (Table 5.6).
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Table 5.6 Details o f  number o f  meetings conducted by peer supporters and their contact with project manager during the intervention

P e e r  s u p p o r t e r  ID P r a c t i c e  ID N o o f  m e e t in g s  
c o n d u c t e d

N o  o f  log d i a r y  
f o rm s  r e t u r n e d

N o o f  T e l e p h o n e  
calls

N o o f E
m ai ls

N o  o f  L e t t e r s N o o f  t im e s  m e t  in 
p e r s o n

1* 1 9 8 16 0 14 6
1 * 1 9 6 13 0 14 5
3 * * 1 4 3 10 0 11 2
4 2 9 9 14 0 14 6
5 2 9 9 12 0 14 6
6 2 9 4 11 0 14 6
7* 3 9 2 10 0 14 4
8* 3 9 4 13 0 14 5
9* 3 9 8 14 0 14 6
10* * 4 7 7 12 0 12 5
11*^ 4 4 4 7 0 11 4
12* 4 9 6 14 0 14 6
13 5 8 6 16 0 14 3
14* 5 4 4 10 0 9 2
15* 5 3 3 4 0 6 2
16* 5 4 4 9 0 5 2
17* 5 3 3 5 0 9 2
18 6 9 9 9 0 14 2
19 6 9 6 10 0 14 3
20* 7 9 9 11 10 14 6
21* 7 9 9 8 12 14 6
2 2 * * 7 2 2 4 0 6 2
23 8 9 9 13 0 14 6
24 8 8 5 16 0 14 5
25 8 9 9 16 0 14 6
26** 9 5 1 9 0 6 4
27* 9 9 9 14 1 14 6
28* 9 9 9 10 5 14 4
29* 10 9 7 10 0 14 4
30* 10 9 3 11 0 14 6
31* 10 9 2 12

♦
0 14 6

* G roups m erged in practice due to small num bers. ^Peer supporters resigned during intervention *Peer supporters recruited during intervention
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5.2.33 Peer supporters ’  log diaries

In general the peer supporters returned their log diaries following their nine meetings. 

There were four exceptions who despite being reminded often failed to return them. 

GMP spoke to each peer supporter after their meetings and so gained insight into the 

nature o f the meetings, the topics discussed and if  any problems arose. GMP 

documented her telephone calls and other correspondence with the peer supporters. 

Table 5.4 and Section 5.1.3.3 outline the issues discussed at the meetings.

5.2.3.4 Focus groups with participants, peer supporters and health professionals

Focus groups were held with both peer supporters and participants. Two focus groups 

were held with the peer supporters, one peer supporter from each intervention practice 

was involved in the focus groups. Five focus groups were held with the participants in 

the intervention group. Participants from rural, urban, deprived, small and large 

practices were represented in the focus groups.

5.2.3.4.1 Qualitative summary

The analysis o f the focus groups with the peer supporters indicated that the intervention 

was delivered as specified in the protocol. The intervention was found to be acceptable 

to both the peer supporters and the participants with the key elements being sharing 

experiences and information in a non medical forum. Elements o f the intervention that 

the peer supporters and participants found most useful was the literature provided 

including the FAQs, the primary care setting, the frequency o f the meetings, the social 

aspect o f the meetings and the support from the research team. Poor attendance in some 

groups was identified as the main problem experienced. (Appendix 16)

5.2.4 Receipt of treatment

5.2.4.1 Record o f  participant's attendance at meetings

The peer supporters or practice nurse documented the names o f those who attended the 

peer support meetings. Also the participants themselves were asked how many 

meetings they attended in the final questionnaire. Table 5.3 presents the numbers who 

attended the group meetings per practice.
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5.2.5 Enactment

5.2.5.1 Patient questionnaires

At baseline 395 participants and 29 peer supporters filled out the study baseline 

questionnaire and at follow-up 337 participants and 28 peer supporters filled out the 

follow-up questionnaire.

5.2.5.2 Focus groups with intervention participants

Five focus groups were held with the participants in the intervention group. Participants 

from rural, urban, deprived, small and large practices were represented in the focus 

groups.

5 . 2 . 5 . 2.1 Qualitative summary

Analysis o f the focus groups conducted among participants revealed that they had 

learned a large amount o f information from the meetings. Also the meetings had helped 

them make lifestyle changes and improve their diabetes self management. Peer 

supporters also said that they improved their diabetes self management as they were 

conscious that they were seen as “role models” . (Appendix 16)

5.3 SUMMARY OF THE PROCESS EVALUATION AND TREATMENT 

FIDELITY

Practices were fully supported throughout the study. As a result all twenty practices 

were retained in the study. O f the 29 peer supporters, 6 resigned during the two years o f 

the intervention for various reasons. Practice nurses and GPs from each practice 

received training prior to the commencement o f the study. Peer supporters received two 

training sessions before the commencement o f the intervention. Support for the peer 

supporters included regular contact with GMP, letters and social events. Both the 

practice nurses and peer supporters were satisfied with the level o f training and support 

they received throughout the study.

Structured diabetes care was successfully implemented in all control and intervention 

practices. The mean number o f visits to the GP was 2.4 and to the practice nurse was
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4.5 over the two year study period. All interv'ention practices implemented group 

meetings in their practices. Due to low attendance at some meetings some groups were 

merged. All nine topics were discussed in each group. Most groups lasted for 

approximately one hour.
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6 DISCUSSION

This chapter is divided into four sections:

6.1 Summary o f findings

6.2 Comparison o f the study with previous research

6.3 Methodological issues

6.4 Strengths and Limitations

6.1 SUMMARY OF FINDINGS

The fmdings o f this study indicate that the intervention o f peer support was not 

successful in improving participants’ biophysical, psychosocial or process o f care 

outcomes. Critical analysis o f the fmdings is necessary in order to consider the 

intervention’s generalisibility. Particular issues o f note include the good baseline levels 

o f biophysical outcomes, the proportion o f participants who had no exposure to the 

intervention and the workload involved in the delivery o f  the intervention. These issues 

will be explored in more detail below.

6.1.1 Baseline results

Participants in the control and intervention groups were similar in relation to 

demographic, biophysical and psychosocial outcomes. It is important to note that 

baseline biophysical outcomes in particular H bA lc and cholesterol were better than 

anticipated. This issue is discussed in more detail in Section 6.2.1.

Peer supporters were similar to participants except in their educational attainment with 

peer supporters being educated to a higher level. “Non participants” were similar to 

participants in terms o f sex, age and GMS status.
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6.1.2 Final results

All twenty clusters and 85% o f participants were followed up. Individual level and 

simple cluster level analysis revealed no statistically significant differences between the 

two groups in the outcomes except in the case o f  cholesterol and BMI which were lower 

in the intervention group. However, these differences were shown not to be statistically 

significant in the mixed effects linear regression models.

Mixed effects multiple regression models were developed to examine findings in more 

detail. These models controlled for cluster, group allocation, baseline variation and co- 

variates. In the case o f all primary outcomes (H bA lc, cholesterol, BP and Wellbeing) 

and BMI there was no statistically significant difference between the intervention and 

control groups at follow-up.

6.1.3 Peer supporter results

The follow-up o f  peer supporters was 97%. In view o f the small numbers o f  peer 

supporters only descriptive analysis was undertaken. The peer supporters’ mean H bA lc 

was slightly higher at follow-up compared to their mean at baseline. Their mean 

cholesterol, blood pressure and wellbeing score were lower at follow-up than at 

baseline. At follow-up compared to baseline a higher proportion o f peer supporters had 

good control o f cholesterol and blood pressure, though a lower proportion had good 

glycaemic control.

In the previous 12 months they visited the GP and practice nurse more at follow-up 

compared to baseline, but had fewer visits to the hospital for diabetes reviews. A higher 

proportion o f peer supporters were smokers at follow-up than at baseline.

6.1.4 Process evaluation

The intervention was delivered as planned in the protocol. All the practices and 23 out 

o f the 29 peer supporters were retained in the study. All the practice nurses, GPs and 

peer supporters received the planned training for their roles. Low attendance amongst 

participants was the main problem with the delivery o f the intervention. Eighteen per 

cent o f intervention participants never attended a peer support meeting and therefore 

had no exposure to the intervention.
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The process evaluation revealed the heavy workload involved in the delivery o f the 

intervention over two years. The mean number o f contacts GMP had with the 

intervention practices was 37 and with the control practices 22. Peer supporters were 

contacted on average 25 times in the duration o f the intervention. These statistics 

include training sessions, meetings, telephone calls and letters.

6.2 COMPARISON OF THE STUDY WITH PREVIOUS RESEARCH

6.2.1 Overall summary

6.2.1.1 HbAlc

There was no difference in H bA lc between the control and intervention group. This is 

similar to previous RCTs in the area o f peer support in type 2 diabetes.
-^ c o

Considermg the recommended target for H bA lc is 7.0%Hb it is important to note 

that the study participants had good glycaemic control at baseline as the mean H bA lc in 

both groups was 7.2% and over 50% had a H bA lc below 7.0%Hb. The low baseline 

H bA lc was unexpected and meant that there was little room for improvement in this 

outcome. The mean H bA lc was lower than baseline H bA lc values reported in previous 

peer support and education RCTs. For example Cade et al reported baseline H bA lcs o f 

7.5% and 7.3% for their control group and intervention groups respectively.'^^

Similarly Baski et al reported baseline H bA lcs o f 7.4% and 7.6% for their control 

group and intervention groups respectively.^^^

At follow-up the mean H bA lc in the intervention group was 7.06% and in the control 

group 7.12%, both lower than at baseline. The reduction o f H bA lc in the control group 

was anticipated due to the Hawthorne effect^^^ and was accounted for in the sample size 

calculation. Even studies with higher baseline H bA lc values have failed to show any 

differences between intervention and control groups at follow up.'^^ Cade et al 

failed to show an improvement in H bA lc however the results may have been 

compromised by the high drop out rate, particularly in the intervention g r o u p . B a s k i  

et al also failed to show a difference in H bA lc. The sample size in this study was 

relatively small (n=83) and H bA lc was not a primary outcome so it possible that it may 

was not powered to detect a difference in H bA lc.
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The issue o f tight glycaemic control (maintaining H bA lc below 7%) has been 

challenged very recently in the literature following the publication o f three large 

international trials?“ '^“  The results o f the ACCORD^*^', ADVANCE^^^ and VADT^^^ 

trials showed no reduction in complications in the participants whose H bA lc was 

tightly controlled below 7.0%. Intensive glycaemic control was associated with 

increased risk o f hypoglycaemia. In the case o f the ACCORD trial, the study was 

terminated early due to increase mortality in the intensively treated group, though the 

increase in deaths cannot be attributed to severe hypoglycaemia. The target for 

H bA lc in the ACCORD study was less than 6.0%Hb compared to 7% in the UKPDS. 

Though it is important to note the UKPDS studied younger people who were newly 

diagnosed whereas ACCORD, ADVANCE and VADT trials studied older people with 

long standing type 2 diabetes. The Quality and Outcomes Framework have recently 

lowered the target o f H bA lc from 7.5% to 7.0%. Some argue that, bearing in mind the 

recent t'mdings, this decision needs to be reconsidered in the interest o f patient safety 

and saving resources.

In view o f the results o f ACCORD, ADVANCE and VADT studies the mean H bA lcs 

at baseline and follow-up in this study (7.06% in the intervention group and 7.12% in 

the control group) are good. This may be a reflection on the standard o f practices 

recruited to the study, that is they were all training practices with practice nurses. Also 

66%) o f participants had specialist input as well as attending their GP (Table 4.8).

The proportion o f individuals in this study with poor glycaemic control (H bA lc 

>8%Hb) was also low, with 19% in this category. This proportion is substantially lower 

than previous estimates in the Irish general practice setting and suggests that the 

proportion o f people in good glycaemic control is improving over time. An audit o f  ten 

general practices in Dublin involved in the provision o f structured diabetes care 

conducted by Jennings et al, reported that 34% of patients had a H bA lc above 8%>Hb in 

2001 and 28.5% o f patients had a H bA lc above 8%)Hb in 2004.^^"* Sub group analysis 

o f participants with poor glycaemic control at baseline (>8%) found a mean difference 

o f H bA lc between follow-up and baseline o f -1.5% in the intervention group and -0.7 

in the control group. Although the numbers in the sub group were small the reduction 

in H bA lc in the intervention group suggests the intervention may have had some effect 

on these participants.
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6.2.1.2 Cholesterol

At follow-up this study found a difference o f -0.34 mmol/1 between total cholesterol in 

the intervention group and control group, though this was not found to be statistically 

significant. In the intervention group the mean total cholesterol dropped from 

4.1 mmol/1 at baseline to 3.99mol/l at follow up. Mean total cholesterol also dropped in 

the control group from 4.5mmol/l at baseline to 4.32mmol/l at follow up. The reduction 

in total cholesterol in both groups may relate to the fact that 14% o f the intervention 

group and 22% of the control group had augmentation o f lipid lowering medications 

between the two time points. At baseline just over a quarter o f participants (26%>) had a 

cholesterol level o f above 4.8mmol/l and 19% o f participants had a cholesterol level 

above 5mmol/l. Like H bA lc the mean total cholesterol at baseline in both groups was 

good for people with type 2 diabetes and therefore difficult to show improvement at 

follow-up. Previous studies in this area have also failed to show improvements in 

cholesterol.

In view o f the fact that people with diabetes have a two to three times greater risk o f
' ) f . c

coronary heart disease than people without diabetes ,focusing on maintaining their
266  267 268cholesterol below target is well documented and has been recently reinforced

since the publication o f ACCORD, ADVANCE and VADT studies^^^. Although 

cholesterol is a very important outcome for people with type 2 diabetes it has not always 

been measured in peer support trials.

The power calculation for cholesterol for this study was based on a previous RCT on 

structured care for type 2 diabetes in Ireland which found that 57%> o f participants had 

cholesterol levels above 5mmol/l.^^ The fact that only 19% o f participants in this study 

had a cholesterol level above 5mmol/l at baseline suggests that the study may not have 

had the power to show a statistically significance difference between the two groups and 

indicates improvement in management over time.
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6.2.1.3 Blood pressure

There was no significant difference in systolic and diastolic blood pressure between the 

intervenfion and control groups at follow-up (136/71mm/Hg versus 137/79mm/Hg 

respectively). Seventeen per cent o f  participants had a systolic blood pressure above 

160mm/Hg which is a considerably lower proportion than previous studies in Ireland.

In the DiSc study 46% o f participants had a systolic blood pressure o f  above 

160mm/Hg.^^ In this study the mean blood pressure at baseline was 146/81mm/Hg in 

the intervention group and 144/83mm/Hg in the control group, indicating there was 

scope for improvement. Previous peer support intervention studies have also failed to 

show any improvement in blood pressure.

There is strong epidemiological evidence that hypertension in type 2 diabetes is 

associated with adverse outcomes. Following the UKPDS the American Diabetes 

Association (ADA), among others, recommended that blood pressure be maintained 

below 130/85mmHg. This target was revised to below 130/80mmHg in 2004 and this
971 979remains the target in the 2009 ADA recommendations.

It is recommended that blood pressure is treated aggressively in order to maintain it 

below 130/80mm/Hg. This may involve treatment with two or more pharmacological 

agents.^’  ̂ In spite o f this some GPs may be reluctant to treat blood pressure so 

aggressively^^^ and patients may experience unacceptable side effects such as postural 

hypertension. This issue was covered in the training conducted by SMS for all the 

GPs and practice nurses. Similar proportions in each treatment group (39% o f the 

intervention group and 34% o f the control group) had their antihypertensive 

medications altered (medication change or addition o f another agent) between baseline 

and follow-up. This may have contributed to the considerably lower blood pressure in 

both groups at follow-up than at baseline.

Blood pressure and medication adherence were themes included in two meetings in the 

group meeting schedule. Peer supporters were trained in the importance o f maintaining 

blood pressure control and medication adherence. Provision o f information to the group 

and exchange o f ideas on medication adherence may also have contributed to the lower 

blood pressure at follow-up in the intervention group.
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6.2.1.4 Wellbeing

Negative wellbeing has been shown to be associated with diabetes and poor glycaemic 

control therefore it is important to consider wellbeing when studying people with type 2
275  276  277  • •diabetes. This study showed no statistically significant difference in wellbeing

between the intervention and control groups. Wellbeing was similar in both groups at 

baseline and at levels indicating moderate to high wellbeing. At follow-up both groups 

had a marginal drop in wellbeing scores though this was neither clinically or statistically 

significant. O f note, there was no marked deterioration in wellbeing which would have 

been a serious concern in an intervention o f this type where there would be a potential 

for sharing o f negative as well as positive experiences.

Wellbeing has only been measured in one other trial o f  peer support in type 2 diabetes,
278in which no difference was found between the two treatment groups. In other studies 

authors chose to measure depression and one study found a statistically significant 

improvement in depression in the intervention g r o u p . A l t h o u g h  there is no national 

data on wellbeing, people living in the Republic and Northern Ireland have previously 

reported relatively low levels o f  psychological distress. However the data does suggest 

that there are higher levels o f psychological distress in Northern Ireland compared to the 

R e p u b l i c . A  cluster RCT examining secondary prevention o f cardiovascular disease 

conducted in 48 general practices in the Republic and the North o f Ireland found that 

participants in the Republic o f Ireland reported better quality o f life and wellbeing than 

those in Northern Ireland.’^

6.2.1.5 BMI

The difference in BMI o f  -0.12 (Table 4.24) between the intervention group and control 

group was not statistically or clinically significant. This is similar to recent peer support 

interventions even in trials that only targeted healthy eating.

At baseline the mean BMI in the intervention group was 30.7 and in the control group it 

was 31.8 and at follow up it was 30.4 and 31.8 respectively. A BMI above 30 is 

classified as obese by the WHO classification while a BMI o f over 34.9 indicates the 

individual is at risk o f co morbidities. The high BMI found at baseline is consistent
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with basehne BMI reported in other studies o f people with type 2 diabetes 

which all reported BMIs above 30 in treatment groups.

BMI is a particularly difficult outcome to improve as in most cases it involves 

considerable lifestyle changes in relation to diet and exercise. It was interesting that 

evidence from the FAQs and the feedback from peer supporters (Section 5.2.1.3) 

suggests that diet was discussed regularly even though it was scheduled to be a theme 

for only one o f the meetings. Despite this focus on diet there was no difference in BMI 

between the intervention and control group. This finding is supported by the fact that 

there was no difference detected in participants’ adherence to their healthy diet regimen. 

The SDSCA general and specific diet sections revealed similar reported healthy eating 

patterns in participants in both the intervention and control groups. This is discussed in 

more detail in Section 6.2.1.7 below.

Maintaining weight loss or change in BMI over time is the major challenge in the
9 8 1treatment o f type 2 diabetes and obesity. Reinforcement individuals receive from

781others is very important in maintaining weight loss. It was hoped that that the 

duration o f  this intervention, two years, and the mutual support given by group 

members may have given the intervention participants the support needed to reduce and 

maintain BMI when compared to the control group. Often weight increases over time in 

people with diabetes and in particular in patients on insulin. Although this was not an 

equivalence study it is important to note that the BMI did not deteriorate in either group 

over the duration o f the intervention.

6.2.1.6 Medication adherence

Participants in both the intervention and control group reported high levels o f adherence 

to their medication at baseline and follow-up and there was no difference between the 

two groups at follow up. The high levels o f medication adherence reported in this study 

differs to previous prospective studies which have shown quite a variation in medication 

adherence among people with type 2 diabetes with the proportion adhering to their oral 

hypoglycemic agents ranging from 67-85%, and the proportion adhering to their insulin 

regime ranging from 62-64%. Though it is important to note that self reported 

measurement o f adherence, as was the case in this study, may not be as reliable as other
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methods o f  measuring medication adherence. Other than self report there are various 

methods o f  assessing medication adherence, such as pill counting and use o f  electronic 

medication devices. These methods require considerable resources that were beyond 

the scope o f this study

6.2.1.7 Diabetes se lf care

There was no difference found in mean score for the SDSCA general diet, specific diet, 

exercise, footcare and glucose management between the two treatment groups. Self
1 T Z

care has been reported in one other peer support study , two peer-led education studies 

none o f which showed improvement in the intervention groups following the 

intervention. Although the SDSCA measure has not been used in other peer support 

intervention studies it has been used in other studies o f  people with type 2 diabetes.

The SDSCA was used as a measure o f self care in a trial which evaluated the 

effectiveness o f a peer-led education programme in a Bangladeshi community in the 

UK. Cultural differences present difficulties in the comparison o f  these SDSCA results 

with the SDSCA results from this study whose sample was predominately Caucasian.

Between baseline and follow-up the mean score for SDSCA general diet remained the 

same in the intervention group at 5.1 and increased in the control group from 4.7 to 5.2. 

Between baseline and follow-up there was little difference in mean score for SDSCA 

specific diet in the intervention group (4.2 at baseline, 4.3 at follow-up) and it remained 

the same in the control group at 4.1. This score represents an individual’s adherence to 

their healthy eating plan over the previous seven days, so on average participants 

adhered to their diet 4 or 5 days a week. As mentioned above in Sections 4.2.1.3 and 

Section 6.2.1.5 feedback via the Frequently Asked Questions suggest that diet was one 

o f the most commonly discussed topics at the meetings so therefore peer support is a 

plausible mechanism to increase self care diet. A peer-led RCT specifically targeting 

healthy eating in people with type 2 diabetes failed to detect a difference between the 

intervention and control groups at f o l l o w - u p . I t  concluded that people may be more 

interested in professionally led programmes.

The mean score for SDSCA exercise was 3 in the intervention group at both baseline 

and follow-up and this increased slightly in the control group from 2.7 to 2.9 between
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baseline and follow-up. This indicates a low level o f exercise, participants exercised on 

average 3 days a week which is below the recommended 30mins o f physical activity
' ) O n

most days a week. A previous study o f peer education also found low levels o f
■^oo

exercise among people with type 2 diabetes. In the current study exercise was the 

topic o f one o f the group meetings and the peer supporters were encouraged to discuss 

physical activity options in the locality. They were encouraged to organise a walk for 

group members though this did not occur in any group.

Between baseline and follow-up the mean score for SDSCA footcare increased in both 

intervention (2.7 to 3.3) and control groups (2.7 to 3.5) indicating that on average 

participants check their feet 3 days a week, well below the American Diabetes 

Association’s recommendation o f  daily foot monitoring. Participants in the

Choudhury study reported more frequent foot monitoring with a mean o f  5.3 days
• 288  before the intervention and 5.4 days after the mtervention.

Between baseline and follow-up the mean score for SDSCA glucose monitoring was 

similar in both intervention (4.8 to 4.9) and control groups (4 to 4.3). The role o f self 

monitoring o f blood glucose (SMBG) in improving glycaemic control on non insulin 

dependent type 2 diabetes remains controversial. A recent RCT, the DiGEM study, 

examined the effectiveness o f SMBG in those with well controlled type 2 diabetes. No 

improvement in glycaemic control was found in participants allocated to less-intensive 

or more-intensive SMBG compared to the control group.^^** In addition participants 

reported frustration with the variability o f self-monitored blood glucose levels. There is 

more data on self care available from RCTs evaluating professionally led self 

management programmes than peer-led programmes.

6.2.1.8 Self efficacy

There was no difference between mean scores o f self efficacy in the two treatment 

groups (117.9 in the intervention group versus 117.3 in the control group in the ITT 

analysis). At both baseline and follow-up the two groups reported high levels o f  self 

efficacy (high levels being between 100-150). Self efficacy in both groups at baseline 

and follow-up was higher than a recent family based psychological RCT conducted
99 1  9 Q 1 . . •

among 121 people with type 2 diabetes in Dublin. Participants recruited to this
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latter study were all in persistent poor glycaemic control and so the low self efficacy 

levels reported were not surprising. Self efficacy has not been measured in previous 

peer-led in te rv e n tio n s '^ ^ th o u g h  its importance has been identified as an important
292 293predictor o f improving self management behaviour.

The DMSES covers self efficacy in relation to diet, physical exercise, blood sugar and 

foot care, all o f  which were elements o f the peer support intervention. It was 

anticipated that the intervention would have targeted the three dimensions o f  self- 

efficacy; magnitude (through group discussions regarding difficulties people have 

adopting new behaviours), strength (through discussing how confident people are in 

performing certain tasks related to their diabetes) and generality (discussion regarding 

performing tasks relating to diabetes in new situations). The qualitative report indicated 

that the intervention helped some participants improve their management o f  their 

diabetes while this was not the case for others. (Appendix 14)

6.2.1.9 Social support

Both treatment groups reported moderate levels o f social support at baseline and follow- 

up and there was no difference between the two at follow-up. It is interesting that 

despite both groups only having moderate levels o f social support there was no 

improvement at follow-up. It was expected that the intervention would provide social 

support, in particular, support around participant’s diabetes which they may not have 

received in other contexts. The groups provided a forum for reassurance/ empathy 

(emotional support), providing information and advice (informational support). People 

with type 2 diabetes have identified that these the kinds o f social support are lacking in 

contacts with healthcare professionals. Like self efficacy, positive associations have

been found between social support and diabetes-related outcomes and self-
295management.

There are two potential explanations for the lack o f improvement in social support. One 

explanation is that the intervention was not delivered as planned and social support was 

not provided by the groups. The qualitative work does not support this. It revealed that 

the group participants valued the support and understanding they received from the
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group. The alternative explanation is that the social support measure used may not have 

captured this sense o f support.

The difficulty in identifying a suitable measure to access social support from peers in 

this study may have contributed to finding no difference between the groups in this 

secondary outcome. As discussed in Section 2.7.2.4 the CIRS was selected as the most 

suitable measure for use in this study. One o f the restrictions o f CIRS is that it does not 

ask specific questions about peers, only friends and family. It is therefore possible that 

an improvement in social support, in particular from peers, was not captured by the 

CIRS. It is interesting that the per protocol analysis also found no difference in social 

support indicating that the measure may not have been responsive to peer support.

Mechanisms o f improving social support in future peer support interventions could 

include allowing a family member to attend the peer group meetings with the 

participants so that they gain an understanding o f  the issues affecting people with 

diabetes. A recent RCT o f a family based psychological intervention (unpublished 

thesis) for people with type 2 diabetes showed positive effects o f involving a family
901member in an individual’s diabetes management. The intervention was delivered in 

the family home and targeted individuals with poor control. It was particularly effective 

in people with very poor control (HbAlc>9% Hb).

6.2.1.10 Health service use

At follow up there was no statistically significant difference between the intervention 

and control groups in the mean number o f visits in the previous 12 months to the GP 

(intervention group 6.3 visits, control group 7.1 visits) or practice nurse (intervention 

group 3.4 visits, control group 3.5 visits). These group means are similar to the 

corresponding means at baseline. The mean number o f visits to the GP and practice 

nurse was in line with the four monthly visits recommended by the research team in the 

standardised diabetes care.

There was no statistically significant difference between the two groups at follow-up in 

hospital service use, including the number o f visits to a hospital specialist, number of
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hospital admissions, number o f days spent in hospital and number o f visits to the 

accident and emergency department.

There are two mechanisms by which the intervention o f  peer support may have altered 

the health service use pattern. It is possible that some group participants may have 

reduced their contact with health professionals as they had questions answered in the 

group and felt they did not need to visit a health professional. Alternatively attending 

the peer group meetings may have encouraged them to attend more frequently. A 

dramatic difference between the intervention and control group in alteration o f health 

care use by participants in the intervention group would have been o f concern as the 

peer support intervention was not intended as a substitute for the existing health services 

rather as a supplement to the health services.

6.2.1.11 Smoking

A higher proportion o f participants in the control group (17%) compared to the 

intervention group (15.5%) reported that they were smokers at follow-up. Lower 

proportions o f participants in both groups reported smoking at follow-up compared to 

baseline. These proportions are significantly lower than recent national prevalence data 

from Survey o f Lifestyle, Attitudes and Nutrition in Ireland 2007 (SLAN) which 

indicated that 29% o f adults reported to be smokers. The age standardized data suggest 

that fewer people in older age groups smoke compared to people in younger age groups. 

Twenty five per cent o f  the survey respondents in the age group 45-65 years o f age 

reported they were smokers while only 14% o f those over 65 years o f age reported they 

did so. It is important to note that self reported smoking status may not be reliable and 

to validate smoking status cotinine levels (a biomarker for nicotine) would be required. 

This was beyond the resources o f this study.

Smoking exacerbates complications o f diabetes, both microvascular and 

macrovascular. Smoking was not a specific topic for discussion in the peer support 

meetings though it was included in Meeting 2 which covered heart and vascular disease. 

Information was given to the peer supporters on smoking cessation services available in 

the community setting.
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6.2.2 Outcomes for peer supporters

This study is one o f the first to comprehensively examine peer supporters as well as 

participants. Due to the small number o f peer supporters only descriptive analysis could 

be performed. Their mean cholesterol levels were lower at follow-up than at baseline. 

Their mean H bA lc, blood pressure and mean BMI were all similar at baseline and 

follow-up. O f note, the mean W ellbeing score at baseline was high (27) but dropped to 

medium (24.1) at follow-up and the proportion o f smokers was higher at follow-up than 

at baseline. These findings highlights the importance o f  considering whether the role o f 

the peer supporter has a negative effect on peer supporter’s feeling o f wellbeing. To 

date, much o f the literature on effects on peer supporters focuses mostly on the benefits 

o f becoming a peer supporter. However literature on peer supporters involved in 

programmes for other health related issues such as teenage pregnancy have identified 

the role as being difficult at times.

As peer supporters are central to the delivery o f peer support programmes there is much 

potential in examining their role, training and retention o f peer supporters in more 

depth. The ‘Peers for Progress’ initiative intends to conduct an in depth analysis o f the 

experience o f the peer supporters in their RCTs o f peer support. This information will 

be a valuable resource for those implementing peer support programmes in the future.

6.2.3 Impact of setting and socioeconomic factors 

6.2.3.1 Setting

This study was conducted in a primary care setting where there has traditionally been 

low research capacity and relatively few RCTs have been conducted. The study 

successfully recruited and retained twenty general practices. As the funding source was 

a research and development grant there were available resources available for financial 

assistance to be given to each practice to cover the costs o f the study. This may have 

had an influence on the retention o f  the practices as they were recognised for the work 

they did.

In the Republic o f Ireland approximately 30% o f the population have free health care 

through the means tested General Medical Scheme. The remaining 70% have either
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private health insurance or pay their own health care costs. This study recruited 

participants regardless o f whether they were in receipt o f the GMS or not. The 

intervention did not involve payment on the participant’s part so if  generalised it could 

be considered as a low cost intervention which was accessible to all eligible patients.

6.2.3.2 Socioeconomic factors

Socio economic deprivation is associated with the variation in prevalence o f  type 2 

diabetes at general practice l e v e l . T h e  practices in this study had a varying prevalence 

o f type 2 diabetes from 0.6% to 2.5%. This variation may raise questions about the 

completeness o f the registers or alternatively it could reflect a diversity o f practice 

populations. A crude examination o f the data suggests that there was not a higher 

prevalence o f type 2 diabetes in practices located in deprived areas. It is important to 

note that the prevalence was not adjusted for covariates such as age or sex (as it was too 

difficult to obtain this data from the practices) so this does not reflect a true picture as 

diabetes prevalence varies according to factors such as deprivation and age. Variation 

in age structure alone could explain the range in practice prevalence rates.

It is important to explore the question o f register completeness in more detail. Many 

practices did not have a diabetes register prior to their involvement in the study. It is 

possible that newly constructed registers are less likely to be complete than registers 

that have been in existence for some time. Also patients who do not attend the practice 

regularly may not have been identified. This group o f  patients may be more likely to 

have poorer glycaemic control than those who attend regularly. This highlights the 

possibility that patients with poor control may have been less likely to participate in the 

study. H bA lc levels on those who did not participate were not obtained so it is difficult 

to ascertain if  this was the case.

6.3 METHODOLOGICAL ISSUES

6.3.1 Recruitment and retention of practices and participants

The problem of recruitment and retention o f  practices and participants in research 

studies is well documented, particularly in primary care research. Recruitment and 

retention o f  the specified sample size enhances validity and generalisability o f a study’s
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findings."*^ In this study we recruited general practices through an under graduate and 

post graduate general practice training schemes. This method o f proved successful with 

20 out o f 32 general practices approached. The practices selected were representative of 

national practices in terms o f mean number o f  general practitioners and % o f patients on 

the type 2 diabetes register. They differed from national practices in that 80% o f them 

were in urban areas compared to 45% o f national practices and all the practice had 

practice nurses compared to 80% of national practices. The study practices differed to 

the majority o f general practices in Ireland as they were affiliated to university 

undergraduate and postgraduate general practice training schemes. As a result it is 

likely that they are more organised, up to date and provide a greater range o f good 

quality general practice services. These practices are likely to represent the natural 

progression o f general practice in the Republic o f Ireland. It raises the question that if 

the intervention was not effective in these practices it is unlikely to be effective in less 

organised practices.

Recruitment o f  participants was more challenging. This is a common problem in
296 .  ̂ tprimary care research. The main reason given for opting out was bemg ‘not 

interested’. Six hundred and eighty six patients were randomly selected and asked to 

participate in order to achieve a sample o f 395 participants and 29 peer supporters. At 

time o f recruitment, participants knew what treatment group they were being allocated. 

This introduced selection bias as it may have had an effect on the recruitment rate 

particularly in the intervention group, some potential participants could have refused 

because they did not want to participate in peer group meetings. In addition to 

methodological issues this issue o f recruitment may have service delivery implications 

as it is clear from this study that not everybody with type 2 diabetes is interested in peer 

support. This is reflected in the data, in the intervention practices half o f  those 

participants invited to participate declined compared to less than a third in the control 

practices. Also, as previously mentioned, 18% o f those followed up in the intervention 

group did not attend any peer support meeting.

Despite the challenges in recruitment there was no drop out between recruitment and 

baseline data collection which has been identified as a problem in previous studies. In a 

RCT examining the effectiveness o f a peer-led intervention on healthy eating in type 2
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diabetes, Cade et al reported a drop out rate o f 22% o f participants between 

randomisation and baseline data collection.

We achieved 100% practice retention rate. In the design phase we identified methods to 

ensure practice retention which may have contributed to no loss to follow-up o f 

practices. These included three training sessions for practice nurses on research 

methodology, an on site training session for both GPs and practice nurses on 

standardised diabetes care and a practice grant including a grant for practice nurses.

The practices were supported by GMP who kept regular and frequent contact, in most 

cases more than monthly, with the practices via the practice nurses. The qualitative 

evaluation indicated that the practice nurses were happy with the level o f support they 

received during their involvement in the study. (Appendix 14)

Retaining participants in a RCT can prove difficult. The participant follow-up rate in
182this study was good at 85%, within the acceptable follow-up rate o f 80%. This 

study’s follow-up rate compares very well to similar studies that have had participant 

follow up rates ranging from 64%'^^ to 8 4 % . The 15% o f participants that were lost 

to follow-up were very similar to those who were followed up in relation to age, sex, 

GMS status and marital status and differed only in the type o f  diabetes treatment they 

were on. This similarity is reassuring in that it reduces the risk o f bias.

It is very important for external validity to recruit and retain the estimated sample size 

for a study to provide adequate power.

6.3.2 Randomisation

Recruitment and baseline data collection was conducted following allocation o f clusters 

to intervention and control groups. Therefore participants and practice staff were not 

blinded to allocation. This could not be avoided within the timeframe o f this study as it 

was necessary to identify and recruit peer supporters from the patient population in the 

intervention practices before baseline data collection. Cade et al had a similar problem 

and their decision to randomise prior to baseline data collection was also a pragmatic 

one.'^^ Unfortunately this puts a study at risk o f selection bias, which is discussed 

below in Section 6.3.3. The alternative, recruitment baseline data collection prior to
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allocation, would have caused delays in baseline data collection and so commencement 

o f the intervention and may have increased the drop out rate.

6.3.3 Internal validity

Internal validity is the extent to which bias or systematic error is minimized within a 

study. There are four main types o f bias associated with randomised controlled trials: 

they are selection bias, performance bias, detection bias and attrition bias. Selection 

bias exists if  there is biased allocation to comparison groups. Performance bias occurs 

if  there is unequal provision o f care apart from the intervention being tested. Detection 

bias occurs if  there is biased assessment o f the outcomes. Attrition bias is caused by 

deviations from the protocol and loss to follow-up.

The main source o f  bias in this study was selection bias as discussed in Section 6.3.1. It 

is difficult to avoid in cluster RCTs.'^* The risk o f performance bias was reduced by 

implementing standardized diabetes care in both treatment groups. However due to the 

nature o f the intervention it was impossible to blind the participants and practice staff 

from knowledge o f  the allocated group, which may contribute to performance bias. 

Similarly it was impossible to avoid detection bias entirely as it was not possible to 

blind those assessing outcomes, for example, in this study the practice nurses collected 

the data. Attrition bias was minimized as there was a good follow up rate and an 

intention to treat analysis was conducted. Recall bias arises when the participants report 

past events in an incomparable manner. The questionnaire was filled out by participants. 

Therefore there was some risk o f recall bias in particular with the psychosocial 

measurements as they were self completed. Other outcome data, for example the 

biophysical measurements and the number o f visits to the GP and practice nurse, were 

collected by the practice nurses and so recall bias was not an issue.

The above sources o f bias, though relevant to cluster RCTs, relate mostly to 

individually randomised trials. There is less evidence available regarding the 

vulnerability o f cluster randomised controlled trials to bias. Puffer et al discussed this 

vulnerability and identified areas susceptible to bias. They reviewed 36 cluster RCTs 

and sought evidence o f  bias in the following areas:

-Secure cluster allocation

162



-Cluster attrition 

-Cluster imbalance

-Differential individual recruitment or consent 

-Differential individual exclusion or inclusion 

-Differential attrition

In relation to Puffer et als criteria for bias in cluster RCTs this study performed well.

The cluster allocation was conducted securely by an independent statistician, no clusters 

were lost to follow-up after randomisation, there was no imbalance between clusters, 

similar numbers o f individuals were recruited to each treatment group, the eligibility 

criteria were the same for both groups and there was little difference between 

participants in the treatment groups.

Eldridge et al in their review o f cluster RCTs, specifically examined internal and 

external validity o f  such trials. They identified procedures in trials that enhance internal 

and external v a l i d i t y . I n  relation to their criteria for internal validity this study 

performed well in accounting for clustering in the sample size calculations and the 

analysis but as mentioned above fell down when it came to blinding at recruitment and 

measurement o f  outcomes.

6.3.4 External validity

External validity refers to how applicable the results o f the study are to other individuals 

and s e t t i n g s . E x t e r n a l  validity or generalisability o f a study’s findings is poorly 

reported in cluster randomized trial reports yet it is as important as internal validity for 

judging the quality o f t r i a l s . T h i s  study adhered to most o f the procedures outlined 

by Eldridge et al which enhance external validity. Full information on the number o f 

clusters approached, recruited and analysed were given in the flow chart (Figure 4.2), 

the characteristics o f the clusters recruited were similar to those not recruited, and the 

acceptability and feasibility o f the intervention was explored. The main problem with 

the intervention is that a high proportion o f the participants opted out and did not 

receive the intervention. This raises the question as to how acceptable the intervention 

would be to all people with type 2 diabetes attending general practice. It may be
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unlikely that one type o f  peer support would suit a heterogeneous group o f people just 

because they have the same condition.

At an organizational level the intervention involved considerable workload. Over the 

two years o f the intervention the peer supporters required a high level o f support from 

the project manager, with the mean number o f  contacts per peer supporter being 25. In 

addition the practice nurses were involved in arranging the meetings and contacting 

participants. The workload o f such as intervention needs to be considered when 

discussing its generalisibilty.

6.3.5 Sample size and data analysis

The sample size was achieved in terms o f number o f clusters and participants required 

to obtain adequate power for analysis o f difference between the main outcomes at 

follow-up. The ICC was taken into consideration during the sample size calculation.

We inflated the sample size to take clustering into account.

Pre planned subgroup analyses were performed on subgroups o f the sample. As the 

main analysis was related to the primary outcomes across the whole study population 

the power calculation did not incoiporate sub group analyses. Consequently the results 

o f these analyses need to be interpreted with caution. The problem with subgroup 

analysis is the increased risk o f obtaining a false positive, that is, finding a statistically 

significant treatment effect when one does not exist.^^^ It is a common problem in 

trials. It is important, as in the case o f this study, that subgroup analyses do not affect
183the main conclusions made from the trial.

6.3.6 Process evaluation and treatment fidelity: was the intervention delivered 

as planned? 

6.3.6.1 Practice training and retention

All the practice nurses were trained by GMP and the GPs by SMS. This ensured that 

data collection was conducted similarly in each practice and that the structured diabetes 

care was consistent between practices, as far as possible in a pragmatic trial.
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6.3,6.2 Peer supporter recruitment, training and retention

The peer supporters for this study were recruited from the intervention practices. GPs 

and practice nurses selected people who met the peer supporter criteria outlined by the 

research team. This method o f recruitment was effective in that all the people selected 

by the GPs and practice nurses were deemed suitable for the role by the research team 

and they all proceeded to complete the training. The fact that the GPs and practice 

nurses knew their patients well allowed them to make informed decisions as to who 

would be suitable for the role. Joseph et al argue that if the peer supporters are not 

known by those that recruit them there is the danger o f them being unsuitable for the 

role for example over stepping the boundaries such as giving medical advice.

All the peer supporters were trained by GMP. They each received five hours training.

The extent o f  training in previous peer support and education in type 2 diabetes studies

ranged from a two hour to four days training s e s s i o n . I n  peer support

interventions for other conditions duration o f training has also varied. In an RCT

examining the effect o f peer support on the prevention o f postnatal depression the peer

supporters received four hours training, similar to the peer supporters in this study.^^^

At this point in time there is no guidance available as to how much training peer 
1supporters require. However it is important to retain the ‘peem ess’ o f  the peer 

supporters and to avoid training them to be para professionals. The qualitative

report revealed that the peer supporters were happy with the level o f  training they 

received. (Appendix 14)

Extensive efforts were made in this study to retain the peer supporters for the duration 

o f  the study through regular contact with GMP and regular social occasions. Six out o f 

twenty nine peer supporters resigned from their role over the two year period o f the 

intervention. Five o f  these resigned due to illness or illness o f their spouse and one 

resigned due to family reasons. This represented a 20% drop out rate from the role o f 

peer supporter which is to be expected over such a length o f  time. Retention o f peer 

supporters in type 2 diabetes programmes is an issue that has not been mentioned in the 

literature to date but which is a vital component o f  a peer support intervention if  it is to 

succeed. Consultation with experts in the field o f  volunteering which took place as a 

part o f  the exploratory phase was valuable in this regard. The qualitative report
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indicated that the peer supporters were satisfied in the level o f  support they received 

from the research team. (Appendix 14)

6.3.6.2.1 Peer support meetings

The peer support meetings were held in the general practices. This was convenient for 

the patients as in general, patients live within a close proximity to their GP. It also 

provided a supportive environment for the peer supporters to facilitate the groups. A 

practice nurse or GP remained on the premises while the meetings were held to deal 

with any problem that arose that was beyond the peer supporter’s role.

Previous interventions o f  peer support in type 2 diabetes have tended to be relatively 

short in duration, lasting for six to seven w e e k s . A s  type 2 diabetes is a chronic 

illness people need ongoing support to manage their illness. Taking this into account 

the intervention in this study was designed to be delivered over two years, notably 

longer than previous interventions. The groups in this study met every two to three 

months rather than on a weekly basis which was the case in intervention studies 

mentioned above. This was to ensure that participation over the two years was not too 

much o f a burden on individuals. Seevers et al found that increasing the spacing 

between meetings to every second month had a positive effect on meeting attendance.
304

Attendance and participation has been identified as a potential problem in peer support
1 ^ 9interventions. In this study meeting attendance varied per meeting and per practice. 

Thirty four people (18% o f the intervention participants followed up) failed to attend 

any o f the nine meetings and therefore did not receive the intervention. Although these 

individuals were recruited and participated in baseline data collection 22/34 (65%) said 

they were not interested or did not have enough time to attend the meetings. One reason 

for this may be that they were reluctant to say no to their practice nurse or GP when 

asked if  they would like to participate in the study.

The first meeting had the highest attendance (91 % o f participants who received the 

intervention attended) and the eight meeting had the lowest attendance (57% o f 

participants who received the intervention attended).
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The problem with attendance was not unique to this study, poor attendance rates have
136 288 135been reported in the recent peer support and peer education studies. Keyserling

et al reported between 48% to 59% of participants who received the intervention 

attended each group meeting. Cade et al reported 25% of participants who agreed to 

participate dropped out before the first meeting and 11 % of the remaining intervention 

participants attended only one out of the six meetings. Choudhury et al developed a 

peer-led education programme for Bangladeshi people with type 2 diabetes. Only 58% 

of those who registered to attend actually attended.

At the study outset it was made explicit that the group meetings were a part of the 

intervention and if they wanted to continue after the study was complete, it would have 

to be run and managed by the individual practices. Several groups expressed an interest 

in continuing but to date have not done so.

6.3.7 Protocol deviations

The study protocol was published prior to commencing the trial (Appendix 13). There 

were two deviations from this protocol.

1. In the protocol we did not specify that we would join groups from the same 

practice together if attendance was low as this was not anticipated. As outlined 

in Section 5.1.3.1 of the 29 groups commenced at the start of the study several 

were merged and at the end of the study 19 were active.

2. Two groups met eight times instead of the specified nine times. In one group it 

was due to the peer supporter being sick and in the other group it was due to lack 

of interest as the meeting was being held to close to Christmas.

6.4 STRENGTHS AND LIMITATIONS OF THE STUDY

6.4.1 Strengths

This is the first study that has subjected group, face to face peer support in type 2 

diabetes to the rigors of a cluster randomised controlled trial. Previous work has used 

non experimental methodologies, involved predominantly educational interventions or 

featured other types of peer support such as telephone peer support. Therefore the 

findings from this study are a valuable addition to the peer support literature.
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This study is the first to examine peer supporters in depth despite Hmitations in numbers. 

Previous work in the area o f peer support has concentrated on the participants rather 

than the peer supporters. Although there were a small number o f peer supporters in the 

study the results give some insights into their experience o f being involved in such an 

intervention, particularly the qualitative analysis which is summarised in Appendix 16. 

Their involvement is essential for sustaining peer programmes. Therefore, it is 

important to monitor their outcomes and ensure that their involvement is not having a 

detrimental effect on their wellbeing or other biophysical and psychosocial outcomes.

The study achieved the specified sample size and had a good follow-up rate o f practices 

and participants. It was therefore adequately powered to detect a difference in most 

outcomes between the two groups at follow-up. Research in primary care can be 

difficult to execute and in particular recruiting and retaining practices and participants 

has presented challenges in previous research. This study performed well in this area.

It is difficult to identify one specific reason for the good recruitment and follow-up rate.

It is possible it was due to a combination o f reasons including adequate training and 

support for practice staff from the research team and the high level o f  commitment 

shown by the practice nurses.

Structured diabetes care involving regular recall and visits to the GP and practice nurse 

for a diabetes review was implemented successfully in a primary care system where this 

was not the norm. Standardizing structured diabetes care is very important particularly 

in the Irish general practice context as care for people with type 2 diabetes varies 

considerably between practices and so it would be difficult to define ‘usual care’. If 

structured diabetes care was not implemented in this study the care given to participants 

in the two treatment groups would not be comparable.

6.4.2 Limitations

In this study allocation concealment was not guaranteed as practices needed to be aware 

o f their allocation before baseline data collection in order to recruit peer supporters. As 

a result participants knew which group they were being recruited to and may have 

affected their decision to participate or not. This challenged the validity o f  the study by 

introducing potential selection bias.
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It is difficult to ascertain generalisability or acceptability o f face to face peer support for 

people with type 2 diabetes. Twice as many people in the intervention practices than 

the control practices declined to participate in the study. In addition there was a high 

percentage o f  the participants who did not receive the intervention. This raises 

questions regarding the external validity o f face to face group peer support for people 

with type 2 diabetes. It suggests that it suits some people and not others.

There was a heavy workload involved in the organisation o f the intervention in 

particular the organising o f groups and supporting the peer supporters may also question 

the external validity o f the study. In order to sustain the intervention over time the 

practice nurses would require protected time or an individual would have to be 

employed to coordinate the programme. This would be challenging in an already over 

stretched general practice setting.
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7 CONCLUSION AND RECOMMENDATIONS

7.1 CONCLUSION

This study successfully implemented a system o f face to face group peer support for 

patients with type 2 diabetes in primary care. The intervention, though acceptable to 

participants and peer supporters, did not improve participants’ biophysical, psychosocial 

or process o f care outcomes. This is an important finding, particularly at a time when 

health systems internationally are searching for low cost initiatives to improve outcomes 

and support the rapidly increasing numbers o f people living with type 2 diabetes.

Policy makers need to think critically prior to implementing peer support programmes. 

This study suggests peer support programmes should not be introduced outside o f 

research settings until there is evidence o f their effectiveness.

7.2 RECOMMENDATIONS 

7.2.1 Future research

There are several areas o f  research that could be generated from this piece o f work. 

These are discussed below.

There are different modes o f delivering peer support as discussed in Section 1.5.3. It 

would be useful to examine other forms o f peer support in type 2 diabetes, such as 

individual peer support or internet peer support. Some people with type 2 diabetes may 

be more comfortable with the dynamic o f one on one peer support if  they find group 

settings difficult. Others may prefer internet peer support as it could be more 

anonymous and convenient. Though evidence to date supporting these approaches is 

mixed.

This study implemented the intervention in the general practice setting. It would be 

interesting to research the delivery o f peer support programmes in other settings such as 

group meetings in local community centres or one to one peer support in an individual’s 

home. An alternative setting may be more acceptable to individuals with type 2 

diabetes and enhance attendance as a result.
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Research on peer support programmes which target specific groups such as those with 

pre diabetes (when blood glucose levels that are higher than normal but not yet high 

enough to be diagnosed as diabetes), those who are newly diagnosed or those with poor 

glycaemic control would provide very important information. Peer support programmes 

for such groups o f people could be developed to include topics pertinent to their 

particular issues rather than a general programme for all people with type 2 diabetes, as 

was the case in this study.

Low attendance was an important fmding in this study. A high proportion o f 

participants who agreed to participate did not attend any meeting. It is important to 

explore this issue in detail if  future peer support interventions are to be successful. 

Examining this issue in depth using qualitative methods could provide clues as to why 

some people opt out o f group meetings and what form o f peer support, if  any, would be 

acceptable to them.

Further research is required to establish the impact o f being a peer supporter has on an 

individual. Though the numbers o f peer supporters in this study are small the findings 

do raise questions about the effects the role had on them. Future studies o f peer support 

interventions should include the measurement o f peer supporter outcomes. Although 

individual studies may be not be powered to detect changes in peer supporter outcomes 

meta-analysis o f  data could be an option if  similar methodologies are used and similar 

outcomes measured.

7.2.2 Service implications

In this study an individual worked fulltime to ensure implementation o f the peer support 

programme according to the protocol. In addition the practice nurses devoted time to 

contacting participants, arranging meetings and data collection. If  the programme were 

to be rolled out in a health service setting resources would be required. In particular an 

individual would have to be given the time and resources to take the responsibility o f 

coordinating the meetings, contacting participants, training and supporting the peer 

supporters.
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Targeting specific groups with peer support, such as those with high H bA lcs, is an 

option. Otten such individuals may be inconsistent in engaging with the health services 

and may be more likely to default clinic appointments. This could mean such 

individuals are hard to reach. In this case delivering peer support in the home would be 

an option but could require more organisation and resources such as peer supporter time 

and travel expenses.

It may be worth considering professional involvement in the group meetings such as 

sessions run by a nurse, doctor, chiropodist or dietician. Their input could be o f  interest 

to participants and enhance attendance. However this would alter the peer dynamic o f 

group meetings.
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APPENDICES

APPENDIX 1 LITERATURE SEARCH

Search methods for identification of studies
The following search strategy was used to search the following databases: 
PUBMED, EMBASE, CINAHL, PsyclNFO. Minor terminology changes were 
made to suit various databases. No restriction on language and date of publication 
was made.

Search strategy
1 peer support$.tw.
2 self help group/[MeSH]
3 1 or 2
4 peer group/
5 peers.tw
6 lay health workers.tw
7 or/4-6
8 social support/
9 (social supports or social network$).tw
10 (supports or advice or adviseS or counselS).tw.
11 or/8-10
12 7 and 11
13 3 or 11
14 type 2 diabetes/ or exp diabetes mellitus
15 13 and 14

Also conducted a search of relevant journal websites and government and non 
government websites for grey literature.
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APPENDIX 2 COMPLETED CONSORT STATEMENT

Appendix B -  CONSORT Guidelines Checklist
PA PER SECTION Item D escriptor Page #
TITLE & A B STR A C T 1 i, iv
INTROD UCTION
Background

2 S cien tific  b ack g ro u n d  and cxD lanation  o f  ra tionale . 2

M ETHODS
Participants

3 Eligibility criteria for oarticioants and the settines and locations 
where the data were collected.

60.67

Interventions 4 Precise details o f  the interventions intended for each uroup and 7 1 ,7 2
how and when thev were actually adm inistered.

Objectives 5 Soecific obiectives and hvoothescs. 3 3 ,3 4
O utcom es 6 Clearly defmed primary and secondary outcom e m easures and. 

w'hen applicable, anv m ethods used to enhance the uualit\' o f 
m easurem ents (e .s.. m ultiple observations, train ine o f  
assessors).

52, 78

Sam ple size 7 How sam ple size was determ ined and. when applicable, 
explanation o f  anv interim  analyses and stopping rules.

77-78

R andom ization -- 
Sequence generation

8 M ethod used to generate the random  allocation sequence, 
including details o f  anv restrictions (e.g.. blocking, 
stratification)

77

Random ization — 
Allocation concealm ent

9 M ethod used to im plem ent the random  allocation sequence 77
(e.g.. num bered containers or central telephone), clarifying 
w hether the sequence was concealed until interventions were 
assigned.

R andom ization — 
Im plem entation

10 W ho generated the allocation seuuence. who enrolled 
participants, and who assigned participants to their groups.

69,77

B linding (m asking) 1 1 W hether or not participants, those adm inistering the 
interventions, and those assessing the outcom es were blinded to

NA

group a.ssignment If  done, how the success o f  b linding was 
evaluated.

Statistical m ethods 12 Statistical m ethods used to com pare groups for primary 
outcom e(s); M ethods for additional analyses, such as subgroup 
analyses and adjusted analyses.

84

RESULTS 
Participant flow

13 Flow o f  participants through each stage (a diagram  is strongly 
recom m ended). Specifically, for each group report the num bers 
o f  participants random ly assigned, receiving intended treatm ent, 
com pleting the study protocol, and analyzed for the primary 
outcom e. Describe protocol deviations from study as planned, 
together with reasons.

104,168

Recruitm ent 14 Dates defining the periods o f  recruitm ent and follow-up. 80
Baseline data 15 Baseline dem ographic and clinical characteristics o f  each 90-100

group.
N um bers analyzed 16 N um ber o f  participants (denom inator) in each group included in 103-114

each analysis and w hether the analysis was bv "intention-to-
treat". State the results in absolute num bers when feasible (e.g.. 
10/20, not 50%).

O utcom es and 
estim ation

17 For each primary and secondary outcom e, a summary o f  results 103-114
for each group, and the estim ated effect size and its precision
(e.g., 95%  confidence interval).

Ancillary analyses 18 Address multiplicity by reporting any other analyses perform ed. 115-125
including subgroup analyses and adjusted analyses, indicating 
those pre-specified and those exploratory.

Adverse events 19 All important adverse events or side effects in each intervention NA
group.

DISCUSSION
Interpretation

20 Interpretation o f  the results, taking into account study 
hypotheses, sources o f  potential bias or im precision and the 
dangers associated with m ultiplicity o f  analyses and outcom es.

146-170

Generalizability 21 Generalizability (external validity) o f  the trial findings. 164
Overall evidence 22 (ieneral interpretation o f  the results in the context o f  current 171-172

evidence.
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A bstract
B a c k g r o u n d :  D iab e te s  is a ch ro n ic  illness which r eq u i re s  t h e  individual t o  a s su m e  responsibili ty 
fo r  th e i r  o w n  ca re  with th e  aim o f  maintaining g lucose  and  b lood  p r e s s u re  levels as c lose  to  normal 
as possible.  Tradit ionally  self m a n a g e m e n t  training fo r  d iabe tes  has b e e n  de l ivered  in a didactic 
se tting.  In r e c e n t  t im es  a l te rna t ives  t o  th e  traditional  del ivery o f  d iabe tes  ca re  have been  
investigated, fo r  exam ple ,  th e  c o n c e p t  o f  p e e r  s u p p o r t  which em phas ises  p a t ie n t  r a th e r  than  
professional  dom ina t ion .  T h e  aim o f  this p a p e r  is t o  d esc r ib e  th e  d e v e lo p m e n t  o f  a com plex  
in te rven t ion  o f  p e e r  s u p p o r t  in ty p e  2 d iabe tes  fo r  a r a n d o m ised  c o n t ro l  trial in a p r im ary  ca re  
setting.

M e t h o d s :  T h e  Medical R esearch  Council  (MRC) f ra m e w o rk  fo r  th e  d e v e lo p m e n t  and evaluat ion 
o f  c o m p le x  in te rv en t io n s  fo r  ra n d o m ise d  co n t ro l  tr ia ls (RCT) w as used  as a th e o re t i c a l  guide to  
designing th e  in terven t ion .

T h e  firs t t h r e e  p h ases  (Preclinical Phase , Phase I, Phase 2) o f  this f r a m e w o rk  w e r e  exam ined  in 
dep th .  T h e  Preclinical Phase included a rev iew  of th e  l i te ra tu re  relating t o  type  2 d ia b e te s  and p e e r  
su p p o r t .  In Phase  I t h e  th e o re t ic a l  background  and qualitat ive data  f ro m  4 focus  g ro u p s  w e re  
com bined  t o  define th e  main c o m p o n e n t s  o f  th e  in te rven t ion .  T h e  pre liminary  in te rven t ion  was 
c o n d u c te d  in Phase 2, This  w as a p ilot s tudy  c o n d u c te d  in t w o  genera l  prac t ices  and  am o n g s t  24 
pa t ien ts  and 4 p e e r  su p p o r te r s .  Focus g ro u p s  and semi s t r u c tu r e d  in te rv iew s w e r e  c o n d u c te d  to  
co l lec t  additional qualitative data  t o  inform th e  d e v e lo p m e n t  o f  t h e  in te rven t ion .

R e s u l t s :  T h e  fo u r  c o m p o n e n t s  o f  t h e  in te rven t ion  w e r e  identified f rom  th e  Preclinical Phase and 
Phase I . T h e y  are: I . P e e r  su p p o r te r s ;  2. P ee r  s u p p o r t e r  training; 3. R e te n t io n  and  s u p p o r t  for  p e e r  
su p p o r te r s ;  4 .P e e r  s u p p o r t  meetings.  T h e  preliminary  in te rven t ion  w as  im p lem en ted  in th e  Phase 
2. Findings f rom  this phase  a l low ed  f u r th e r  m odeling o f  th e  in terven t ion ,  t o  p r o d u c e  t h e  definitive 
in terven t ion .

C o n c l u s i o n :  T h e  M R C f ra m e w o rk  w as ins trum enta l  in th e  d e v e lo p m e n t  o f  a r o b u s t  in te rven t ion  
o f  p e e r  s u p p o r t  of  type  2 d iab e te s  in p r im ary  care.

T r i a l  r e g i s t r a t i o n :  C u r r e n t  C o n t ro l l e d  Trials IS R C T N 42541690
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Background
Diabetes is a chronic iUness w h ich  requires the in d iv idu a l 
to assume responsib ility  fo r the ir ow n care w ith  the aim  o f 
m a in ta in ing  glucose and b lood  pressure levels as close to 
norm al as possible |1 |. M a in ta in ing  op tim a l glucose and 
b lood  pressure levels reduces the risk o f  diabetes related 
com plications [2,3],  Treatm ent o f diabetes involves psy
chological, social and physical adjustments to an in d iv id 
ual's lifestyle [1|. This can be confusing and 
overw helm ing fo r people w ith  diabetes |4 |. They have to 
make a com plex range o f  lifestyle m od ifica tions some
times w ith o u t necessarily no tic ing  any tangib le effects [4]. 
Em otional and qua lity  o f  life  issues need to be attended to 
as well as physical issues |4|.

Diabetes self management tra in ing  has tra d itio n a lly  been 
delivered in a d idactic setting w ith  emphasis on im parting  
knowledge. However this approach has been shown to be 
ineffective in  ind iv idua l behaviour change and im p rov ing  
m etabolic contro l |5). h i recent times alternatives to the 
trad itiona l delivery o f  diabetes care have been investi
gated, for example, tlie  concept o f peer support which 
emphasises patient rather than professional dom ina tion  
[1|. Peer support could be im plem ented to com plem ent 
existing diabetes care. Structured care for people w ith  type 
2 diabetes in general practice is not yet w ell established in 
the Republic o f  Ireland (6|. Prevalence o f  diabetes 
amongst people over 40 years o f age attending 41 general 
practices in the Republic o f Ireland reported a prevalence 
o f  type 2 diabetes o f  9.2% ind ica ting  s im ila r prevalence 
figures to o ther European countries |6 |. The usual care o f 
patients w ith  type 2 diabetes in the Republic o f Ireland is 
ou tlined  in Figure 1.

Testing a com plex in te rven tion  such as peer support 
presents a challenge to researchers. Complex health in ter
ventions are b u ilt  up o f  several components which may 
include organisational and de livery methods |7,8|. The 
fact that they involve a num ber o f separate components 
presents d ifficu ltie s  in iso la ting  the “active ingredient" o f 
the in tervention tha t is effective |8,9|. Therefore it is rec
om m ended that a com plex in tervention fo r an RCT 
should be carefu lly planned and designed (10|. To guide 
researchers, the UK M edical Research Council (MRC) 
devised a five phase fram ework fo r developing and evalu
ating RCT's o f  com plex in terventions (8|. The framework 
is comprised o f five phases |8|. The Pre-ciinical phase 
involves establishing a theoretical basis to support the 
in tervention. Phase 1, m ode lling , involves developing an 
understanding o f the in te rven tion  and its possible effects. 
At this p o in t the com ponents o f  the intervention are 
delineated. These first tw o phases are often interrelated. 
Phase 2, the exploratory tria l, is crucial. This is a test o f the 
feasib ility o f  key com ponents o f  the intervention. Phase 3 
is the de fin itive  RCT. F ina lly  long term im plem entation o f 
the in tervention is examined in  Phase 4. A flowchart o f the 
m ethodo logy o f the app lica tion  o f  the framework is pre
sented in Figure 2.

This fram ework has been u tilised in a variety o f RCl 's thal 
have evaluated com plex in terventions in prim ary care 
|7,11-13|. These RCl’'s examine professionally led in te r
ventions fo r example a behaviour change intervention 
delivered by prim ary care practitioners to patients w ith 
coronary heart disease 110|. This paper is the first to exam
ine the developm ent o f a com plex intervention invo lv ing  
peer support.

24% o f  patients receive no stnictured diabetes care in either specialty care or general practices

60% o f people may receive most o f their diabetes care from their general practitioner though for many this care 
is unstructured without the routine use o f  practice diabetes registers and recall systems.

There is lim ited access to community based dietician services and chiropody services vary according to an 
individuals' income

One third o f the total population are medical card holders which entitles them to free GP, hospital and 
community care. The allocation o f medical cards is means tested. The remaining two thirds pay for services in 
the general practice but are entitled to free hospital treatment.

Figure I
Usual care in the general practice setting for people w ith type 2 diabetes [3 1, 32].
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Preclinical Phase
Review and search o f the Hterature

Phase 1 (Modeling)
Combining theory w ith qualitative work 

(2 focus groups w ith patients)
(2 focus groups w ith practice staff) 

Interviews with experts in the areas o f health 
psychology and volunteering

Phase 2 (Exploratory trial)
Preliminary intervention in 2 practices 

(24 patients and 4 peer supporters recruited)

Qualitative work 
(1 focus group with peer supporters)

(2 focus groups w ith patients)
(3 semi structured interviews with practice staff)

DEFINITIVE INTERVENTION

Figure 2
A  flowchart of the methodology of the application o f the  
fram ew ork.

We describe below, the app lica tion  o f the first three 
phases o f  the MRC fram ework w h ich  led to the develop
ment o f the in tervention o f peer support in  type 2 diabetes 
based in  prim ary care. The de fin itive  in tervention is cur
rently being tested in  a cluster RCT, the peer support in 
diabetes study (Table 1).

Aim s
P reclin ica l phase
The aim o f the Preclinical Phase was to review the theoret
ical basis o f peer support and to id en tify  evidence to sup
port the concept.

P hase I
The aim o f Phase 1 was to com bine the theoretical basis 
from  the Preclinical Phase w ith  qualitative work to define 
the components o f the in tervention.

Phase 1
The aim o f Phase 2 was to conduct a p ilo t study to lest the 
feasib ility  o f  the in tervention.

Methods
Prec lin ica l phase
The Preclinical Phase involved conducting a literature 
search using C INHAL, M edline and the Cochrane Library. 
Key words included RCT, diabetes, type 2 diabetes, p r i
mary care, com m u n ity  health workers, lay health workers, 
chronic illness, vo lun ta ry  workers and peer support w o rk 
ers. The literature retrieved was examined in depth and the 
concept o f peer support was explored. Themes for com po
nents o f the in tervention evolved from  reviewing d iis  l i t 
erature.

Phase I
In Phase I, the m ode lling  phase, the theoretical basis 
from  the Preclinical Phase was com bined firstly w ith  
in fo rm ation  from  interviews w ith  experts in  the area o f 
health psychology, diabetes and volun teering and sec
ond ly  w ith  qualita tive data from  focus groups w ith  
patients w ith  type 2 diabetes and practice staff. Two focus 
groups (6 patients in  each group) were conducted w ith  
patients in the tw o partic ipating general practices. The 
top ic guide included the m eaning o f  the term peer sup
port; the nature o f  support fo r people w ith  type 2 diabetes; 
and an exploration o f  how peer support differs from  p ro 
fessional support. Two focus groups (4 in  each group) 
were conducted w ith  practice s taff from  the two partic ipa t
ing general practices. The top ic  guide included the de fin i-

T a b le  I : S u m m a ry  o f  s tudy

T h e  p e e r  s u p p o r t  in  d ia b e te s  s tu d y

• A im s
To determ ine w hether a peer support programme fo r patients w ith  
type 2 diabetes Improves biophysical and psychosocial outcomes and 
whether it  is an acceptable, cost effective intervention in a primary 
care setting
• D esign
C luster randomised contro lled trial.
• P a r tic ip a n ts
420 patients w ith  type 2 diabetes recruited  from  20 general practices 
30 peer supporters, also patients w ith  type 2 diabetes, from  10 
intervention general practices.
• P r im a ry  O u tc o m e s  
Blood pressure
Total cholesterol 
H B A Ic
W ell being score [14]
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tion  o f peer support; advantages and disadvantages o f  
peer support; and tra in ing  and support fo r peer support
ers. The focus groups were conducted by a m oderator and 
an observer. Each focus group was taped and the discus
sions then transcribed and analysed. Descriptive phenom 
enology was the theoretical fram ework used for the 
analysis o f the qualitative data. This qualita tive research 
trad ition  seeks to understand the lived experience o f in d i
viduals (15|. The com bination  o f in fo rm a tio n  from  the 
Preclinical and this Phase 1 led to the unrave lling  o f fou r 
critical components o f  the p re lim inary in tervention.

Phase 2
Phase 2, the exploratory tr ia l/p ilo t study, involved testing 
the pre lim inary intervention. Two general practices were 
selected. Both are tra in ing  practices attached to a un iver
sity post graduate tra in ing  scheme. One was a small single 
handed practice and the other a large group practice. Both 
had a practice nurse and used computerised records. N e i
ther practices had structured diabetes care clinics. Practice 
staff com piled a register o f  patients w ith  type 2 diabetes. 
Twenty two patients and fou r peer supporters from  the 
two practices were purposefully selected to participate. 
The peer supporters, who were selected by the GPs, 
attended two evening tra in ing sessions conducted by the 
research team. The p re lim ina ry  in tervention was delivered 
in both practices- each peer supporter facilitated three 
peer group meetings w ith  partic ipating patients over a 
period o f fou r months. Q uantitative data were collected 
from  participants p rio r to and fo llow ing  the meetings and 
was analysed using JMP IN  statistical package. Q ua lita tive 
research was also conducted in  Phase 2 fo llo w in g  the pre
lim ina ry  in tervention; two focus groups w ith  five patients 
each and one focus group w ith  four peer supporters. The 
topic guide fo r these focus groups included feedback from  
the peer group meetings; how  peer support differs from  
support from  GPs and practice nurses; and positive and 
negative aspects o f  peer support. In add ition  to these 
themes the peer supporters were asked about tra in ing  and 
ongoing support for peer supporters. The qualitative 
m ethodology used was the same as tha t fo r phase 1. In 
addition, three semi-structured interviews w ith  practice 
staff were conducted fo llo w in g  the pre lim ina ry  in terven
tion. The discussions were based around the logistics o f 
ho ld ing  the group meetings in  the general practices; and 
recruitment, retention and support fo r the peer support
ers.

Ethical approval
Ethical approval has been obtained from  the Ethics C om 
mittee o f the Irish College o f  Genera! Practitioners (P roto
col No.: REC0904-11; 01 /12/04)

Results 
P reclin ica l phase
Theoretical and em pirical evidence fo r peer support was 
iden tified  in the literature search.

Peer support w ith in  the healthcare context is defined as 
"the provision o f em otional, appraisal, and in fo rm ationa l 
assistance by a created social network m em ber w ho pos
sesses experiential knowledge o f  a specific behaviour or 
stressor and s im ila r characteristics as the target popu la
tion, to address a health-related issue o f a po ten tia lly  or 
actually stressed focal person” |16|. This d e fin ition  o f peer 
support falls w ith in  the social support m odel, that is 
defined as the process through w h ich  social relationships 
m ight prom ote health and w ell-being |17 |. W ith in  the 
social support model, the direct effect model w ou ld  pos
tulate that peer support could reduce feelings o f isolation 
and loneliness, provide in fo rm ation  about access to 
health services o r the benefits o f  behaviours that posi
tive ly im prove health and well-being and encourage more 
positive health practices ( 16|.

The logic behind peer support programmes is that peers 
have a greater understanding o f the target popu lation 's s it
uation than other na tura lly  embedded social networks 
( 16(. D u ring  times o f  need o r in stressful situations in d i
viduals often turn to social contacts and relationships fo r 
support to supplement the care given by the health serv
ices |16|.

Members o f  the ir ow n social network may not be able to 
offer appropriate support fo r various reasons. For example 
they may lack experience and knowledge o f  the stressful 
life  event; they may feel uncom fortab le about the issue or 
are too upset to provide support 118|.

Peer support groups provide ind iv idua ls w ith  a un ique 
support system where they can gain understanding and 
feel a sense o f belonging. As the group evolves attach
ments are form ed and expressions o f  caring and genuine 
concern from  the group provides em otional support ( I8 |.

Peer support was found to be successful in  some health 
care settings. It has im proved outcomes in diverse health 
settings such as m aternal ch ild  health developm ent! 191, 
neonatal m o rta lity  (20 ,211 and cardiac surgery |22|.

Peer support workers also known as lay health workers are 
defined in  a Cochrane review as "any health worker carry
ing out functions related to health care delivery; trained in 
some way in  the context o f  the in tervention; having no 
form al professional o r paraprofessional certificated or 
degree tertiary education" (page 1} |23 |. T ra in ing  fo r peer 
support workers should incorporate exp loration o f the 
skills required to use experiential knowledge and peer's
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appreciation and understanding o f  the target group [16|. 
However GibHn warns against too  much specific training, 
as this may destruct the concept o f  "peerness" [24|. In 
add ition  to peer support bene fiting recipients, peer sup
porters have reported benefits from  the ir role 125-27].

Q ua lita tive research conducted fo r the Diabetes National 
Service Framework revealed that people w ith  diabetes felt 
it  w ou ld  be he lp fu l to meet others in s im ila r circum 
stances. Peers were viewed as an under utilised, helpful, 
source o f  in fo rm a tio n  and support |28 |. However there 
are no reported random ised con tro lled  trials o f  peer sup
port in  type 2 diabetes. The literature review highlighted 
the need fo r a careful consideration o f  an underly ing the
oretical fram ework and the im portance o f  exploratory 
qualita tive w ork  w ith  ind iv idua ls  w ith  type 2 diabetes in 
the context w ith in  w h ich the study was planned.

Phase I
In Phase 1, issues raised in the interviews w ith  experts 
included the iden tifica tion  o f  social support as a theoreti
cal fram ework fo r the study. In add ition , experts working 
in the vo lunteering sector h igh ligh ted the im portance o f 
con tinu ing  support for the peer supporters to sustain the 
program me over time.

The patients involved in the exploratory qualitative work 
expressed enthusiasm for the idea o f  peer support.

F C 1 .5  "I though t i t  w o u ld  be a good idea fo r  me because 
fro m  the p o in t o f  v iew  o f  the d ie t i t  cou ld  help me keep me 
on track. H e a rin g  others ideas an d  sha ring  them  and so o n "

They reported a tendency to turn to peers fo r advice but 
felt that a structured support ne twork w ou ld  be more 
helpfu l.

F C 2 .3  "Very h e lp fu l because you are go ing  in to  a hospital, 

seeing a doctor, bu t you are no t seeing o the r people who  
have i t  like  ourselves ”

They had a preference fo r group rather than ind iv idua l 
meetings. Both patients and practice staff fe lt that peer 
supporters required specific tra in ing  tha t should include 
the basics o f  treatm ent fo r diabetes and managing a 
group. However there was a consensus tha t medical ques
tions from  group members should be referred to the GP or 
practice nurse.

F C 7 .2  " I t  is very im p o rta n t f o r  the peer supporters to know  
th e ir boundaries. They are no t doctors"

The w ork in the Preclinical Phase and in  phase 1 led to the 
iden tifica tion  o f  fou r p re lim ina ry  in tervention com po
nents:

1. Peer supporters

2. Peer supporter tra in ing

3. Retention and support fo r peer supporters

4. Peer support meetings 

Phase 2
Phase 2, the exploratory tr ia l/p ilo t  study, involved testing 
the fo llo w in g  p re lim ina ry  in tervention in two general 
practices:

/. Peer supporters
The GPs and practice nurses in each practice were asked to 
select two patients w ith  type 2 diabetes w ho w ould  be 
suitable fo r the role o f peer supporter. A ll four peer sup
porters recruited by the GPs and practice nurses had type 
2 diabetes fo r over a year and were com p lian t to their 
treatment regime. Further peer supporter characteristics 
are presented in Table 2. Findings from  the semi stmc- 
tured interviews indicated that the GPs and practice 
nurses felt they should iden tify  the peer supporters w ith in  
the ir own practices.

2. Peer supporter training
Two evening tra in in g  sessions were organised for the peer 
supporters. The content o f  these sessions included the role 
o f the peer supporter, basics o f  diabetes, lifestyle and m ed
ication issues, com m un ica tion  skills, managing groups, 
con fidentia lity , role play and support for the peer sup
porters. The sessions were interactive and in fo rm al. They 
were given a handbook that covered issues raised in the 
tra in ing  session. The focus group w ith  the peer supporters 
revealed that the peer supporters found the tra in ing 
in form ative and pitched at the correct level. 'I'hey valued 
the handbook and referred to it on several occasions du r
ing the course o f  the exploratory trial.

T a b le  2: P ersona l c h a ra c te r is tic  o f  th e  p a tie n ts  and p ee r 
su p p o rte rs  th a t  p a r t ic ip a te d  In th e  s tudy

P a t ie n t
p a r t ic ip a n ts

P e e r s u p p o rte rs

Male 1 3 (59%) 4 (100%)
Mean age (yrs) 66 65
Mean yrs since 
diagnosis o f type 2 
diabetes

4 7

Entitled to  medical 
card

14 (64%) 2 (50%)

Smoker 3(14% ) 0 (0%)
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3. Retention and support for peer supporters
A support system fo r the peer supporters was im p le 
mented. This consisted o f  the project manager contacting 
each peer supporter after each group session. This was to 
a llow  the peer supporter to debrie f and discuss any prob
lems that arose du ring  the course o f  the meeting. The peer 
supporters reported that they appreciated this contact.

FC5.6 "Someone out there behind you...Someone behind 
you saying well how d id  it  go, so you are not le ft"

4. Peer support meetings
Patients were allocated, by GPs and PNs, to each peer sup
porter w ith in  each praaice. Three meetings per group 
were organised and tw o groups met in the evening and the 
other two met during  the day. Eighty per cent o f  patients 
went to two o r three group meetings. Feedback in the 
focus groups w ith  the peer supporters and patients was 
positive. Both patients and peer supporters reflected that 
they enjoyed meeting o ther people w ith  type 2 diabetes. 
Exchanging practical in fo rm a tion , com paring each others 
situations, conversing in lay terms and general support 
amongst the group were iden tified  as particu larly  positive 
elements o f the group meetings.

FG5.4 "I th ink  there is a common th ing here in that the 
people are not looking fo r  a theoretical understanding o f it, 
you know they don 't w ant to know the Latin. W hat every
body I th ink is striv ing fo r  is kinda practical things"

FG5.4 "the mood was te rrific  there were delighted to be 
together they took a lot out o f it, there were happy"

Patients and peer supporters agreed that more structure in 
the group meetings w ou ld  enhance the peer support expe
rience, fo r example having a set theme fo r each meeting. 
Peer supporters suggested a system o f  'frequently asked 
questions' in  order to answer any queries that the group 
members had iden tified  du ring  a meeting.

F G 7.4 “a fie r the meeting, somebody should put in  their 
questions into the centre and somebody should answer them 
and bring it  back to the group"

Some peer supporters were anxious to  have more profes
sional involvem ent w h ile  others po in ted ou t that this 
w ou ld  just reproduce some o f  the services they currently 
accessed.

The defin itive in terven tio n
Follow ing the exploratory phase we finalised the study 
protocol. The de fin itive  in te rven tion  is as follows:

1. Peer supporters
Potential peer supporters are iden tified  by GPs and prac
tice nurses in the in tervention practices. Peer supporters 
are recruited and trained at a ratio o f  approxim ately one 
peer supporter to seven/eight patients w ith  type 2 diabe
tes. They are e lig ible to be trained i f  they meet the inc lu 
sion criteria ou tlined in Table 3.

2. Peer supporter training
The peer supporters attend two evening tra in ing  sessions, 
which are conducted by a GP and nurse on the research 
team. Topics covered in  Session 1 included: in troduction  
to the project; role o f  the peer supporter; basics o f type 2 
diabetes and com plications o f type 2 diabetes. Session 2 
covered the fo llo w in g  topics: lifestyle and medication 
issues; com m unica tion skills and w ork ing  w ith  groups; 
dealing w ith  d iff ic u lt group members; role play and con
fidentia lity .

The two sessions focus on the materials to be used during 
the group meetings (described below) and peer support
ers receive a resource pack w ith  a m anual and resource 
material to support these tra in ing  sessions.

3. Retention and support o f peer supporters
Retention o f peer supporters is crucial to the study. Struc
tures are in place to ensure peer support workers are sup
ported in the role (See Table 3)

4. Peer support meetings
Peer support meetings are held in  the general practice 
premises at a convenient tim e for practice staff, peer sup
porters and participants. The in tervention consists o f nine 
peer support meetings held over two years; at m onth  1, 
m onth  2 and every 3 m onths thereafter. There is a defined 
ten to fifteen m inute structured com ponent fo r each meet
ing available to the peer supporters (see Table 4 for a sum
mary o f the meeting content). A t the end o f  each meeting 
there is general discussion and the group identifies and 
records any questions regarding the m eeting focus. These 
are fed back to the research team w ho com pile  w ritten 
answers based on the feedback from  all groups, which are 
presented and discussed at the start o f  the next meeting.

It became evident to the research team du ring  the Preclin- 
ical Phase and Phase 2 that m o n ito rin g  the delivery o f  the 
in tervention was crucial. We therefore decided to include 
a process evaluation and an assessment o f  treatment fide l
ity  o f the defin itive in tervention. The process evaluation 
w ill map the actual im p lem enta tion  o f  the intervention. 
Data from  peer supporter log diaries o f  each meeting and 
the project manager's record o f  contact w ith  the peer sup
porters w ill be recorded and analysed.
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T ab le  3: S um m ary o f the deve lopm ent o f the in tervention

http;//www.biom edcentral.com /1472-6963/7/136

P H A S E  2 D E F IN IT IV E
IN T E R V E N T IO N

IN T E R V E N T IO N
C O M P O N E N T

P e e r  supporters

P e e r  su p p o rt tra in in g

R e te n tio n  and supp ort 
fo r  p e e r  supp orters

P e e r  m eetings

P R E C L IN IC A L

N o  form al professional 
training

N on  specific tra ining

P H A S E  I

To  be selected by GPs and 
PNs

Inclusion/exclusion crite ria  
considered 
2 training sessions

C ontent: basics o f 
diabetes, lifestyle and 
m edication issues, 
com m unication skills 
Support fo r  peer 
supporters vital

V o lun teer (no formal 
payment)

7 patients per group

3 meetings

4 peer supporters 
identified by GPs and PNs

2 tra ining sessions- 
interactive

Peer supporte rs  
handbook

Pro ject manager 
contacted peer supporters 
fo llow ing each meeting

S upport fro m  each o th e r 
at tra in ing sessions and 
focus g roup  fo llow ing  
In te rvention  
D ura tion  1-1.5 hours

Inclusion criteria;
• Identified by GPs and 
PNs
• Have type 2 diabetes fo r 
I year min
• A dheren t to  diabetes 
regieme
• Understand concept o f 
confidentiality
• Liaise w ith  PN/GP if 
unanticipated problems

• 2 training sessions 
conducted by PN and GP
• Conducted locally
• Training sessions 
focused on materials to  be 
used at group meetings
• Resource pack/ 
handbook

Structures in place to  
ensure re ten tion  o f peer 
supporters:
• Feasible time 
com m itm en t to  the 
pro ject
• O u tline  of 
responsibilities/peer 
support policy
• Adequate training
• Resource pack
• C on tac t details and 
exp lic it support fro m  the 
p ro je c t team and GP/ 
practice nurse
• Telephone call from  
p ro jec t manager fo llow ing 
each session
• Annual social event/ 
education session
• Travel and related 
expenses

• 9 peer support meetings 
per group in 2 years of 
in tervention, held in 
general practice
• 7 patients per group
• 10 m inute structured 
com ponent fo r beginning 
o f each meeting
• Any unanswered 
questions (FAQ) feedback 
to  research team a t the 
end o f each session and 
answers discussed at next 
session

Meeting held in general 
practice
Frequendy asked 
questions (FAQ )

Page 7 of 10
{page num ber not fo r citation purposes)



BMC Health Services Research 2007, 7:136

Table  4: S um m ary  o f content o f m eetings

http://wwwbiomedcentral.eom/1472-6963/7/136

SESSION  / -  IN T R O D U C T IO N

• In troduction  to  each o the r
• W ha t is peer support?
• Ground rules
• Discussion on course content (9 sessions)
• V ideo/D VD  15 mins
• Entidements in diabetes
• Identifying a substitute peer supporte r
• C ontact details fo r the group

SESSION 3- B L O O D  SUGAR LEVELS
• Inform ation on hypo/hyperglycaemia
• Blood sugar testing 
Questions on blood sugar levels 
W h a t to  do when you are sick

SESSION  5- M £ D /C /\T /O N
• C on tro l o f type 2 diabetes 
“ D ie t
oTablets
oinsulin
Questions regarding m edication including side effects

SESSION  7- F O O T  CARE
• W hy fo o t care matters in diabetes
• Discussion on how  to  check feet 
oLaminated sheet to  cover all aspects o f fo o t care 
Questions relating to  the feet
Inform ation on local ch iropody services

SESSION  9- L IV IN G  W IT H  DIABETES
This is intended to  be a relatively open session in which the group can 
discuss any remaining concerns and consider w hether they would like to  
continue to  meet
Importance o f fo llow  up data collection

SESSION 2- H E A R T  A N D  VASCULAR DISEASE

• W hy is it  so important?
• H ow  you can reduce your risk o f heart disease and o the r vascular 
complication
® Hypothetical individual and w hat they would advise them to  do 
Questions relating to  heart disease including blood pressure and 
cholesterol medication and taking tablets

SESSION 4- H E A LT H Y  E A T IN G
Discussion o f healthy 'eating plate'
• Laminated picture o f the 'healthy plate' 
Healthy eating quiz and discussion o f answers 
Questions on healthy eating in diabetes

SESSION  6 - EXERCISE
• Importance o f exercise
• Use o f a pedom eter
oeach person w ill be given a pedom eter 
Questions about exercise 
Maybe arrange a walk in locality

SESSION 8-EYE A N D  K ID N E Y  C O M P LIC A T IO N S
• W h a t happens to  the eyes and kidneys In diabetes
• Importance o f good blood pressure and blood sugar contro l in o rde r 
to  prevent complications
Questions relating to  eye and kidney disease

The assessment o f ireatm ent f ide lity  w ill m on ito r the re li
a b ility  and va lid ity  o f  the in tervention. The Bellg frame
w ork w ill be used. It consists o f five treatment fide lity  
strategies: Treatment design, T ra in ing  procedures, D e liv 
ery o f  treatment. Receipt o f  treatment and Enactment o f 
treatment skills |29|.

Discussion
S um m ary
Designing com plex in terventions that are pragmatic 
enough to be applied to real life  situations is challenging 
( lOj. We found the MRC fram ework ve iy  useful in  guid ing 
the design and the p re lim ina ry  testing o f  the in tervention 
o f peer support in  type 2 diabetes. The Preclinical Phase 
explored the existing evidence on the top ic o f  peer sup
port. In Phase 1 the u t il ity  o f  qualita tive methods as spec
ified in the MRC fram ework, and meetings w ith  experts in 
the fie ld, was invaluable fo r  the early developm ent o f the 
in tervention. The p re lim ina ry  in tervention fo r the pro
posed RCT was tested in the p ilo t study in Phase 2. This

allowed us to observe the logistics o f in troducing the pre
lim in a ry  in tervention in to  the prim ary care setting.

M e th o d o lo g ic a l issues
After considering several theoretical models and discuss
ing th is issue w ith  experts in health psychology and v o l
untary organisations we selected social support as a 
theoretical fram ework fo r the study. This led to the reas
sessment o f the study outcomes and, in add ition  to the 
b iophysica l outcomes, we added the psychosocial o u t
comes o f  wellbeing, self care, self efficacy and social sup
port.

Best practice in random isation is to randomise fo llow ing  
baseline data collection. This avoids in troducing bias in 
terms o f  patient recruitm ent and data collection i f  contro l 
practices become dem otivated during the baseline data 
co llection phase. Fo llow ing the exploratory w ork in  phase 
two, consulta tion w ith  members o f  the research team 
h igh ligh ted difficu lties w ith  this approach. In order to
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facilita te the purposive recruitm ent o f peer supporters 
from  the patient register in in te rven tion  general practices 
p rio r to random  selection o f patients, it was decided that 
practices w ou ld  have to be random ised p rio r to baseline 
data co llection and random isation o f patients and the 
beginn ing o f  the intervention.

The MRC fram ework emphasises the im portance o f  m on 
ito ring  the delivery o f  the RCT in te rven tion  [S], The 
review o f  the literature on conducting random ised con
tro lled  tria ls in  the Preclinical Phase and the p ilo t study in 
phase tw o led to our decision to include an assessment o f 
treatm ent fid e lity  and a process evaluation in  the study 
pro tocol. This w ill a llow  fo r the m on ito rin g  o f  the process 
o f  im p lem enta tion  o f the in te rven tion  and also assess the 
v a lid ity  and re liab ility  o f  the in tervention. The incorpora
tion  o f these elements w ill add depth to  our understand
ing o f the fina l results o f  the randomised con tro lled trial. 
1-or example, we w ill be in  a position  to address any 
potentia l questions such as whether the in te rven tion  was 
experienced as intended by the partic ipating in tervention 
patients. In addition, we w ill be able to consider the rela
tive effectiveness o f the in tervention in re lation to the 
extent o f  exposure to peer support. This process w ill also 
facilita te rep roduc ib ility  o f  the in tervention i f  the trial 
finds that it  is effective as there w ill be a clear and detailed 
descrip tion o f the in tervention as it occurred in practice 
settings.

In te rv e n t io n  issues

The qualita tive w ork in Phase 1 and Phase 2 allowed us to 
iden tify  details o f  the in tervention com ponents that 
needed further development. In particular the structure o f 
the group sessions and support fo r peer supporters was 
developed further. The idea o f having a focus to each ses
sion and a system o f frequently asked questions came 
from  the patients and peer supporters and was incorpo
rated in to  the de fin itive  in tervention. A guide fo r each ses
sion was devised. This guide is designed to be flexib le and 
does not have to be strictly adhered to, so as no t to destroy 
the concept o f peer led meetings. U n like  the peer led edu
cational in terventions such as the Chron ic Disease Self- 
Management Programme (CDSM P)|30] devised by Kate 
Lorig the in tervention in this study focused m ore on social 
support than education. There is a clear need to d is tin 
guish between in terventions tha t are genuinely peer led 
compared to professionally led support o r educational 
in terventions. As some o f  the peer supporters emphasised, 
professionally led in terventions w ou ld  just duplicate 
some o f  the services that they currently access.

C onsu lta tion w ith  a vo lun teering expert led to further 
developm ent o f  support mechanisms fo r the peer sup
porters. The support given in the p ilo t study, which 
involved telephone contact after meetings was iden tified

as crucial by the peer supporters and so was developed fu r
ther for the de fin itive  in tervention. We also plan to ho ld  
an annual social m eeting to facilitate com m unication 
between peer supporters from  difference practices. The 
travel allowance fo r peer supporters has also been m o d i
fied so that it is given in stages throughout the in terven
tion.

Conclusion
The MRC fram ework was instrum enta l in the develop
ment o f  a robust in te rven tion  o f  peer support in type 2 
diabetes in prim ary  care. The in tervention o f peer support 
was considered in depth incorpora ting  an analysis o f  cur
rent literature, qualita tive w ork  w ith  those w ho w ou ld  be 
both experiencing, de livering and adm inistering the peer 
support system and f in a lly  an analysis o f how the in te r
vention w ou ld  run in the p ilo t study. It enabled a clear 
and detailed understanding o f  the components o f  the 
in tervention and how  each should be documented and 
tested during the de fin itive  study. The effectiveness o f  this 
in tervention is now being tested in a cluster randomised 
contro lled tria l in vo lv ing  tw enty general practices and 420 
patients w ith  type 2 diabetes.
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APPENDIX 4 THE WELL BEING QUESTIQNNIARE rW-B012)

Please circle one number on each scale, from 3 (all the time) to 0 (not at 
all), to indicate how often you feel each statement has applied to you in 
the past few weeks

all the not
time at all

E1. 1 have crying spells or feel like 
it.........................................

3 2 1 0

E2. 1 feel downhearted and 
blue...............................................

3 2 1 0

E3. 1 feel afraid for no reason at 
all..........................................

3 2 1 0

E4. 1 get upset easily or feel 
panicky.........................................

3 2 1 0

E5. 1 feel energetic, active or 
vigorous.....................................

3 2 1 0

E6. 1 feel dull or
sluggish...........................................................

3 2 1 0

E7. 1 feel tired, worn out, used up or 
exhausted.......................

3 2 1 0

E8. 1 have been waking up feeling fresh and 
rested................

3 2 1 0

E9. 1 have been happy satisified, or pleased with 
my personal 3 2 1 0

E10. 1 have lived the kind of life 1 wanted 
to..............................

3 2 1 0

E11. 1 have felt eager to tackle my daily tasks or 
make new
decisions................................................................ 3 2 1 0

E12. 1 have felt 1 could easily handle or cope with 
any serious problem or major change in my 
life.................................... 3 2 1 0
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APPENDIX 5 THE SUMMARY OF DIABETES SELF-CARE ACTIVITIES
fSDSCA)

These questions ask about how you care for your diabetes. The questions 
are about diet, exercise, blood sugar testing, foot care, and smoking.

Taking the first question as an example:

EXAMPLE
How many of the last SEVEN days have you followed a healthy eating 

plan?

If you followed a healthy eating plan for 3 of the last seven days you 

put a circle around the number 3.

Please answer each question. If you have been sick during the previous 7 
days please think back to the last 7 days when you were not sick.

DIET

D1. How many of the last SEVEN days have you followed a healthy eating 

plan?

0 1 2 3 4 5 6 7

D2. On average, over the past month, how many DAYS PER WEEK have 

you followed your eating plan?

0 1 2 3 4 5 6 7

D3. On how many of the last SEVEN DAYS did you eat five or more 

servings of fruit and vegetables?

0 1 2 3 4 5 6 7

D4. On how many of the last SEVEN DAYS did you eat high fat foods 

such as red meat or full-fat dairy products?

0 1 2 3 4 5 6 7
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EXERCISE

D5. On how many of the last SEVEN DAYS did you participate in at least 
30 minutes of physical activity? (Total minutes of continuous activity, 
including walking)

0 1 2 3 4 5 6 7

D6. On how many of the last SEVEN DAYS did you participate in a 
specific exercise session (such as swimming, walking, biking) other than 
what you do around the house or as a part of your work?

0 1 2 3 4 5 6 7

BLOOD SUGAR TESTING

D7. On how many of the last SEVEN DAYS did you test your blood sugar?

0 1 2 3 4 5 6 7

D8. On how many of the last SEVEN DAYS did you test your blood sugar 
the number of times recommended by you health care provider?

0 1 2 3 4 5 6 7

FOOT CARE

D9. On how many of the last SEVEN DAYS did you check your feet? 

0 1 2 3 4 5 6 7

DIO. On how many of the last SEVEN DAYS did you inspect the inside of 
your shoes?

0 1 2 3 4 5 6 7

SMOKING

D11. Have you smoked a cigarette (even one pufO during the past SEVEN 

DAYS?

YES: NO:
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APPENDIX 6 DIABETES MANAGEMNET SELF EFFICACY SCALE
By means of the following questions we would like to get an idea about 
how you manage your diabetes. We would like to do this by asking you 
how much the following statements apply to you ...

EXAMPLE
For example the statement;
“I am able to check my blood sugar If necessary”

If you think this is entirely true, place an X in the extreme left-hand 
box like th is ......

1 “I am able to check my blood sugar if necessary”

X

Certain can do Maybe yes, maybe no Cannot do at all

The more you disagree with the statement, the more you should move the 
‘X’ in the direction of “Cannot do at all”

PLEASE PLACE AN ‘X’ IN A BOX BELOW EACH STATEMENT

G1 I am able to check my blood sugar if necessary
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G2 I am able to correct my blood sugar when the sugar level is too high
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G3 1 am able to correct my blood sugar when the sugar level is too low
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G4 I am able to choose the correct foods
1 2 3 4 5 6 7 8 9 10 11

214



Certain can do Maybe yes, maybe no Cannot do at all

G5 I am able to keep my weight under control
1 2 3 4 5 6 / 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G6 I am able to examine my feet for cuts
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G7 I am able to adjust my eating plan when ill
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

0 8  I am able to follow a healthy eating pattern most of the time
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

0 9  I am able to take more exercise if the doctor advises me to
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

0 1 0  When taking more exercise I am able to adjust my eating plan
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

011 I am able to follow a healthy eating pattern when I am away from 
home
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all
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G12 1 am able to follow a healthy eating pattern when I am eating out or
at a party
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G13 I am able to adjust my eating plan when I am feeling stressed or 
anxious
' 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G14 I am able to take my medication as prescribed
1 2 3 4 5 6 7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all

G15 I am able to adjust my medication when I am ill
1 2 3 4 5 6 ■7 8 9 10 11

Certain can do Maybe yes, maybe no Cannot do at all
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APPENDIX 7 THE CHRONIC ILLNESS RESOURCES SURVEY 
Please circle one number on each scale, from 1 (not at all) to 5 (a great 
deal), to indicate how often you feel each statement has applied to you in 
the past few weeks

Over the past 3 months to what extent....

not at all a a
moderate great
amount deal

F1. Have your family or friends 1 
exercised with you?

2 3 4 5

F2. Have your family or friends 1 
listened carefully to what you 
had to say about your illness?

2 3 4 5

F3. Have your family or friends 1 
encouraged you to do the 
things you need to do for your 
illness?

2 3 4 5

F4. Have your family or friends 1 
selected or requested healthy 
food choices when you ate with 
them?

2 3 4 5

F5. Have you shared healthy low fat 1 
recipes with friends or family 
members?

2 3 4 5

F6. Have family or friends helped 1 
you remember to take your 
medicine?

2 3 4 5

F7. Have family or friends brought 1 
food or prepared food for you 
that was especially healthy or 
recommended?

2 3 4 5

F8. How important is family and 1 
friend support in managing 
your illness?

2 3 4 5
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APPENDIX 8 M ED IC A TIO N  ADHERENCE REPORT SCALE

The next questions ask about how you use your medicines

Below are some statements that people have made about using their 
medicines. For each of the statements, please tick the box which best 
applies to you. For example, if you sometimes forget to take to take your 
medicines, you would mark statement 1 like this:

EXAMPLE
STATEMENT 1 Always Often Sometimes Rarely Never

1 forget to take my medicines

C1. STATEMENT 1 Always Often Sometimes Rarely Never

1 forget to take my medicines

C2. STATEMENT 2 Always Often Sometimes Rarely Never

1 alter the dose of my 

medicines

C3. STATEMENT 3 Always Often Sometimes Rarely Never

1 Stop taking my medicines for a 

while

C4. STATEMENT 4 Always Often Sometimes Rarely Never

1 decide to miss out a dose

C5. STATEMENT 5 Always Often Sometimes Rarely Never

1 take less than instructed
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APPENDIX 9 PRACTICE NURSE HANDBOOK

BASELINE PRACTICE 
MANUAL
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ESTABLISHING A REGISTER OF PATIENTS WITH DIABETES

Create a list o f all patients in the practice w ith existing diabetes (template 
attached)
This includes patients w ith diabetes that are controlled by any o f the fo llow ing:

• Diet
• Oral hypoglycaemics
• Insulin

i

There are a number o f ways to generate this list:

• Recall o f patients names by practice staff
• Recording o f patients as they attend the practice
• Practice or local pharmacy prescribing lists
• Computerised search o f practice records
• Comprehensive chart search
• Refer to existing disease register already established

i

Distinguishing between people with Type! and Type 2 diabetes

All type 1 patients are on insulin w ithin weeks or months o f diagnosis. 
Patients on dietary treatm ent or oral hypoglycaemic agents can be 
regarded as having type 2 diabetes though, approxim ately 30% o f type 2 
patients end up on insulin, usually after several years o f dietary and oral 
medication therapy. For middle aged patients on insulin, you may have to 
check your records to look back at the diagnosis and sequence o f 
treatments. Some cases may be d ifficu lt to assess as there are more 
unusual conditions such as maturity onset type 1 diabetes, though these 
individuals are generally diagnosed by specialists. If doubt remains you 
can consult the study manager.
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PATIENT REGISTER

ID NUMBER NAME ADDRESS DOB GENDER TYPE OF DIABETES



2. CONTROL 

PRACTICES

SELECTING AND RECRUITING 

PATIENTS

224



SELECTING AND RECRUITING PATIENTS FROM REGISTER

STEP / -  WRITING TO PATIENTS

Ensure all patients on your register have type 2 diabetes (check 
with medical records were necessary)

i

Number the patients from 1 to Y (Y being the last number on register)

i

Use the random list provided by the research team

i

Select the firs t 30 to 40 patients on the random number lis t- 
These are the patients you will write to

i

List the 30 to 40 randomly selected patients

\

Send template letter and information sheet (on next page) to these
patients
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PATIENT INFORMATION SHEET (CONTROL PRACTICES)

Your CP is interested in the growing number o f people with diabetes and is 
taking part in a research study to improve the care o f people, like yourself, with type 
2 diabetes. Your CP and practice nurse are setting up a new diabetes care system 
that w ill involve regular check ups for your diabetes. Some other practices involved 
in the study are assessing a peer support programme.

If you agree to take part in the study the following would happen:
1. Staff from your surgery will record some basic information about your 

condition from your medical charts. This will be treated confidentially and 
recorded on computer. A number will replace your name in all o f our 
records.

2. You will be invited to attend the surgery in Autumn o f 2006 and for a basic 
health assessment. While waiting to see the practice nurse you will be asked 
to complete a questionnaire on how diabetes affects your life in general. The 
basic health assessment will involve having your weight, height and blood 
pressure measured. A sample o f blood will be taken for blood sugar and 
cholesterol levels and your medication will be reviewed. You will have access 
to these test results through your practice.

3. We are also interested in the financial impact o f diabetes on your life and 
work. We will collect some confidential information on how much your 
diabetes care costs during the study.

4. During the two years you will be invited to attend the surgery for a diabetes 
check up with your CP and practice nurse every four months.

5. A small number of patients will be invited to take part in group discussions 
with the research team to explore their experience o f the management of 
their diabetes.

All information about you w ill be treated confidentially and recorded anonymously.
At all times your confidentiality w ill be respected and maintained and no-one will be 
given access to your personal or medical details w ithout your permission or consent. 
In any report or publication o f the study findings you or the practice will not be 
identified.

If you have any further questions regarding please ask your CP or practice nurse 

Thank you for your time in considering this information.
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SELECTING AND RECRUITING PATIENTS FROM REGISTER 

STEP2 - TELEPHONING PATIENTS

If the patient has not returned the reply slip- 
Telephone them approx 10 days after the letter was sent

i

Introduction, ask patient if they received the letter about the project. 
If not explain the project to them (read out information sheet)

i

Give them a brief overview of what involvement in the project entails
• They attend for a firs t visit between Sept and Dec
• This would involve filling out a questionnaire and a visit to the

practice nurse (BP, HBAlc, Cholesterol, BMI)
• From January next year they will be called every 4 months for the
next 2 years for a check up as per best practice
• After two years they will be asked to attend again for a check up

•
and to fill out the questionnaire

i

If they are interested take note o f their details and tell them that you w ill be 
in contact to arrange an appointment for their firs t visit
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SELECTING AND RECRUITING PATIENTS FROM REGISTER 

STEP 3 - DOCUMENTING THE NON RESPONDERS

If a patient is not interested in participating we need to get some of their details

i

We need to record their age, gender, how long they have had diabetes, 

diabetes treatm ent (CP or hospital based or shared care)______________________

Please fill these details on a form similar to the one on the next page
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DETAILS OF PATIENTS WHO DO NOT WANT TO PARTICIPATE

DOB GENDER MEDICAL CARD DURATION OF DIABETES DIABETES

TREATMENT

REASON FOR NOT PARTICIPATING IN 

STUDY



3. INTERVENTION 

PRACTICES
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SELECTING AND RECRUITING PEER

SUPPORTERS
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SELECTING AND RECRUITING PEER SUPPORTERS

From your patient register select 3 people that you th ink would suit the role o f peer
supporter

NB. This must be done before randomly selecting patients to participate in study

i

A person is eligible to be a peer supporter if:
-They have had diabetes for at least 1 year
-In your opinion they participate in preventative treatments and are 
generally adherent to treatment and behaviour change
-They have a capacity and commitment to undergo the training required 
-They have an understanding of the importance o f patient confidentiality 
-They undertake to liaise with the practice nurse and/or CP if 
unanticipated problems arise during the course o f their peer support 
activity

i

The CP or practice nurse should telephone these people and discuss the
idea o f being a peer supporter

i

Send an an information sheet (below) to interested people

i

If they are interested take note o f their details and tell them that you will be 
in contact to arrange an appointment for their firs t visit and you will forward 
their contact details onto the research team
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PEER SUPPORTERS INFORMATION SHEET

Your CP is interested in the growing number o f people w ith diabetes and is taking 
part in a research study to improve the care o f people with type 2 diabetes.

The purpose of the study is to introduce a peer support programme. Previous 
research suggests that people with type 2 diabetes would value a system o f peer support. 
This is a system whereby a person with type 2 diabetes receives specific training to provide 
support, advice and encouragement to other people w ith type 2 diabetes.

Your CP and practice nurse have recommended you as a potential peer 
supporter. People have told us that they would value such an opportunity to volunteer to help 
other people with type 2 diabetes.

As a peer support worker you would be required to:
1. Attend 2 training sessions co-ordinated by Trin ity College
2. Meet a group o f 6 -  7 people, again at your local surgery 9 times over two years
3. Fill out a log record o f each group session
4. Ensure patient’s confidentiality is maintained

In addition
1. A researcher from the study w ill record some basic information about your condition 

from your medical charts. This w ill be treated with confidentiality and recorded on 
computer. A number w ill replace your name in all our records.

2. You w ill be invited to attend the surgery at the beginning of the study and once again 
in at the end of the study for a basic health assessment. While waiting to see the 
practice nurse you w ill be asked to complete a questionnaire on how diabetes affects 
your life in general. A basic health assessment will involve having your weight, height 
and blood pressure measured. A sample o f blood w ill be taken fo r blood sugar and
cholesterol levels and your medication w ill be reviewed. You w ill have access to these
tests through your practice.

3. We are also interested in the financial impact o f diabetes on your life and work. We 
w ill collect some confidential information on how much your diabetes care costs 
during the study.

4. A small number of peer support workers w ill be invited to take part in group 
discussions with the research team to explore their experience o f the management of 
their diabetes.

All Information about you will be treated confidentially and recorded anonymously.
At all times your confidentiality w ill be respected and maintained and no-one w ill be given 
access to your personal or medical details w ithout your permission or consent. In any report 
or publication o f the study findings you or the practice w ill not be identified.

If you have any further questions regarding please contact 
<Practice Nurse> or <Cillian Paul>

Thank you for your time in considering this information.
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SELECTING AND RECRUITING 

PATIENTS
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SELECTING AND RECRUITING PATIENTS FROM REGISTER 

STEP 1- WRITING TO PATIENTS

Ensure all patients on your register have type 2 diabetes (check with 
medical records were necessary)

i

Number the patients from 1 to Y (Y being the last number on register)

i

Use the random list provided by the research team

\

Select the firs t 30 to 40 patients on the random number lis t- 
These are the patients you will write to

\

List the 30 to 40 randomly selected patients

i

Send template letter and information sheet (on next page) to these 
__________________________ patients__________________________
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PATIENT INFORM ATION SHEET (INTERVENTION PRACTICE)

Your CP is interested in the growing number o f people w ith diabetes and is taking 
part in a research study to improve the care o f people, like yourself, w ith type 2 diabetes. The 
purpose of the study is to introduce a peer support programme for people w ith type 2 
diabetes. This is, a programme whereby other people with type 2 diabetes receive specific 
training to provide you with support, advice and encouragement. Your CP and practice nurse 
we w ill invite you to nine peer support meetings in the practice over the next 2 years. People 
have told us that they would benefit from such a programme.

In addition to the peer support programme your CP and practice nurse are setting up 
a new diabetes care system that w ill involve regular check ups fo r your diabetes.

If you agree to take part in the study the follow ing would happen:
1. Staff from your surgery w ill record some basic information about your condition from 

your medical charts. This w ill be treated confidentially and recorded on computer. A 
number w ill replace your name in all of our records.

2. You will be invited to attend the surgery in Autumn o f 2006 and fo r a basic health
assessment. While waiting to see the practice nurse you w ill be asked to complete a 
questionnaire on how diabetes affects your life in general. The basic health 
assessment w ill involve having your weight, height and blood pressure measured. A 
sample o f blood w ill be taken for blood sugar and cholesterol levels and your 
medication w ill be reviewed. You w ill have access to these test results through your 
practice.

3. We are also interested in the financial impact o f diabetes on your life and work. We 
w ill collect some confidential information on how much your diabetes care costs 
during the study.

4. During the two years you w ill be invited to attend the surgery nine times for a group 
meeting. A peer supporter, a person who also has type 2 diabetes, w ill be trained to 
help the group and provide them with any advice or support they need. The training 
w ill be provided by T rin ity College and w ill be according to best international 
standards.

5. Also during the two years you w ill be invited to attend the surgery for a diabetes 
check up w ith your CP and practice nurse every four months.

6. A small number o f patients w ill be invited to take part in group discussions with the 
research team to explore their experience o f the management o f their diabetes.

All Information about you will be treated confidentially and recorded anonymously.
At all times your confidentiality w ill be respected and maintained and no-one (including the 
peer supporter) w ill be given access to your personal or medical details w ithout your 
permission or consent. In any report or publication o f the study findings you or the practice 
will not be identified.

If you have any further questions regarding please ask your CP or practice nurse 

Thank you for your time in considering this information.
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SELECTING AND RECRUITING PATIENTS FROM REGISTER 

STEP2 - TELEPHONING PATIENTS

If the patient has not returned the reply s lip- 
Telephone them approx 10 days after the letter was sent

\

Introduction, ask patient if they received the letter about the project. 
If not explain the project to them (read out information sheet)

i

Give them a brief overview of what involvement in the project entails
• They attend for a firs t visit between Sept and Dec
• This would involve filling out a questionnaire and a visit to the

practice nurse (BP, HBAlc, Cholesterol, BMI)
• From January next year they will be called every 4 months for the

next 2 years for a check up as per best practice
• After two years they will be asked to attend again for a check up

and to fill out the questionnaire

i

If they are interested take note o f their details and tell them that you will be 
in contact to arrange an appointment for their firs t visit
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SELECTING AND RECRUITING PATIENTS FROM REGISTER 

STEP 3 - DOCUMENTING THE NON RESPONDERS

If a patient is not interested in participating we need to get some of their details

 [___________________________________________

We need to record their age, gender, how long they have had diabetes, 

diabetes treatm ent (CP or hospital based or shared care)

i

Please fill these details on a form similar to the one on the next page
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DETAILS OF PATIENTS WHO DO NOT WANT TO PARTICIPATE

DOB GENDER MEDICAL CARD DURATION OF DIABETES DIABETES

TREATMENT

REASON FOR NOT PARTICIPATING IN 

STUDY



4. BASELINE DATA 

COLLECTION
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BASELINE DATA COLLECTION 

STEP J STUDY ID NUMBER

Compile a list o f 21 patients and 3 peer supporters (intervention practices only)

_____________________i_____________________________

Number each patient from 1 to 21 or 24 (intervention practices)

This number is the patients Study ID Number fo r the duration o f the study.
NB. ALL PATIENT DOCUIVIENTATION RELATED TO THE PROJECT SHOULD HAVE THE 

STUDY ID NUMBER ON IT RATHER THAN THE PATIENTS NAME. ONLY PRACTICE STAFF
SHOULD BE AWARE OF PATIENTS’ NAMES

i

Keep this list separate to the computer fo r confidentia lity reasons
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BASELINE DATA COLLECTION 

STEP 2 - CONSENT AND QUESTIONNAIRE

Arrange a 45 minute appointm ent w ith each patient

________________i______________________

Meet the p a tie n t, go through inform ation sheet once again.

i

Sign consent form  with the patient

i

Give the patient a questionnaire and leave them fo r 1 5 to 30 minutes to complete
questionnaire.

NB. Be aware o f cues fo r literacy problems

i

Go through questionnaire w ith patient and check completeness
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BASELINE DATA COLLECTION 

STEPS- BIOPHYSICAL MEASUREMENTS

BP
Using OMRON BP MONITOR

i________________

WEIGHT in kgs in barefeet
Using SECA scales

i

HEIGHT In metres in barefeet
Using stad iom eter to  nearest 0.5cm

i

RANDOM SERUM CHOLESTEROL to be sent to the laboratory

HBA1 c to be sent to the laboratory

Record all measurements in Section H of questionnaire
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BASELINE DATA COLLECTION 

STEP 4 - MEDICAL RECORDS

For Section 1 o f questionnaire please refer to the patients medical records fo r the
follow ing details:

• Medical card status
• Past medical history
• Medications
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FINAL DATA 
COLLECTION MANUAL
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FINAL DATA 

COLLECTION
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FINAL DATA COLLECTION 

STEP 7 STUDY ID NUMBER

Original list 21 patients and 3 peer supporters (intervention practices only)

i

Label questionnaires according to original list o f 1 to 21 or 24 
(intervention practices)

i

Keep this list separate to computer records fo r confidentia lity reasons
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BASELINE DATA COLLECTION 

STEP 2 - CONSENT AND QUESTIONNAIRE

Contact all the original patients and attem pt to interview all o f them even 
if  they did haven’t been interested in the study not attend fo r check ups

or peer support meetings 
______________We want to collect information on everyone______________

i

Arrange a 45 minute appointment w ith each patient

i

Consent was signed at the start o f the study

i

Give the patient a questionnaire and leave them fo r 1 5 to 30 minutes to complete
questionnaire.

NB. Be aware o f cues fo r literacy problems

i

Co through questionnaire w ith patient and check completeness
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FINAL DATA COLLECTION 

STEPS- BIOPHYSICAL MEASUREMENTS

BP
Using OMRON BP MONITOR

_____________________i_________________________________

WEIGHT in kgs in barefeet
Using SECA scales

HEIGHT in metres in barefeet
Using stadiometer to nearest 0.5cm

\

RANDOM SERUM CHOLESTEROL to be sent to the laboratory

i

HBAl c to be sent to the laboratory

Record all measurements in Section J of questionnaire
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FINAL DATA COLLECTION 

STEP 4 - MEDICAL RECORDS

For Section 1 and K o f the questionnaire please refer to the patients medical records fo r

the fo llow ing details:

• Medical card status

• Past medical history

• Medications

• Visits to the GP and practice nurse during the fo llow ing time periods

o 1 St o f May 2008 to 30'^'April 2009 

o 1 St May 2006 to 30'^ April 2007

• NB Visits to CP and practice nurse have already been recorded in the Year 1 

Audit so there is no need to document visits during this time frame
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FINAL DATA COLLECTION 

STEPS- DOCUMENT FINAL OUTCOME FOR ALL PATIENTS

Patient ID Patient Name Final Outcome
Please state reason for  non comple t ion-  

RIP/ moved practice

1

2

3

4

5

6

7

8

9

10

1 1

12

13

14

1 5

16

1 7

19

20

21

22

23

24
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FINAL DATA COLLECTION 

STEP 6 - DA TA ENTRY

1. Log on to computer (Username=peersupport, Password = 
diabetes)

2. Open File Maker Pro- correct page should be on the screen

3. Select View from toolbar- go to View as Form

4. Again in View- go to Browse Mode

5. You are then ready to start entering the data

6. Select Records from toolbar- go to New Record

7. Enter data as per questionnaire

8. To go to next box press the ‘Tab’ key

9. For next questionnaire- go to New Record again and you 
have a fresh page to enter your next questionnaire

1 0. Dates should be entered in this format: 12/1 2/2005 
rather than 1 2̂  ̂ December 2005
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APPENDIX 1 0  TARGET CARD
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peer support n n peer support r n

indiabetes P E E R  S U P P O R T  IN  D I A B E T E S  S T U D Y  A  A  indiabetes

Name:

Ideal result
Your results

Smoking No

HBA1C < 7

BP 135/80

Cholesterol <4.8

Weight BMI <27

Aspirin Yes

Date of visit

See back of card for explanation of risk factors in diabetes
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EXPLAINING RISK FACTORS IN DIABETES

SMOKING significantly increases the risk of heart attack and stroke, especially in people with diabetes. If you still smoke you 
should quit now.

HBA1c is a blood test that measures the average blood sugar levels over the previous 6 to 8 weeks.

Lowering high BP (blood pressure) reduces the complications of type 2 diabetes, including the risk of heart attack and stroke. 

Lowering CHOLESTEROL also reduces the nsk of heart attack and stroke.

Maintaining a normal WEIGHT or BMI (body mass index) is very important in diabetes. Being overweight or obese can affect 
blood sugar levels as well as cause other complications.

ASPIRIN is a tablet that affects blood clotting and is prescribed in people over 40 to help prevent heart attack and stroke.
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APPENDIX 11 PEER SUPPORTERS HANDBOOK

p e e r  s u p p o r t

in d ia b e te s

PEER SUPPORTERS

HANDBOOK

peer support

in diabetes
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INTRODUCTION

What is the diabetes peer support project?

The Diabetes Peer Support Project is a research project being conducted 

in Trinity College Dublin. It is funded by the Health Research Board. The 

aim of the project is to study peer support among people with type 2 

diabetes. We hope to find out if peer support improves diabetes control 

and if people feel better as a result of it.

Peer support is the idea of giving assistance and 

encouragement to someone in the same situation as 

oneself, so all of the peer supporters on this project will be 

people who have type 2 diabetes themselves.

The study is based in GP surgeries in the Leinster area and will continue 

for two years. People with type 2 diabetes will attend group meetings in 

their GP’s surgery, which will be led by a peer supporter. They will attend 

their practice nurse for a check-up for their diabetes before and after they 

start going to the peer support group meetings. In addition they will have 

four-monthly diabetes check ups with their GP and practice nurse over the 

two years of the study.

This handbook is designed to provide information regarding the study, the 

role of the peer supporter and type 2 diabetes.

What will the peer supporters do?

The purpose of this section is to clarify the roles and responsibilities of the 

peer supporters and the project staff.
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The research project was set up to evaluate the effectiveness of peer 

support for people with type 2 diabetes. The peer supporters are a vital 

part of the project. They are volunteers who have been recommended as 

peer supporters by their GP or practice nurse. The volunteer peer 

supporters will facilitate and support a group of people with type 2 

diabetes, from the same GP practice, at regular group meetings over the 

two years of the study. The research team will train the volunteers to 

provide information and support to the members of their group, and we 

hope that such support will improve the participants’ control of their 

condition.

Confidentiality

Confidentiality is of vital importance in this project both for the peer 

supporters and their group members. The research team will keep 

confidential records on each peer supporter, including dates of 

involvement in the project and work performed. All records will be kept 

strictly confidential at all times.

The peer supporters will be responsible for maintaining the confidentiality 

of their group members at all times.

What is the role of a peer supporter?

The role of the peer supporter will be;

• To meet with their group 9 times over two years. The group will 

consist of approximately 7 people with type 2 diabetes

• These meetings will be held in your GP surgery

• To lead group discussions on type 2 diabetes

• To refer any problems to the GP/ practice nurse

• To fill out a log record of each group meeting 

The context of the work.-

• The work of the peer supporter will be in the context of a research 

project

• The peer supporter will be a participant in the research project
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Time commitment:

• The duration of the study is two years

• The peer supporter will be involved for two years

• Time commitment: nine meetings lasting approximately one and 

half hours each

Potential peer supporters should:

• Have had type 2 diabetes for one year prior to the commencement 

of the project

• Participate in preventive treatments and adhere to treatment and 

behaviour change regimens

• Have the capacity and commitment to undergo training

• Be recommended by general practitioner/ practice nurse

What are the peer supporters’ rights and responsibilities?

A peer supporter has the right to:

• Receive information on the project

• A written description of the work he/she will undertake

• Privacy and confidentiality

• Receive appropriate training

• Be reimbursed for travelling expenses and subsistence (€400 grant 

over the two years)

• Be valued as a part of the research project through inclusion in 

training sessions etc.

• To step down from their position for unforeseen circumstances. If 

this arises the research team would be grateful if the peer supporter 

contacted a member of the team as soon as possible.

A peer supporter has responsibility for:

• Being reliable

• Agreeing with the project policy
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• Attending training sessions

• Notifying the appropriate person if he/she is unable to attend a 

training session or a meeting witii a participant

• Respecting confidentiality

• Being honest if there are problems

• Refering any problems to the GP or practice nurse

• Asking for help and support if required

What training will be given?

Two training sessions have been designed by the research team

which will be attended by peer supporters with the aims of:

• Developing their existing knowledge of type 2 diabetes and its 

complications

• Developing knowledge of how to assist self-care management

• Exploring the concept of confidentiality

What support will be available?

• Each peer supporter will be given contact details of a general 

practitioner and practice nurse

• Each peer supporter will have contact details for the project 

manager

• The project manager will phone each peer supporter after their 

group meetings to discuss how they got on

• Resource materials will be provided for each group meeting
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BACKGROUND MATERIAL

What is diabetes?

Insulin is a hormone produced in the beta cells in the islets of Langerhans 

within the pancreas, which is a gland situated behind the stomach. 

Diabetes occurs when the body is unable to produce insulin (type 1 

diabetes) or produces too little insulin and/or is resistant to it (type 2 

diabetes). It is a permanent illness that does not go away. Although there 

is no cure at the moment it can be managed carefully and people with 

diabetes can lead a fulfilling active life.

When released into the blood, insulin acts on cells in the body to allow 

absorption of sugar. The sugar in the cells is then converted into energy.

If there is not enough insulin in the body, or the cells do not respond well 

to insulin, sugar is not absorbed and builds up. This is what happens in a 

person with diabetes when their blood sugar becomes high.

This project focuses on type 2 diabetes. As previously mentioned, that is 

when the body produces too little insulin and/or is resistant to it.

In the majority of cases there is no specific cause for type 2 diabetes. 

However the following risk factors have been identified:

• People who are overweight or obese

• People with a family history of diabetes

• A woman with a history of gestational diabetes (diabetes in 

pregnancy)

• A woman with a history of having a large baby (>4kgs)

• People over 40 years of age

• People of Asian or African-Caribbean ethnic origin

Type 2 diabetes is a slowly progressive disease, so as time goes by even 

if a person adheres to their treatment they may have to increase their 

tablets or start insulin injections. The main aims of diabetes treatment are 

to relieve symptoms, prevent complications and ultimately to save lives. 

This requires control of blood sugar and blood pressure in order to reduce
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microvascular and macrovascular complications. It involves educating 

people with type 2 diabetes and encouraging them to manage their own 

illness. Good blood sugar control can reduce small vessel diseases by 

25%. Control of high blood pressure reduces stroke by 44% and small 

vessel disease by 37%.

What is the treatment for diabetes?

The following is an outline of treatment required for people with diabetes:

• Tight glucose control

o Diet 

o Exercise 

o Medication

■ Tablets

■ Insulin

• Blood pressure control

o Diet/ Medication 

o Stopping smoking 

o Exercise

• Regular check ups and screening for complications

o Routine check up

■ With GP/practice nurse

• Blood sugar control check

• Cardiovascular risk reduction

o Blood pressure check 

o Cholesterol check

• Weight check

• Lifestyle issues

• Foot check if needed 

o Annual check up

■ As per routine check up plus

■ Eye screening

■ Renal (kidney) checks

■ Feet check up

■ Symptoms of neuropathy (nerve damage)
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GROUP WORK

How do groups work?

In this project people with type 2 diabetes will meet in a group. It is hoped 

the group will provide an opportunity for group members to give and 

receive practical information and advice and will promote self-confidence 

and self-esteem among the members. The peer supporter will facilitate 

the group.

The following have been identified as phases in group development:

• Forming

o Is the orientation phase at the formation of the group

• Storming

o People getting used to one another and the group 

o Different ideas may emerge

o Conflict occasionally arises when people are deciding roles

• Norming

o Arguments and tensions are resolved as people get to know 

each other

• Performing

o The group work together

• Adjourning

o The end of the group 

What are group norms?

‘Group norms’ are standards expected within a group. They develop early 

on in a group. The members themselves will identify the norms and they 

usually include the following:

• Confidentiality

• Respect

• Regular attendance

• Willingness to share
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Communication between people within the group can be verbal and non 

verbal. Peer supporters can encourage communication among group 

members by using some of the following techniques:

• Attentiveness

• Paying attention and showing interest when people are 

speaking

• Eye contact

• Looking but not staring at someone when they are speaking

• Movement and gesture

• Facing the person when they are speaking

• Using gestures to encourage a person when they are 

speaking

• Questions

• Using Open questions- Allow for expansion of a topic

• Using Closed questions- Questions which have yes/ no 

answers and so don’t allow people to expand on their ideas

The group has to discuss boundaries/ limits such as:

• Time

-  Group session must have a time limit

-  Group should start on time and finish on time

• Topics

-  Purpose of group is to discuss diabetes not other medical or 

social problems

• Peer supporter

-  Should not be used as a counsellor for other problems

-  Available to discuss ideas around diabetes
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CONFIDENTIALITY

One of the group norms mentioned previously was confidentiality 

within the group. This involves mutual trust between group members. It is 

an agreement not to discuss information about individuals outside of the 

group. It promotes a safe environment for people to talk comfortably and 

disclose information about themselves. However group members need to 

be informed that peer supporters may need to breach confidentiality. The 

peer supporter should tell the group member if this arises.

Reasons for breach of confidentiality:

• Diabetes problem

o High blood sugar 

o Low blood sugar 

o Foot problem 

o Eye problem

• Non diabetes problem

o The peer supporter is not expected to deal with topics other 

than diabetes

If the peer supporter is concerned about a person in the group they should 

discuss the problem with the individual after the group meeting and tell 

them that they will contact the GP.
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GROUP MEETING GUIDE

Nine group meetings will be held over the two years of the study. The 

peer supporter may choose the order of the meetings, however this is the 

recommended order:

1. INTRODUCTION (MAY 2007)

2. HEART AND VASCULAR DISEASE (JUNE 2007)

3. BLOOD SUGAR LEVELS (SEPTEMBER 2007)

4. HEALTHY EATING (DECEMBER 2007)

5. MEDICATION (MARCH 2008)

6. EXERCISE (JUNE 2008)

7. FOOT CARE (SEPTEMBER 2008)

8. EYE AND KIDNEY PROBLEMS (DECEMBER 2008)

9. LIVING WITH DIABETES (MARCH 2009)
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GROUP MEETING 1
INTRODUCTION

Introductions to each other

What is the peer support study and what does the idea of peer support 

mean to everyone in the group?

Ground rules

Confidentiality- everything kept between the 4 walls

Listening to each other and taking turns to speak

What we will talk about at the peer support meetings/ boundaries

Video or DVD

This takes 15minutes and provides a brief introduction to diabetes 

Many of you will be familiar with this information but we hope it 

will jog your memories and provide a basis for some discussion

Questions for the group

What did it feel like when you found out you had diabetes?

Do you think having diabetes makes a big difference to your life? 

How do you cope with having diabetes?

What kind of support would you like from the group?

Are you aware of your entitlements regarding your diabetes?

Group business

Is there anyone who would volunteer to facilitate the group if the peer 

supporter can’t make it to one of the meetings?

Collect contact details of group members and share with group if everyone 

agrees

Frequently asked questions

Write down any questions you want answered by the diabetes research 

team and we will discuss them at the next meeting

REMINDER OF DATE OF NEXT MEETING
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RESOURCE FOR GROUP MEETING 1

To help the peer supporter facilitate the first group meeting here are some 

guidelines of what to include in the first group meeting:

• Introduce yourself

• Ask each member to introduce themselves

• Read out confidentiality statement

• Name badges/ stickers

• Explain purpose of the group

• Identify group norms/ rules

-  Confidentiality

-  Time limits

• Open discussion

• Close group

CONFIDENTIALITY AGREEMENT
At the beginning of the first meeting the peer supporter needs to read out 

the following explanation of confidentiality:

“We all have to agree to keep the discussions in our meetings confidential. 

So we agree not to discuss information about our conversations or details 

about individuals in our group with people outside of the group. This 

means that as group members we will be able to talk comfortably and 

disclose information about ourselves if we want.

A situation may arise when I may need to break this confidentiality. For 

example if I am very concerned about a person in the group I may discuss 

it with the GP or practice nurse. I will discuss this with the person and tell 

him/ her they will contact the GP.”
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ENTITLEMENTS
People with diabetes are entitled to some of the following;

Medical card

• This is means tested according to an individual’s income

• Everyone over 70 years is entitled to one

• Allows free visits to the GP and hospital

• Allows four free visits to a community chiropodist (if over 65 years

of age,)

Long Term Illness Card

• If not entitled to a medical card

• Covers diabetic medication and related medication (eg. lipid 

lowering and antihypertensive drugs), syringes, pens, glucose strips

Drug refund scheme

• Covers drugs and appliances not covered on the long term illness 

card

• Refund after specified limit paid per month

Dietary allowance

• This is means tested and can be obtained through the Community 

Welfare Officer
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INFORMATION AND SUPPORT FOR PEOPLE WITH 

DIABETES
Diabetes Federation Ireland (DFI)

76 Lower Gardiner Street 

Dublin 1

TEL:01 8393022/ www.diabetesireland.ie 

Diabetes Helpline Lo-Call 1850 909 909 

DFI supports people with diabetes by providing 

o Support and information 

o Access to insurance schemes

■ Car insurance

■ Travel insurance

■ Household insurance

■ Information on mortgage protection cover, life cover, 

pensions

National Council for the Blind of Ireland (NCBI)

Whitworth Road 

Drumcondra 

Dublin 9

TEL: 01 8307033/ www.ncbi.ie

NCBI supports people with diabetes who have impaired vision.
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GROUP MEETING 2
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HEART AND VASCULAR DISEASE

Questions and answers newsletter from last session 

General Issues around heart disease

Why should we focus on heart and vascular disease?

o Major cause of problems for people with type 2 diabetes 

Importance of medications for blood pressure and cholesterol control 

and aspirin

How you can reduce your risk of heart disease and other vascular 

complication

o Diet/ Exercise 

o BP control

Questions for the group

Are you worried about heart disease or any other form of vascular disease 

such as stroke?

Has anyone in your family had any of these conditions?

Do you feel you can do anything to reduce your chance of developing 

heart disease?

What is your experience of taking medications for blood pressure or 

cholesterol?

Do you experience any side effects from these medications?

Do you find it hard to remember to take your tablets?

Do you have any tips on how to remember to take your tablets? 

Frequently asked questions

Write down any questions you want answered by the diabetes research 

team

REMINDER OF DATE OF NEXT MEETING
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RESOURCE FOR GROUP MEETING 2
BLOOD PRESSURE CONTROL

As previously mentioned blood pressure control is very important in type 2 

diabetes. Complications of diabetes can be delayed or reduced if blood 

pressure is controlled. To keep blood pressure normal it is important to 

stick to the recommended diabetic diet, avoid smoking and exercise 

regularly. Some people may need medication to control their blood 

pressure. It is important that blood pressure medication is taken as 

prescribed.

• Methods of controlling blood pressure 

o Diet 

o Medication 

o Stopping smoking 

o Exercise 

SMOKING

Smoking is a risk factor for cardiovascular disease and as people 

with type 2 diabetes are at higher risk of cardiovascular disease they are 

advised to give up smoking.

Advice and support around quitting smoking can be obtained from GPs/ 

practice nurses. In addition the Irish Cancer Society and the Health 

Promotion Unit provide information on smoking cessation on the National 

Smokers Quitline (CALLSAVE 1850 201203), Monday to Sunday Sam to 

10pm.

ASPIRIN

Aspirin acts by thinning the blood thus preventing future heart disease or 

stroke. It is recommended that all patients over the age of 40 years with 

diabetes should take low dose aspirin every day.

CHOLESTEROL CONTROL

High cholesterol levels in the blood increase the risk of heart disease or 

stroke. All people with diabetes should have their chlolesterol levels 

checked and ideally their levels should be below 4.8mmol/l. If the 

cholesterol is above 4.8mmol/l it can be reduced by reducing the fat 

content of the diet or by taking cholesterol lowering tablets.
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BLOOD SUGAR LEVELS
Questions and answers newsletter from last session

General issues around blood sugar levels

• What is high and low blood sugar?

• Blood sugar testing

o Home testing with a meter 

o HBA1c tests 

What to do when you are sick

Questions for the group

How do you know if your blood sugar level is high?

What do you do if your blood sugar is high?

How do you know if your blood sugar level is low?

What do you do if your blood sugar is low?

How is your blood sugar monitored?

Does anyone do urine testing to check their blood sugar levels?

What have you done if you have ever been sick, for example, with a chest 

infection?

Frequently asked questions

Write down any questions you want answered by the diabetes research 

team

REMINDER OF DATE OF NEXT MEETING

274



RESOURCE FOR GROUP MEETING 3 
BLOOD SUGAR CONTROL

Blood sugar control is the main treatment for type 2 diabetes. It is 

very important that people with type 2 diabetes learn to monitor their blood 

glucose levels. Self monitoring of blood sugar enables an individual to 

control their diabetes. It helps detect high and low blood sugare levels if 

they occur. Broad guidelines for blood sugar range is 4mmol/l to 10 mol/l. 

Some doctors may have a reason to alter this guideline

• Urine sample should not have glucose or ketones

• Frequency of monitoring varies- depends on what has been 

recommended to an individual

Most people have HbA1c (blood test) taken at a hospital or GP visit every 

6 months or annually. This blood test measures average blood sugar 

levels over the previous 6 to 8 weeks. The ideal result is less than 7.

People with diabetes also need to check their urine for ketones 

during illness, when excessively stressed, when blood sugars are very 

high and before strenuous exercise.

HYPERGLYCAEMIA (‘HYPER’)
Hyperglycaemia is when a person has too much sugar in their 

blood. This is what happens in diabetes and why treatment is required to 

reduce blood sugar levels to a normal level.

Hyperglycaemia can also cause the production of ketones in the 

body. Presence of ketones in the urine occurs when a person’s blood 

sugar is very high, and is a serious problem. It results from the body 

breaking down fat or other tissue to make energy. It occurs because the 

high level of sugar in the blood is not entering the cells and therefore the 

body is not making energy from sugar.

High blood sugar levels and ketones in the urine are dangerous and can 

cause complications of diabetes.
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Hyperglycaemia is caused by:

• Eating too much

• Not exercising enough

• Not taking medication/ insufficient medication

• Stress

• Illness

• Infection

Symptoms of hyperglycaemia include:

• Tiredness

• Thirst

• Frequent urination

• Dry mouth

• Blurred vision

• Rapid breathing

• Sweet smelling breath

• Pains in legs/ stomach

• Vomiting 

Treatment of hyperglycaemia:

• Ensure diet is as recommended

• Ensure medication is being taken as prescribed

• Consult doctor if it persists

• If vomiting and unable to take fluids medical advise 

should be sought promptly

The target is to keep your blood sugar below the following

• Fasting finger prick blood test= less than 7mmol/l

• Non fasting finger prick blood test= less than 10 mmol/l

• HBAIc blood test in GP or hospital= less than 7
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HYPOGLYCAEMIA (‘HYPO’)

Hypoglycaemia also known as a ‘hypo’ is when a person’s blood 

sugar levels are low.

It occurs when an individual’s blood sugar falls below 4 mmol/l.. 

Hypos only occur if a person is on insulin or with some of the tablets for 

diabetes. So it does not happen if you are on diet therapy alone or with the 

tablet metformin -  (trade name ‘glucophage’)

A ‘hypo’ is caused by:

• Delayed or missed meals and snacks

• Eating too little

• Excessive alcohol

• More than normal exercise

• Taking too much insulin or oral hypoglycaemic by 

mistake

The symptoms of a ‘hypo’ may include:

• Sweating

• Dizzyness

• Trembling

• Palpitations

• Double vision

• Slurring of speech/ confusion

• Unconsciousness

• Disturbed sleep if it occurs during the night

If a person experiences any of these symptoms they should do a

blood sugar test. If it is below 4 they need to act immediately and treat 

themselves.

If the person is unsure but thinks they could be ‘hypo’ they should 

take some fast acting sugar (described below) anyway:

Treatment of a ‘hypo’

• 10 grams of glucose (one of the following)

-  3 dextrose tablets

-  3 sugar lumps

277



-  2 teaspoons of sugar

• OR Lucozade/ any sweet non diet drink 

Wait for 5 minutes and repeat if symptoms persist.

After a ‘hypo’ when the person is feeling better they should have a 

carbohydrate snack or eat their next meal earlier. This will maintain the 

blood sugar at a normal level.

‘HYPO’ rules for people with diabetes

• Always carry identification- a card or disc saying you have diabetes

• Always have sugar or dextrose tablets handy

• Advise relatives, friends and work colleagues about ‘hypos’ and 

what to do if you have a ‘hypo’

• Do not exercise for long periods alone

• If you have a ‘hypo’ think about why it occurs and if you are unsure 

of why or if it occurs frequently seek medical advice

Severe hypoglycaemia

• On a rare occasion a person may not be aware of their 

hypoglycaemia and may become unconscious

• People close to the person should be aware of what to do if the this 

happens

• Do not give the person anything by mouth

• If available the person should be given a Hypokit called ‘Glucagen 

Hypokit’. This raises blood sugar by a small amount for a short 

period of time

• If the person remains unconscious after 10 minutes an ambulance 

should be called

• If a Hypokit is not available an ambulance should be called 

immediately

• When the person regains consciousness they should have a drink 

containing sugar until they feel well enough to eat

• If the person continues to experience hypos they should consult 

their doctor
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WHAT TO DO IF FEELING UNWELL

When a person with diabetes is ill (eg. high temperature, diarrhoea, 

vomiting) they need to take extra care of themselves. When a person with 

diabetes is sick, their blood sugar levels rise even if they are not eating. It 

is very important that they do not stop their medication and that they keep 

themselves hydrated with sugar-free fluids.

They should test their blood and urine 3- 4 times a day. If they have 

ketones in their urine and/ or their blood sugar is too high or they are 

vomiting and unable to keep food and their tablets down, they should 

contact their GP.

279



GROUP MEETING 4
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HEALTHY EATING

Questions and answers newsletter from last session

General issues around healthy eating

Discussion of healthy eating ‘pyramid’

o Leaflet from Health Promotion Unit 

o Go through leaflet together- explain food pyramid 

o Discuss tips for healthy eating

Questions for the group

Do you feel you understand the diet that is recommended for people with 

diabetes?

Do you understand the different types of fat and which are regarded as 

being the healthy ones?

How do you find sticking to the diet?

Do you buy any special ‘diabetic foods’?

Have you any tips for the group regarding the diabetes diet?

What do you think about having a drink when you have diabetes?

Does anyone know any good cook books or recipes?

Frequently asked questions

Write down any questions you want answered by the diabetes research 

team

REMINDER OF DATE OF NEXT MEETING
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RESOURCE FOR GROUP MEETING 4
DIET

Ideally a person who is diagnosed with type 2 diabetes should be 

seen by a dietician for individualised dietary advice.

Below is a general healthy eating guide for people with diabetes:

• Aim to achieve a healthy weight- exercise can help this

• Avoid diabetic labelled foods

• Eat at regular intervals/ Do not skip meals

• Do not over eat

• ‘5 a day’ rule- 5 portions of fruit, vegetables or pulses a day

• Reduce sugar containing foods

• Eat high fibre, starchy carbohydrates (eg. Bread, potatoes, rice,

pasta, beans and lentils), rather than refined carbohydrates 

(eg.white bread)

• Fruits, vegetables, pasta, oats, wholegrains slow down the 

digestion of sugars

• Reduce salt and saturated fat intake

• Choose ‘low fa t’ dairy products, grill rather than frying

• Protein may need to be restricted in nephropathy (kidney disease)- 

dietician advice required

ALCOHOL

Alcohol can affect blood sugar levels. People with diabetes should 

not take excessive amounts and should always accompany it with food. 

The following are guidelines for alcohol consumption for people with 

diabetes:

• Recommended alcohol intake per week

o 14 units for women 

o 21 units for men

o 1 unit = 1 small glass of wine, Y i pt of beer, 1 measure of 

spirits

• Be aware that alcohol may cause hypoglycaemia
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• Do not choose low sugar alcohol drinks such as Satzenbrau/ 

Holsten Pils as they have high alcohol content

• Choose diet mixers eg. Diet Coke

• Have a snack if possible with, but definitely after alcohol

consumption

• Avoid alcohol if you are trying to lose weight
» u p p o r t  Q 0

GROUP MEETING 5
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MEDICATION

Questions and answers newsletter from last session

General issues around medication

• Control of type 2 diabetes

o Diet

o Tablets

o Insulin

Questions for the group

How do you feel about being on diabetes tablets?

Do you ever forget to take your diabetes tablets?

Do you ever change the number of diabetes tablets you take?

What do you do if you forget to take your diabetes tablets?

Do you know anyone taking insulin?

How would you feel about going on insulin?

Are you worried about the side effects of any of your diabetes tablets or 
insulin?
Frequently asked questions

Write down any questions you want answered by the diabetes research 

team

REMINDER OF DATE OF NEXT MEETING
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RESOURCE FOR GROUP MEETING 5

MEDICATION

Some people with type 2 diabetes can control their blood sugar with 

diet and exercise alone. Others require tablets and some require insulin. 

Most people will be treated with diet and exercise alone for some time 

after they are diagnosed with diabetes. However, the majority will then 

move on to taking tablets and about a third of people will eventually need 

insulin therapy. When starting medication the individual may not always 

feel dramatically better. It is important for them to continue their 

medication in spite of this.

Because type 2 diabetes is a progressive disease some people will 

need to increase their dose of oral medication and some may need to start 

insulin no matter how well they have kept to their diet and exercise 

therapy. Some people may be disappointed when this occurs but it is 

important to note that this is not always something that can be prevented. 

People with type 2 diabetes who have started taking insulin actually report 

feeling much better when this happens, as they have had high blood sugar 

that has not been controlled by their diet and tablets.

Some things to remember about diabetes medication

• Always take your tablets even if you are unwell for some other 

reason such as a chest infection

• Your HbA1c blood test will indicate if your diabetes is well 

controlled and changes in medication are made if your HbA1c is 

high

• Even when you start taking medication, it is important to stick to 

your diet and continue exercising
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EXERCISE
Questions and answers from last session

General issues around exercise
• Importance of exercise for people with diabetes

• If increasing exercise levels dramatically talk to GP first

Questions for the group

Maybe arrange a walk in locality

Do you think exercise matters for people with diabetes? 

Do you have difficulty doing exercise?

Have you any tips for the group about taking exercise?

Frequently asked questions

Write down any questions you want answered by the diabetes research

team

REMINDER OF DATE OF NEXT MEETING
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RESOURCES FOR GROUP MEETING 6

EXERCISE

• Try to be physically active for at least 30 minutes a day

• Walking is a good form of exercise

• If you have not exercised much before speak to your GP before 

exercising strenuously

• Begin slowly, by doing 5 minutes each day and build this up over 

time

BENEFITS OF EXERCISE

• Helps maintain normal blood sugar levels

• Lowers cholesterol and blood pressure

• Helps weight control

• Relieves stress
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FOOT CARE

Questions and answers from last session

General issues around footcare

Why does foot care matter in diabetes? 

Discussion on how to check feet

o Sheet to cover all aspects of foot care

Information on local chiropody services

Recommended to visit a chiropodist at least once a year or more regularly 

if you have any problems

Questions for the group

Have you noticed any changes in your feet since you developed diabetes? 

Do you get any abnormal sensations in your feet?

How often do you check your feet?

Have you ever found anything that worried you when you were checking 

your feet?

If, so what did you do about it?

Does someone check your feet every year?

Do you attend a chiropodist? If so, how have you found it?

Frequently asked questions

Write down any questions you want answered by the diabetes research 

team

REMINDER FOR DATE OF NEXT MEETING
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RESOURCE FOR GROUP MEETING 7
FOOT CARE

Foot care is very important for people with diabetes because they 

are prone to poor circulation and loss of sensation.

It is vital that they are aware of how to look after their feet on a daily basis. 

The following are generally accepted recommendations:

• Wash and examine your feet daily

• Use a mirror if you are unable to see the sole of your foot properly

• Ensure water is not too hot

• Apply moisturiser

• Never use sharp instruments on your feet

• Avoid direct heat (eg. Hot water bottles)

• Wear well fitting shoes

• Check inside shoes for any sharp bits

• Visit chiropodist regularly (4 times a year if medical card holder)

If a person notices a new ulcer or cut, discolouration, infection or swelling 

on their feet they should visit their GP/ Diabetic clinic immediately.
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GROUP MEETING 8

EYE AND KIDNEY COMPLICATIONS

Questions and answers newsletter from last session

General issues around eye and kidney complications

What happens to the eyes and kidneys in diabetes?
• Damage to small blood vessels

Importance of good blood pressure and blood sugar control in order to 
prevent complications

Questions for the group

Have you experienced any changes in your vision since you developed 
diabetes?

Are you worried about developing any problems with your vision?

Does an opthalmologist (not optician) check your eyes every year?

Are you worried about getting any kidney problems associated with your 
diabetes?

How would you know if you were developing kidney problems?

Frequently asked questions

Write down any questions you want answered by the diabetes research 
team

REMINDER FOR DATE OF NEXT MEETING
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RESOURCE FOR GROUP MEETING 8

Diabetes can cause microvascular damage which means damage to small 

blood vessels. These complications can affect the eyes or the kidneys or 

the blod vessels supplying the nerves. These types of damage are 

formally called:

o Retinopathy (eye damage) 

o Nephropathy (kidney damage) 

o Neuropathy (nerve damage)

Retinopathy (eye damage):

High blood sugar can damage the small vessels at the back of the eye and 

interfere with vision. Good glucose control delays or prevents this damage 

and if it dose occur it can be treated with laser therapy. It is important to 

have full check up of your eyes every one to two years and this should 

involve having eye drops put in your eyes to dilate the pupil. It should be 

done by an eye specialist or through a special camera screening 

programme. A sudden loss of vision in one eye should be regarded as an 

emergency and if this happens you should immmediately contact your GP 

or go to the Accident and Emergency Department.

Nephropathy (kidney damage):

High blood sugar can also damage the kidneys and good glucose control 

can prevent or delay this. Every year you should have a urine test (the MA 

test) which can pick up any early kidney damage. If this is picked up it 

becomes very important to control the blood pressure as this will protect 

the kidneys from further damage.
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Neuropathy (nerve damage):

Nerve damage can manifest itself in the following ways:

1. Tingling/ numbness, pins and needles in the feet: This is why it is so 

important to take care of your feet. If sensation in your feet is reduced you 

may not notice any small cuts or feel small items in your shoes.

2. Sexual problems: This can manifest itself as difficulties having or 

sustaining an erection. This is formally called erectile dysfunction. There 

are many treatments available for this and it is important to speak to your 

GP if you are having problems in this area.

3. Bowel problems: Occasionally the nerves supplying the bowels can be 

affected and this can lead to trouble with diarrhoea. There are many other 

causes of diarrhoea also so it is important to discuss this with your GP.
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GROUP MEETING 9 

LIVING WITH DIABETES

Questions and answers newsletter from last session 

General Issues around living with diabetes

This is intended to be a relatively open session in which the 

group can discuss any remaining concerns and consider 

whether they would like to continue to meet

Questions for the group

How do you find living with diabetes?

Is there any aspect of diabetes that you are still unsure about or would like 

to discuss?

Have these group meetings helped you cope with your diabetes?

Would you like to continue meeting as a group?

Please remind everyone to go to their last study 
visit with the practice nurse!



RECORD KEEPING FOLLOWING EACH SESSION
Each peer supporter will be asked to fill out this log diary at the end of 

each group session and send it back to Gillian Paul (Project Manager) in 

stamped addressed envelope provided.

1. DATE:

2. TIME:

3. DURATION OF SESSION:

4. TRAVEL
How long did it take you to travel to the general practice?
Did you travel by? (TICK ONE OPTION)

Car ____________
Bus ____________
Taxi ____________
Got a lift with friend/ fannily____________
Bicycle ____________
On foot

5. WHAT WOULD YOU BE DOING AT THIS TIME IF YOU WERE NOT 
PROVIDING PEER SUPPORT ON THIS PROGRAMME?
Please tick the most appropriate box:________

Engaged in paid work

Engaged in household unpaid work

Engaged in voluntary unpaid work

Engaged in leisure activity

Other
6. HOW MANY PEOPLE ATTENDED TODAYS SESSION? _________
7. WHAT TOPICS WERE DISCUSSED AND WHICH MEETING GUIDE 
DID YOU USE?
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8. WHAT PROBLEMS, IF ANY, AROSE IN THE GROUP TODAY?

9. DID YOU CONTACT THE GP OR PRACTICE NURSE ABOUT ANY 
PROBLEM?

YES: ___________________
NO: ___________________

IF YES:
HOW DID YOU CONTACT THEM? (PLEASE TICK ONE OPTION)
Telephoned the practice: _______________________
Called in the practice in person: _______________________

10. WHAT WAS THE REASON YOU CONTACTED THEM?

11. PLEASE RECORD ANY OTHER COMMENTS:

PLEASE WRITE DOWN ANY QUESTIONS THAT THE GROUP WERE 

UNABLE TO ANSWER SO WE CAN FEEDBACK ANSWERS FOR 

YOUR NEXT MEETING:
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STUDY CONTACT DETAILS:
GILLIAN PAUL

DEPARTMENT OF PUBLIC HEALTH AND PRIMARY CARE, 

TRINITY COLLEGE CENTRE FOR HEALTH SCIENCES,
AMINCH,

TALLAGHT,

DUBLIN 24 

TEL: 01 89610 87 / (08 5 )1 314 387  

Email; qpaul@ tcd.ie

294



APPENDIX 12 QUESTIONNAIRE

PATIENT ID NUMBE 
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THE QUESTIONNAIRE

The questionnaire is in seven sections as follows:

SECTION A You and your diabetes
SECTION B You and your household
SECTION C Your medicine
SECTION D Looking after yourself with diabetes
SECTION E How you’re feeling about life
SECTION F Support from your family and friends
SECTION G Managing your diabetes

The questionnaire isn’t too long and will only take about 30 minutes to 
complete. Many of the questions only need you to tick the appropriate 
box, or circle a number on a scale. If you have extra information you may 
need to write in the space provided.

We hope you will find it interesting and easy to complete. The Practice 
Nurse will be happy to explain any question that isn’t clear to you. Please 
try to answer all the questions if possible, unless there are instructions to 
skip some.

CONFIDENTIALITY

Only the researchers and the practice nurse involved in this study will see 
your answers and they will ensure complete confidentiality.

THANK YOU

We appreciate you taking the time to complete this questionnaire. Your 
response is very important to us and to other patients who suffer from 
diabetes.

The research team

Contact details ....
Research manager: 
Telephone:
Mobile:
email:
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SECTION A You and your diabetes

A1. What is your date of birth? ..........................................

A2. Are you? (please tick)

Male

Female

A3. Do you suffer from any of the following medical conditions?
(please tick)

Heart disease 

High blood pressure 

Chest/ Lung disease 

Mental Illness

A4. Please list any other conditions that you suffer from:
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A5. Are you involved in another research Yes No
project at the moment? (piease tick)

A6. If ‘yes’ where is it based?

A7. Please give some details of your involvement:

A8. What age were you when your diabetes was first diagnosed?

................................years

A9. Who do you usually attend for your diabetes care? (please tick)

GP/Practice Nurse only

GP/Practice Nurse and 
a hospital specialist

If you attend the hospital for some of your diabetes care please complete the 
following:

In the last 12 months: Number

A10, How many times have you visited a hospital diabetes day 
centre for a diabetes related problem? (Please write 0 if you 
have tiad no visits) _________

A11. How many times have you visited a hospital outpatients to 
see a specialist about your diabetes or a diabetes 
related complication? (P lease write 0 if you have had no visits)
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These next questions are related to your admissions to hospital for 
any reason over the last year

In the last 12 months: Number of
admissions

A12. How many times have you been admitted to hospital ?
(Please write 0 if you have had no admissions)

Number of

days

A13. How many days have you spent as an in-patient in
hospital ? (Please write 0 if you have not spent any days in hospital)

Number of

visits

A14. How many times have you been to the Accident & 
Emergency department as a patient? (Please write 0 if  none)

YesA15. Have you ever attended a dietician?

A16. If ‘yes’, how many times in the last 12 
months?

A17. Have you ever attended a chiropodist? Yes

A18. If ‘yes’, how many times in the last 12 
months?

A19. Are you a cigarette smoker?

If you ever smoked:

A20. How many do you/ did you smoke per day?

A21 For how many years have you smoked?

If you are an ex smoker:

A22. What age were you when you quit smoking?

Yes

No

No

No

per day
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We are interested in your Journies to the doctor’s practice and the hospital in relation 
to your diabetes. Please complete the following questions which ask about how you 
travel, how long it takes and how long you have to wait before being seen when you 
visit the doctor’s surgery and the hospital.

Your journey to your doctor’s surgery:

A23. How many miles approximately do you travel from your home 
to your doctor’s surgery?

A24. Generally how many minutes does it take to travel from your
home to your doctor’s surgery?

A25. How do you usually travel to your doctor’s surgery?

Public transport (bus/Dart/Luas/train) 

Health Board transport 

Car 

Taxi 

Walk 

Cycle 

Other

A26. How long do you usually have to wait to see the doctor or 
nurse at your doctor’s surgery?

Your journey to the hospital:

A27. How many miles approximately do you travel from your home 
to the hospital?

A28. Generally how many minutes does it take to travel from your
home to the hospital?

A29. How do you usually travel to the hospital?

Public transport (bus/Dart/Luas/train) 

Health Board transport 

Car 

Taxi 

Walk 

Cycle 

Other

A30. How long do you usually have to wait to see the doctor or 
nurse at the hospital? minutes

miles

minutes

minutes

miles

minutes
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SECTION B You and your household

The next questions ask about you and your household 

B1. What age were you when you left school? YEARS

B2. What did your education include? (please tick one box)

No schooling

Primary school education only 

Some secondary education 

Complete secondary education 

Some third level education at college, university, RTC/IT 

Complete third level education at college, university, RTC/ IT

B3. What is your present marital status? (please tick one box)

Married

Separated

Cohabiting

Divorced

Widowed

Single/ never married
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B4. What is your current employment situation? (please tick one box only)

At paid work - employee

At paid work - self employed 

Homemaker 

Unemployed and looking for work

Student

Retired

Unable to work due to sickness/ disability 

Other - please specify

B5. What is your job title?
(if you are not in a paid job now give title of your last job)

B6. Are you the main wage earner in your Yes No
household? (please tick)

If ‘no’ what is the job title of the main wage earner in your 
household? (If they are not in a paid job now give title of last job)

B8. If you are a farmer how many acres of land do you or your 
partner farm?

......................................... ACRES
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The following pages are 

for completion by the 

Practice Nurse
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SECTION H

TO BE FILLED OUT BY PRACTICE NURSE

H1. Does the patient have a medical card?

YES; ____________________

NO: _____________________

If the patient has a medical card which type is it?

H1a. Over 70’s medical card?

YES: NO:

H1b. Medical card before he/ she was 70: 

YES: _________________  NO:

H2. Please list this patient’s medications:
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SECTION I
TO BE FILLED OUT BY PRACTICE NURSE

BIOPHYSICAL DATA

I 1a. BLOOD PRESSURE: SYSTOLE 
(using Omron M7)

I 1b. BLOOD PRESSURE; DIASTOLE 
(using Omron M7)

12. HEIGHT (metres)
(using Seca measuring rod)

13. WEIGHT (kilograms) 
(using Seca scales)

I 4. BMI (Body Mass Index)

15. CHOLESTEROL

16. HBAIc

Weight in kilograms 
divided by 

Height in metres^

Date received from 
lab

Date received from 
lab
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B a c k g ro u n d : Diabetes is a chronic illness, which requires the individual to  assume responsibility 
fo r the ir own care w ith  the aim o f maintaining glucose and blood pressure levels as close to  normal 
as possible. T raditionally self-management training fo r diabetes has been delivered in a didactic 
manner. In recent times alternatives to  the traditional delivery o f diabetes care have been 
investigated, fo r example, the concept o f peer support which emphasises patient rather than 
professional domination. This paper describes the p ilo t study and p ro toco l fo r a study that aims to  
evaluate the effectiveness o f a peer support intervention fo r people w ith  type 2 diabetes in a 
prim ary care setting.

M e th o d s /D e s ig n ; A  p ilo t study was conducted to  access the feasibility o f a randomized contro lled  
tria l o f a peer support in tervention. W e  used the MRC Framework fo r the evaluation o f complex 
interventions. Elements o f the in tervention were defined and the study p ro toco l was finalized. In 
this cluster randomised con tro lled  tr ia l tw enty general practices are assigned to  con tro l and 
intervention groups. Each practice compiles a diabetes register and randomly selects 21 patients. 
All practices im plem ent a standardised diabetes care system. In the intervention group all practices 
recru it three peer supporters. The peer supporters are trained to  conduct nine group meetings in 
the ir general practice over a period o f tw o  years. Each meeting has a structured component. The 
prim ary outcomes are blood pressure, to ta l cholesterol, H B A Ic  and the Diabetes W ell-being 
score. In addition to  biophysical, psychosocial, economic and health service utilization data peer 
supporter activity and qualitative data are collected.

D iscu ss io n : Peer support is a complex intervention and evaluating such an in tervention  presents 
challenges to  researchers. This study w ill evaluate w hether a peer support programme fo r  patients 
w ith  type 2 diabetes im proves biophysical and psychosocial outcomes and w he ther it is an 
acceptable, cost effective in tervention in the primary care setting.

T r ia l  re g is tra t io n :  C u rre n t C on tro lled  Trials ISRCTN42541690
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Background
Improving outcomes in ty pe  2 diabetes
The management o f  type 2 diabetes has trad itiona lly  
focused on the lifestyle changes and m edication that can 
im prove blood sugar o r glycaemic contro l. However, the 
United Kingdom  Prospective Diabetes Study (UKPDS) 
and the Steno-2 study h igh ligh ted the im portance o f com 
b in ing  tight glycaemic contro l and cardiovascular risk 
reduction such as b lood pressure con tro l i f  long term 
com plications are to be prevented o r reduced l l ,2 | .  Two 
Cochrane reviews o f  diabetes care concluded that care 
should be structured w ith  regular p ro m ptin g  fo r patients 
and the ir fam ily  doctors; that m ultifaceted interventions 
can enhance professional performance and that the addi
tion  o f patient-oriented in terventions can im prove o u t
comes |3,4|. O ther research has focused on interventions 
to change diabetes-related behaviours o r interventions 
that can ejihance patient self-management |5,6|.

1 lowever, more recent in te rnationa l studies failed to make 
significant im pact on biophysical risk factors such as 
b lood pressure, cholesterol and glycosylated haemo
glob in  (I IB A lc ) (7-10|. There is evidence that standards o f 
diabetes care are suboptim al in m any countries (11,12|. 
Questions remain as to the type or types o f interventions 
that can sign ificantly im prove outcomes in indiv iduals 
w ith  type 2 diabetes.

Peer support
Peer support has been fo rm a lly  defined as the "the p rov i
sion o f  em otional, appraisal, and in fo rm a tiona l assist
ance by a created social network m em ber w ho possesses 
experiential knowledge o f a specific behaviour or stressor 
and s im ilar characteristics as the target popu lation, to 
address a health-related issue o f  a po ten tia lly  or actually 
stressed focal person" |13|. This d e fin itio n  o f peer support 
falls w ith in  the social support m odel, w h ich  is defined as 
the process through w hich social re lationships m ight p ro 
mote health and well-be ing |14 |. A peer may have a 
greater understanding o f an ind iv idua ls  situa tion than a 
member o f the ir ow n fam ily  or social network w ho may 
feel uncom fortab le about an issue o r may be too upset to 
provide support |15|. W ith in  the social support model, 
the direct effect model w ou ld  postulate that peer support 
could reduce feelings o f  iso la tion  and loneliness, provide 
in fo rm ation  about access to health services o r the benefits 
o f behaviours that positive ly im prove health and w e ll
being and encourage more positive health practices 113].

Qualitative studies w ith  people w ith  type 2 diabetes have 
high lighted the value they place in learn ing from  the expe
rience o f others |16] and the potentia l gap between 
knowledge and understanding, w ith  a need for more 
"understandable in fo rm a tio n " in "laym an's language" 
|17|. This could be addressed through a peer support

intervention. A peer supporter is a type o f lay health 
worker, w ho are defined in a Cochrane review as in d iv id 
uals who carry out functions related to health care de liv
ery; are trained in  some way in the context o f  an 
in tervention and have no form al related professional or 
paraprofessional qu a lifica tion  (18|. The use o f non-pro
fessional volunteers has im proved outcomes in other 
diverse health settings such as maternal ch ild  health 
development (19| and cardiac surgery |20|. A participa
tory in te rvention using lay facilitators w ith  womens' 
groups led to a s ign ificant reduction in neonatal m orta lity  
|21|. The dram atic success o f this in tervention has been 
attributed in part to the 'remarkable capacity and altru ism ' 
o f the lay wom en facilita tors but also to the fact that it was 
a well-targeted demand-side in tervention |22|

Unlike the peer led educational in terventions such as the 
Chronic Disease Self-Management Programme (CDSMP) 
|23| devised by Kale Lorig the in tervention in this study 
focuses more on social support than education.

Evaluation o f  pe er  support
Peer support is a com plex in tervention and ideally should 
be evaluated using a fram ework such as the Medical 
Research Council Framework for Development and ['.val
uation o f  Randomised C ontro lled  Trials fo r Complex 
Interventions to Im prove Health |24|. This framework 
highlights the im portance o f  adec|uate m ode lling  and 
exploration o r p ilo tin g  o f  the in tervention prio r to com 
mencement o f the fu ll random ised contro lled trial. Il 
stresses the im portance o f  com paring a fu lly  defined in te r
vention w ith  an appropria te alternative and ensuring that 
the in tervention can be replicated to facilitate long-term 
im plem entation. The im portance o f  a process evaluation 
o f a randomised con tro lled  trial, which incorporates a 
qualitative com ponent and includes a consideration o f 
treatment fide lity , has also been emphasized |25-28|. We 
have used the MRC fram ework to develop the peer sup
port in tervention fo r this study and this process is 
described in detail elsewhere (subm itted to BMC Health 
Services Research, in press). There is also increasing recog
n itio n  o f the im portance o f  a parallel health economic 
analysis when carrying ou t a randomised contro lled trial 
o f  an in tervention w ith  potentia l to im prove health o u t
comes |29). Costs must be considered when evaluating 
new treatments and this is particularly the case fo r a con
d itio n  such as type 2 diabetes, wh ich has enormous costs 
for indiv iduals and healthcare systems |30|.

Methods/Design  
Pilot study
The p ilo t study was carried out in two general practices, 
one a small single-handed practice and the other a large 
group practice. Both practices have a practice nurse and 
computerized record systems. Twenty four patients and
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four peer supporters from  the practices participated. Some 
characteristics o f  the partic ipants are presented in Table 1. 
The peer supporters, w ho were selected by the GPs, 
attended two evening tra in ing  sessions conducted by the 
research team. Each peer supporter facilitated three ses
sions w ith  pa rtic ipa ting  patients. These sessions were held 
in the general practices fo r approxim ately an hour and a 
half.

The qualita tive evaluation o f the p ilo t study indicated that 
patients were positive about the ir experience o f peer sup- 
port-'Very he lp fu l because you are going in to  a hospital, 
seeing a doctor, but you are no t seeing other people who 
have it like ourselves" (FG l, Participant 3). The patients 
were also positive regarding the professional diabetes edu
cation services but m any felt that healthcare professionals 
may no t be fam ilia r w ith  the day to day issues which arise 
when liv ing  w ith  diabetes. Patients felt that a peer w ou ld  
serve as a m otiva ting  factor in both encouraging diabetes 
behaviours and in lifestyle m od ifica tion. Peer supporters 
described the experience as "very positive" (FG7 Partici
pants 4,5). They repotted that the patients in the ir groups 
were interested in s itnp le practical in fo rm ation- "the peo
ple are not look ing  fo r a theoretical understanding o f it, 
you know  they don 't w ant to know  the la tin" (FG7, Partic
ipant 6). Potential barriers, such as con fiden tia lity  and 
intrusiveness were dismissed by patients and peer sup
porters. Payment was largely viewed as against the sp irit o f 
peer support though participants felt ejcpenses should be 
covered. Practice staff reported that the patients appeared 
to en joy the contact w ith  each other and the study had l i t 
tle negative im pact on  the ir w ork or the day to day run
ning o f  the practice.

These p ilo t results are in  keeping w ith  a recent UK study 
look ing  at the role o f  lay health advisers in diabetes |311. 
Health professionals and patients were interviewed and 
both were broad ly supportive o f  the concept o f  lay advi
sors fo llo w in g  the developm ent o f lay criteria, structured 
tra in ing and guidelines. Patients indicated a preference for 
a lay advisor over an unknow n health professional and 
they iden tified  the a b ility  o f lay advisors to enhance and 
support diabetes patient self-management. Several peer

T a b le  I : P e rs o n a l c h a ra c te r is t ic  o f  th e  p a tie n ts  and  p e e r  
s u p p o rte rs  th a t  p a r t ic ip a te d  in th e  p ilo t  study

P a t ie n t  P e e r
p a rt ic ip a n ts  s u p p o rte rs

Male 13(59%) 4(100% )
Mean age (yrs) 66 65
Mean (yrs) since diagnosis o f type 2 4 7
diabetes
Encided to  medical card 14(64%) 2(50% )
Smoker 3(14%) 0(0% )

support or 'buddy' projects are being p ilo ted in the UK 
though none are currently being evaluated using a rigor
ous m ethodo logy such as a randomised contro lled trial 
|32|.

Randomised control led tr ia l
Objective

To determ ine whether a peer support programme for 
patients w ith  type 2 diabetes improves biophysical and 
psychosocial outcomes and whether it is an acceptable, 
cost effective in te rven tion  in the prim ary care setting

The study is a cluster random ised contro lled trial where 
general practices are allocated in to  one o f two groups:

1. Contro l practices: im p lem ent a standardised diabetes 
care system for the 21 study patients (see below).

2. Intervention practices: im p lem ent the statulardised dia
betes care system and the peer support in tervention (see 
below)

Identification and recruitment o f  practices and patients 
Practice identification

Twenty practices w ill be iden tified  from the T rin ity  Col- 
lege /lleakh Service Executive General Practice Train ing 
Programme and the T rin ity  College network o f under
graduate teaching practices. They all have a practice nurse 
and vary from single-handed practices to m ulti-partner 
practices w ith  the largest practice having five fu ll time 
equivalent partners. They inclucie a m ixture o f urban, sub
urban and rural practices.

The GP's are provided w ith  in fo rm a tion  about the study. 
They are then contacted by the research team and asked if  
they are interested in pa rtic ipa ting  in the study. I f  they 
agree to participate the project manager visits the practice 
and discusses the study in more detail. D uring this meet
ing the project manager gets com m itm ent to the study and 
one GP and practice nurse are iden tified  as managing the 
programme at practice level. Participating practices are 
given a grant o f  €5000 per annum  for three years (€1000 
o f  w h ich is allocated to the practice nurse). Practices are 
elig ib le to participate i f  they have a practice nurse; have 
computerized records; d id  not participate in the p ilo t 
study; have a m in im u m  CMS (General Medical Services 
scheme, see Table 2) list o f  approx 1000 patients and/or 
have > 50 patients on the ir register o f patients w ith  type 2 
diabetes; and are no t pa rtic ipa ting  in an existing shared 
care diabetes program me in vo lv ing  structured care 
between the general practices and hospital diabetes serv
ice.
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Table  2; The G eneral M edical Services scheme

http://www.biomedcentral com/1471-2296/8/45

T H E  G ENERA L M E D IC A L SERVICES SCHEME [33]
-Free medical and surgical health services for those on low' income and for everyone over 70 yrs o f age

-An eligible person is entitled to  select a General Practitioner o f their choice, from  those doctors w ho  have entered into agreements vv-ith the 
Health Service Executive
-29.5% o f the population are entitled to  a medical card

P atient identifica tion  ( 2 1 pa tien ts p e r practice)

Participating practices com pile  a list o f  elig ib le patients 
from  the ir practice to create o r update the ir diabetes regis
ter, A com bination  o f  approaches to com pile  the register 
are used inc lud ing personal recollection o f  practitioners, 
iden tifica tion  o f  patients through com puterized prescrib
ing o f  diabetes related medications and i f  necessary using 
computerized records o f local pharmacies. Diagnosis o f 
type 2 diabetes is confirm ed by double-checking patient 
records. O n ly patients agreeing to participate in the in ter
vention and w ho provide baseline data collection w ill be 
recruited in to  the tria l. Details o f those declin ing to partic
ipate w ill be recorded inc lud ing  age, gender, GMS status, 
dura tion  o f diabetes and diabetes treatment. A patient is 
elig ib le to participate i f  they are over 18 years o f age; have 
type 2 diabetes and attend partic ipating practices. A 
patient w ill be excluded i f  they have s ignificant mental or 
physical illness which is like ly  to im p a ir the ir capacity to 
participate in the program me

pate the next patient is selected from  the list u n til the 
quota o f 21 is reached. (Figure 1)

Basic characteristics o f patients w ho decline to participate 
w ill be collected inc lud ing  date o f b irth , sex, GMS status, 
duration o f diabetes and reason for not participating.

Sample size calculation

The study aims to achieve a sample o f 4 10 palienls from 
20 practices. This takes in to  account the effect o f  cluster 
random isation and allows fo r 80 -85%  patient fo llo w  up 
and a 15% practice a ttr it io n  rate (though the authors pre
vious experience o f cluster random ized trials in this set
ting  indicate much low er patient and practice attrition  
rates 110|). Sample size calculations are based on a 20% 
im provem ent from  baseline in the contro l group and 50%

K ccru it 20 pr:ic ticcs iind csliihii.sli practicc p ro file

Random isation  

Practice allocation

Practices w ill be stratified by practice size (less than two or 
two o r more w hole-tim e-equivalent CPs) and presence o f 
existing structure prim ary diabetes care service. They w ill 
theti be allocated to in tervention o r con tro l groups using 
m in im iza tion  |34], A lloca tion  w ill be carried out inde
pendently o f the research team. It w ill occur p rio r to 
patient iden tification and baseline data collection. W hile 
it is regarded as best practice to random ize after baseline 
data collection, in this study a llocation must take place in 
this sequence to facilitate the recruitm ent o f  peer support
ers from  the patient register in in tervention general prac
tices before the random isation o f patients and the 
beginning o f the in tervention.

Patients: random  selection

Once a complete diabetes register is established, the 
project manager assists the practices in using a list o f  ran
dom  numbers to select patients fo r partic ipation. A ll 
patients on the register are allocated a num ber 1 to Y 
(where Y is the tota l num ber o f patients on the list). Ran
do m ly  selected patients are sent an in v ita tio n  letter, in fo r
m ation  sheet and reply slip. Patients w ho do not respond 
in two weeks are contacted by telephone by the practice 
nurse to ascertain interest in  partic ipation. I f  a patient 
does no t meet the e lig ib ility  criteria o r declines to partici-

C rcn ic  p rnc licc  register

I
I’ ra c licc  r;»Klonjis;ilion

C u iit r o l ( ir iK ip

R a iu ltiin  .selection o f  21 p iilie iiis  

Consent and 

baseline dala co llection 

focus }iroiif)xJ

Standardised diabetes care

l i i le r v e i i l lu n  G ro u p  

Random sc lcction  o f  2 I patients 

Consent and 

baseline dala c o llcc iio n  

(in c lu d in g  focus groups)

Standardised diabetes cnrc

l^ccr support in tervention

K o llow  up data co llec tion  

(inc lud ing ’ focus g roup )

Figure I
Flow o f practices and patients th roughout the trial.
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im provem ent in the in tervention group |35 |. A ll calcula
tions are two-sided and based on an alpha o f 5% and a 
power o f  80%.

Systolic Blood pressure (SBP)

46% o f patients, in a previous study in D ub lin , have a SBP 
>160 m m H g 110|. This level o f SBP represents very poorly 
contro lled b lood pressure as the current upper recom
mended l im it  for an in d iv idu a l w ith  type 2 diabetes is 130 
m m Hg |36 |. The intracluster coefficient (ICC) for SBP is 
0.001 110|. A sample size o f 400 patients from  20 prac
tices is needed to show a sign ificant im provem ent in the 
propo rtion  o f patients w ith  a SBP be low  160 m m l lg (i.e. 
50% im provem ent in in tervention group and 20% 
im provem ent in contro l group as above).

H B AIc

A sample size o f 130 patients from  8 practices is needed to 
demonstrates a c lin ica lly  s ignificant difference in mean 
1 IBA l c between in tervention and con tro l groups (i.e a d if
ference o f  0.9% |37|, standard deviation 1.6, ICC 0.001 
| 10|)

Cholesterol

57% o f patients have a tota l cholesterol >5 m m ol |10|, 
w hich is the upper reconunended lim it  fo r patients w ith  
type 2 diabetes |38| (IC C  = 0.06) [ 10|. A sample size o f 
410 patients from  20 practices is needed to show a signif
icant im provem ent in the p ro po rtion  o f patients w ith  a 
cholesterol <5 mol/1.

Well-being scores (WBS)

A sample size o f 221 patients from  12 practices is needed 
to show a c lin ica lly  s ign ificant difference in WBS between 
in tervention and contro l groups (i.e. a mean difference o f 
5 points, standard devia tion, 10.3; ICC o f 0.07) 110|.

GP and Practice nurse training

The CP's and practice nurses receive a practice based tra in
ing session. This 1.5 hour session is conducted by a GP on 
the research team. The content focuses on the treatment o f 
type 2 diabetes in prim ary  care.

Practice nurses attend three tra in ing  sessions conducted 
by the research team. The sessions are ou tlined  below:

Session I (Prior to baseline data collection)

In troduction  to project

Random selection o f patients from  register

Recruitment o f participants: letter, phonecall, details o f 
non-responders

Data collection: In fo rm a tion  to give to potentia l pa rtic i
pants

In form ed consent 

Questionnaire com ple tion 

Perform ing biophysical measurements 

C on fiden tia lity

C om puter sk ills /im pu ting  data

Session 1 (Prior to the commencement o f  the intervention) 
Diabetes care in prim ary care (inc lud ing  annual aiiciit)

Setting up a recall system

Session 3 (Prior to follow up data collection)

Refresher o f data collection procedures

Standardised diabetes core

All partic ipating practices are trained and supported lo 
introduce a standardised prim ary diabetes care system. 
'I’his is to avoid the lack o f c la rity that ran result if 'u su a l 
care' is used fo r the contro l arm o f  a randomised con tro l
led trial. 'I'his diabetes care system inchitles:

•  Practice based tra in ing  for CPs and practice nurses (as 
above)

• Agreement and im p lem enta tion  o f  evidence based c lin 
ical guidelines

• Structured registration and recall every four m on tiis  o f 
patients w ith  type 2 diabetes to specific diabetes ap po in t
ments o r m in i-c lin ics  w ith  practice nurses supported by 
CPs

• Provision o f treatment a lgorithm s designed lo  optim ise 
glycaemic contro l and reduce cardiovascular risk

• Use o f  a 'target card', a patient held record o f results 
relating to the ir diabetes

• Educational resources

• Annual practice audit

Practices w ith  existing structured care (three o f the 
twenty), have agreed to incorporate these components 
in to  the ir current system
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Intervention

Intervention practices, deliver a peer support in tervention 
which has the fo llow ing  components:

I. Peer supporters

Potential peer supporters are iden tified  by GPs and prac
tice nurses in  the in tervention practices. Peer supporters 
are recmited and trained at a ratio o f  approxim ately one 
peer supporter to seven/eight patients w ith  type 2 diabe
tes. They are e lig ible to be trained i f  they meet the fo llo w 
ing inclusion criteria:

•  They have had type 2 diabetes fo r at least one years dura
tion

• They participate in preventive treatments and are gener
a lly adherent to treatment and behaviour change regi
mens, as judged by the practice team

• They have a capacity and com m itm ent to undergo the 
tra in ing  required (ou llined  below)

• They have a fu ll understanding o f  the im portance o f 
patient con fidentia lity

•  They undertake to liaise w ith  the practice nurse and/or 
GP i f  unanticipated problems arise du ring  the course o f 
the ir peer support activity

2. Peer supporter training

The peer supporters attend two evening tra in ing sessions, 
which are conducted by the research team. The content o f 
these sessions is ou tlined below:

Session I

In troduction  to the project 

Role o f  the peer supporter 

Basics o f type 2 diabetes 

C om plications o f  type 2 diabetes 

Session 2

Lifestyle and m edication issues 

C om m unication  skills and w ork ing  w ith  groups 

Role play 

C onfiden tia lity

Support for the peer supporters

The two sessions w ill focus on the materials to be used 
during the group meetings (described below) and peer 
supporters w ill each receive a pack w ith  resource material 
to support these tra in ing  sessions.

3. Retention and support o f  peer supporters 

Retention o f peer supporters is crucial to the study. Struc
tures are in place to ensure peer support workers are sup
ported in the role. They include:

•  Feasible tim e com m itm ent to the project

• O utline  o f responsibilities/peer support policy

• Adequate tra in ing  (ou tlined  abc've)

• Course handbook and resource pack

• Contact details and explicit support from  the project 
team and GP/practice nurse

• Telephone call from  project manager fo llow ing  each ses
sion

• Annual social event

•  Protocol to fo llow  i f  a peer supporter resigns (see below)

• Travel and related expenses

I f  a peer supporter resigns from  the ir position a substitute 
w ill be nom inated from  the ir group. At the beginning o f 
the in tervention the peer supporters and the ir groups w ill 
be asked to nom inate one group member w ho w ould  be 
a suitable replacement fo r h im /he rse lf i f  the need were to 
arise. An ind iv idua l w ill receive the same tra in ing as the 
orig inal peer supporters i f  they need to take on the ftill 
role o f peer supporter. The peer support in tervention 
operates w ith in  a volunteer fram ework, which involves 
reim bursem ent for travel and com m unica tion expenses 
rather than actual payment fo r w ork  involved.

4. Peer support meetings

Peer support meetings are held in the general practice 
premises at a convenient tim e for practice staff, peer sup
porters and participants. The in tervention consists o f nine 
peer support sessions held over tw o years; at m onth 1, 
m onth  2 and every 3 m onths thereafter. The exploratory 
phase revealed that bo th peer supporters and patients 
agree that each meeting should have a focus and a small 
structured com ponent, fo r example, a ten to fifteen 
m inute discussion on a particu lar aspect o f  diabetes m an
agement (see Table 3 for a sum m ary o f the meeting con
tent. Peer supporters receive m ore in fo rm a tion  inc lud ing 
a list o f  potentia l questions to pu t to the group on each
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topic). A need was also iden tified  fo r a "frequently asked 
questions" system. T iia t is, at the end o f  each session there 
is general discussion and the group identifies and records 
any questions regarding the session topic. These are fed 
back to the research team w ho com pile  w ritten answers 
based on the feedback from  all groups, which are pre
sented and discussed at the start o f  the next session.

Informed consent and ethical approval

An inv ita tion  and in fo rm ation  sheet is sent to the ran
dom ly  selected elig ible patients. Patients are asked to sign 
and return a reply slip i f  they are interested in  participat
ing. They are contacted by the practice nurse and an 
appo intm ent is made for them  to v is it the practice for 
baseline data collection. P rior to baseline data collection 
the practice nurse reads tlie  in fo rm a tion  sheet to the 
patient, a llow ing  them to ask any questions and confirm -

Table  3: C on ten t o f peer support m eetings

M E E T IN G  I 
IN T R O D U C T IO N
• In tro d u c t io n  to  each o th e r
• W h a t is pee r support?
• G ro u n d  ru les
• D iscussion on  course  co n te n t (9 sessions)
• V id e o /D V D  15 m ins
• E n titlem ents  In diabetes
• Iden tify ing  a subs titu te  pee r su p p o rte r
• C o n ta c t deta ils fo r  th e  g roup

M E E T IN G  3
B L O O D  SUGAR LEVELS
•  In fo rm a tio n  on  hypo /hyperg lycaem ia
• B lood  sugar testing  
Q ues tions  on  b lo o d  sugar levels 
W h a t to  do w h en  you are  sick

M E E T IN G S
M E D IC A T IO N
•  C o n tro l o f type  2 diabetes
O  D ie t
O T a b le ts
O  Insulin
Q ues tions  regard ing m ed ica tion  inc lud ing  side effects

M E E T IN G  7 
F O O T  CARE
•  W h y  fo o t  care  m a tte rs  in diabetes
• D iscussion on  h o w  to  check fee t
O  Lam inated shee t to  cove r all aspects o f  fo o t  care 
Q ues tions  re la tin g  to  th e  fee t 
In fo rm a tio n  on  local c h iro p o d y  services

M E E T IN G  9
LIV IN G  W IT H  DIABETES
This is in tended to  be a re la tive ly  open  session in w h ich  the  g roup  can 
discuss any rem a in ing concerns and co n s id e r w h e th e r they  w o u ld  like to  
co n tin u e  to  m eet
Im p o rta n ce  o f  fo llo w  up data c o lle c tio n !

ing the ir w illingness to participate in the study. The prac
tice nurse then asks the patient to sign the consent form .

Ethical approval has been obtained from  the Ethics C om 
m ittee o f  the Irish College o f  General I’ ractitioners (P ro to 
col No.: REC0904-I 1; 01 /12 /04 )

Data collection

Data co llection is carried out in the practices by practice 
nurses, fo llo w in g  tra in ing  by the project manager. Data 
are collected at baseline and on study com ple tion at two 
years. The fo llo w in g  forms o f  data are collected:

1. Questionnaire: given to patients as they wait to see the 
practice nurse. It is then checked for completeness o f data 
entry and the nurse assists any patient who requires help 
in  com ple ting  the questionnaire measures

M E E T IN G  2
H E A R T A N D  VASCULAR DISEASE
•  W h y  is i t  so Im p o rta n t?
• H o w  you  can reduce  y o u r  r isk  o f  h e a rt disease and o th e r vascular 
com p lica tion
O  H yp o th e tica l Ind iv idua l and w h a t they  w o u ld  advise them  to  do 
Q ues tions  re la tin g  to  h e a rt disease inc lud ing b lo o d  pressure and 
c h o le s te ro l m e d ica tio n  and tak ing table ts

M E E T IN G  4
H E A LT H Y  E A T IN G
D iscussion o f  hea lthy  'ea ting  p late '
• Lam inated p ic tu re  o f  th e  'hea lthy p la te ’ 
H e a lthy  eating qu iz  and discussion o f  answers 
Q uestions  on hea lthy  eating  in diabetes

M E E T IN G  6 
EXERCISE
•  Im po rtance  o f  exe rc ise
• Use o f  a p e d o m e te r
O  each person w ill be g iven a p e d o m e te r 
Q ues tions  a b o u t e xe rc ise  
M aybe arrange a w a lk  in lo ca lity

M E E T IN G  8
EYE A N D  K ID N E Y  C O M P L IC A T IO N S
•  W h a t happens to  th e  eyes and kidneys in diabetes
• Im po rtance  o f  g o o d  b lo o d  p ressure  and b lo o d  sugar c o n tro l in o rd e r  
to  p re ve n t c o m p lica tio n s
Q ues tions  re la tin g  to  eye and k idney disease
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2. Consultation and biophysical data: gathered by practice 
nurse

3. GP record search: to establish process o f  care and collect 
patient outcomes recorded in GP records, carried ou t by 
practice nurse.

4. Peer support activity: Peer supporters w ill keep a diary 
o f the ir activ ity (ou tlined  below)

Questionnaire

The questionnaire includes:

•  P ersona l a n d  d e m o g ra p h ic  va ria b le s  

O Nam e, date o f  b irth , m arita l status,

O  educational level

•  E c o n o m ic  naru ih les  

O  Occupation

O  General Medical Services e lig ib ility  

O lou rne y  times to GP practice and hospital

•  H e a lth  serv ice  u t i l iz a t io n

O  Num ber o f visits to GP practice (recorded by practice 
nurse)

O  Num ber o f  visits lo diabetes day centre (recorded by 
patient)

O N iim b e r o f  visits lo OPD lo  see a specialist (recorded by 
patient)

•  Peei' s u p p o rt u t i l is a t io n

O Peer support contacts: number, nature, duration 
(recorded by peer supporter)

•  Psychosocia l 

O W ell-be ing score |39|

O  Diabetes self-care activities |40]

OSelf-efficacy |4 11

O  Measure o f  m edication adherence |42|

O Family and friends subscale o f the Chronic Illness 
Resources Survey |43]

Consultation and biophysical data

The fo llow ing  biophysical measurements are collected:

• Blood Pressure

• H B A lc

• Cholesterol: Total random  cholesterol

•  Body mass index 

GP record search

Patient charts are searched by the practice nurse and proc
ess o f care in fo rm a tion  recorded:

• Num ber o f GP visits

• Num ber o f practice nurse visits

• Patients medical history: disease counts to establish 
m u ltim o rb id ity

• Patients m edication 

Peer support activity

Peer supporters f i l l  out a diary o f  the ir peer support activ
ity after each peer support meeting. They docum ent the 
fo llow ing  in fo rm ation :

• Num ber o f peer support meetings

• Nature o f meeting

O N um b era nd  names o f  people attending 

O Topics discussed 

O  Problems arising

• Time com m itm ent to study 

D a t a  analysis

A ll results w ill be analysed using STATA statistical soft
ware |44| which has a fac ility  fo r com plex survey sample 
analysis that allows fo r adjustments in data analysis based 
on design effects, planned o r unplanned. Analyses w ill be 
carried out using two approaches:

• by in ten tion  to treat i.e. inc lud ing  all random ized 
patients, regardless o f  the ir partic ipation in the interven
tion.

• Sensitivity analyses w ill explore whether adherence to 
the in tervention influences the effect o f  the in tervention 
on prim ary outcomes

Page 8 of 13
(page num ber no t fo r  citation purposes)



BMC Family Practice 2007, 8:45 http;//www.biomedcentral.com/1471-2296/8/45

Participating patients w ill be described in terms of: O  Self-efficacy

• Age

• Gender

• Date o f diabetes diagnosis

• S in g le /M u ltim o rb id ity

• Socioeconomic status

Practices w ill be described as fo llows:

• Num ber o f  GPs (W l'E )

• Num ber o f practice nurses (W l'r.)

• Num ber o f adm inistrative s ta ff (W IT,)

• Practice size (N o o f GMS patients and tota l num ber o f 
patienis)

•  Practice geographical location

Random ised contro l tr ia l analysis 

P rim ary outcomes

• Blood pressure

• Total cholesterol 

i •H B A lc

• Well being score

Secondary outcomes

•  Biophysical

O B M I

• Measure o f processes o f  care 

O  GP visits

O  Practice nurse visits 

O  Hospital OPD visits 

O  I lospita l diabetes centre visits 

O  Hospital admissions

• Psychosocial measures and m edication adherence 

O  Diabetes self-care activities

O  Measure o f m edication adherence 

O  Smoking

• Medication 

O  Aspirin 

D a ta  m anagem en t
The project manager has the overall responsib ility  for 
com pila tion , m aintenance and management o f the study 
database. The database is stored on a password-protected 
com puter in a locked office.

Practice nurses receive tra in ing  in data collection and have 
responsib ility fo r completeness, accuracy and con fitien ti- 
a lity  o f  the data w ith in  partic ipating |iractices. Data arc 
entered on to  a study laptop, on to a I'lle Maker Pro |45| 
file by the practice nurse in partic ipating practices. Study 
files are password protecteil. liach patieni has a unique 
study number. The data are collecleti by the project m an
ager and merged w ith  the m ain study database. The data 
from  each practice are merged, checked, cleanetl and 
transferred in to  S'l'ATA.

The project manager double checks the questionnaires 
and patient records in each practice to ensure data collec
tion  and entry is accurate and complete.

T rea tm e n t fid e lity
I'reatment fide lity  is the strategy used to m on ito r and 
enhance the re lia b ility  and va lid ity  o f behavioural in te r
ventions (46|. This study uses elements o f  a framework 
developed by Bellg et al to make treatment fide lity  explic it 
[27]. The fram ework consists o f five treatment fide lity  
strategies: Treatment design. T ra in ing procedures. D e liv 
ery o f  treatment. Receipt o f  treatment and Enactment o f 
treatment skills. Details o f how  the strategy is im p le 
mented in this study are presented in the Table 4.

Q u a lita tiv e  eva lua tio n
A descriptive parallel qualita tive analysis is being carried 
out to record patients, professionals and peer supporters 
attitudes to peer support and the ir experience o f its de liv 
ery in in te rvention practices. It w ill be based on descrip
tive phenom enology. Descriptive phenom enology is one 
o f  several qualita tive research traditions. It seeks to imder- 
stand the lived experience o f individuals, it answers c|ties- 
tions such as “W hat is it like to have a certain 
experience?"|47|. It is becom ing increasingly relevant to 
health service research as it provides insight in to  service 
users and providers' experiences and stories |48|.
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Table  4: F ram ew ork  o f t re a tm e n t fidelity strategies

http://www.biomedcentral.eom/1471 -2296/8/45

T re a tm e n t design

T ra in in g  p rocedu res

In fo rm a tio n  p rov id ed  abo u t in te rve n tio n  
Length o f  peer support meetings ( I  to 1.5 hrs)
N um ber o f  peer support meetings (9)
Duration o f  intervention (2 yrs)
In fo rm a tio n  p rov id ed  on standard ized care
N um ber o f  routine visits to CP/practice nurse (every 4 months)

Practice based session fo r GPs and practice nurses 
Three training sessions fo r practice nurses 
T ra in in e  o f  peer supp o rte rs  o u tlin e d  
Two evening sessions

D e liv e ry  o f  tre a tm e n t Assurance th a t in te rv e n tio n  has been de live red  as p e r p ro to c o l 
Peer supporter manual
Project manager contacts every peer supporter a fte r each o f  their group meetings 
Peer supporters fill in fog diaries
Focus groups with participants, peer supporters and professionals 

R ece ip t o f  tre a tm e n t R e cord  o f  each partic ipan t's  a ttendance at meetings 
Peer supporter takes a record a t each meeting

In the in tervention group the qualitative evaluation w ill 
explore questions such as

1. W hat are the current support and resources for people 
w ith  type 2 diabetes?

2. Peer support

• W hat is the participants' understanding o f peer support?

• Is peer support an acceptable intervention?

• I lo w  does peer support work?

• Was the in tervention successfully implemented?

• D id the programme benefit the peer supporters?

• W ill people take up this service in  the future i f  it  was 
offered?

3. Standardised diabetes care programme

• Was the standardised diabetes care programme success
ful?

•  Were patients satisfied w ith  the programme?

4. D id  the in tervention and standardised diabetes care 
program m e s ign ificantly  increase the practice staffs w ork
load?

In the con tro l group the qualitative evaluation w ill 
explore questions such as:

1. W hat are the current support and resources fo r people 
w ith  type 2 diabetes?

2. Standardised diabetes care programme

• Was the standardised diabetes care programme success
ful?

• Were patients satisfied w ith  the programme?

3. D id the standardised diabetes care programme s ign ifi
cantly increase the practice staffs workload?

Q ualita tive data co llcction and  analysis

Data w ill be collected at baseline and fo llo w  up. Koth 
focus groups and semi-structured interviews w ill be con
ducted among patients, peer supporters and practice sta ff

• Patients (4 focus groups)

• Peer supporters (2 focus groups)

•  GPs (4 semi structured interviews)

• Practice nurses (4 semi structured interviews)

Stratified purposeful sam pling w ill be used in order to 
include patients, peer supporters and staff from  both 
urban/rural practices, sm all/large practices and from  
deprived and affluent areas. Patients and peer supporters 
w ill be invited to participate in  the focus groups by letter, 
which w ill be fo llow ed up by a telephone call from  the 
practice nurse. Staff w ill be invited to participate by the 
project manager.

Page 10 of 13
(page num berno t fo r citation purposes)



BMC Family Practice 2007, 8:45 http://www.biomedcentral.eom/1471 -2296/8/45

In te rview  schedule

T iie interviews and focus groups w ill be audio-taped and 
transcribed verbatim.

The analysis w ill involve reading the transcripts, id e n tifi
cation and transform ing m eaning units, fo rm u la tion  o f 
essential general structure o r structures and fin a lly  fo rm u
la ting the exJiaustive description o f  the phenom enon. Sev
eral m ethods o f im proving va lid ity  o f  qualita tive research 
w ill be conducted inc lud ing  respondent va lida tion , clear 
explanation o f  methods o f  data co llection and analysis, 
reflexiv ity and audit trails. The software package. Atlas, 
w ill be used to assist w ith  organ ization and analysis o f the 
data.

Process evaluation

Data from  tlie  peer supporter log diaries and tlie  project 
manager's record o f contact w ith  the peer supporters is 
analysed, in add ition  to the above c]ualitative data, to 
evaluate the process o f the im p lem enta tion  o f the in ter
vention.

Econom ic evaluation

The econom ic evaluation w ill examine whether the in ter
vention is associated w ith  overall cost increases or cost 
decreases and w ill link  the cost changes to incremental 
gains in effectiveness and p rim a iy  outcomes. The basic 
tasks o f  the economic evaluation are to identify , measure, 
value and compare the costs and outcomes o f  the addition 
o f  peer support to a standardised prim ary  diabetes care 
system. U n it costs w ill be applied to the resource use data 
to calculate the various costs o f care. The prim ary focus 
w ill be on cost effectiveness analysis |49|. Presenting the 
results o f cost effectiveness studies requires reporting the 
increm ental costs and effects o f a new in tervention rela- 

I tive to an alternative and then reporting an incremental 
cost effectiveness ratio (increm ental costs d ivided by 
incremental effects). In this study the cost effectiveness 
analysis w ill provide in fo rm a tion  on the m arginal costs 
and effects o f the in tervention relative to the alternative 
through the calculation o f increm ental cost-effectiveness 
ratios using the prim ary outcomes: b lood pressure, total 
cholesterol, H B A lc  and diabetes well-being. Incremental 
cost-effectiveness ratios w ill be calculated in all c ircum 
stances, except where equivalence in effect has been 
proven between in tervention and con tro l group |50|.

Costs are like ly  to fall on patients, the ir fam ilies and the 
state. The health care resources consumed w ill reflect the 
costs o f organising and operating peer support in  addition 
to standardised prim ary diabetes care. These costs w ill 
reflect the tim e inpu t o f health professionals and fixed or 
overhead costs, inc lud ing any new equ ipm ent and capital 
expenditure. A ll contacts o f  patients w ith  the health serv
ices w ill be recorded and valued, inc lud ing  general prac

tice use, hospital attendances (bo th  outpatient c lin ic  and 
diabetes centre visits), adm issions and drug prescriptions. 
Travel and tim e costs w ill also be calculated. The cost o f 
the peer support system w il l  be a m ajor com ponent o f 
overall in te rvention costs. Estimates w ill be made o f the 
work and leisure tim e foregone by peer support workers 
and m onetary valuations w ill be estimated as part o f  the 
op po rtun ity  cost m ethodology. T ra in ing  costs w ill also be 
measured and valued. Patient and fam ily  costs w ill 
include any out-o f-pocket expenses and any own tim e 
inpu t in to  the treatm ent process, evaluated using an 
o p po rtun ity  cost m ethodology.

Discussion
Diabetes self management tra in ing  has trad itiona lly  been 
delivered in a d idactic m anner w ith  emphasis on im part
ing knowledge. [ lowever this approach has been shown to 
be ineffective in changing the behaviour o f indiv iduals 
w ith  type 2 diabetes and im p rov ing  m etabolic contro l 
|51|. An alternative approach such as peer support may 
im prove these outcomes. This approach is based on a 
social support theoretical fram ework rather than an edu
cational o r psychological fram ew ork and the outcomes we 
have selected for the study reflect this underly ing theoret
ical framework. The potentia l advantage o f peei support is 
that it focuses on the im pact o f  the illness on daily life 
rather than on medical in fo rm a tio n  about illness. The 
group meeting com ponents o f  the in tervention in this 
study are designed to b u ild  on the lay element o f  peer sup
port through the encouragement o f  the sharing o f experi
ences and exchanges between participants. Peer support is 
a complex in tervention and a strength o f this study has 
been the use o f the MRC Framework fo r the evaluation o f 
random ized con tro lled tria l o f  com plex interventions 
designed to im prove health outcomes [24|. Details o f  the 
in it ia l phases o f  the fram ew ork leading to the fina lisa tion 
o f  this protocol are presented elsewhere. (BM C Health 
Services Research, in press). The study is specifically based 
in the general practice setting and empowers and SLipports  

practice staff in the recru itm ent o f participants and peer 
supporters and data collection. This approach embeds the 
study in the real w o rld  o f  p rim ary  care and w ill increase 
the generalisability o f results. An add itiona l strength o f 
the study is its duration o f  tw o years, which allows us to 
test the susta inability  o f  a peer support in tervention in a 
c lin ica l setting over time.

Peer supporters are central to the study and methods o f 
supporting them in the ir role have been identified. The 
project manager is a source o f  advice and support for peer 
supporters. They are also encouraged to turn to their GP 
and practice nurse who are the clinicians responsible for 
the care o f all patients w ith in  each peer support group.
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In summary, peer support is a com plex in tervention and 
evaluating such an in te rven tion  presents challenges to 
researchers. This study aims to determ ine whether a peer 
support program me fo r patients w ith  type 2 diabetes 
improves biophysical and psychosocial outcomes and 
whether it is an acceptable, cost effective in tervention in 
the prim ary care setting.
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APPENDIX 14 QUALITATIVE REPORT (MAUREEN D’EATH AND KAREN
KEOGH)

FOCUS GROUPS WITH PEER SUPPORT LEADERS
Table 1 outlines the main themes and sub-themes in each o f the three over-arching 
themes. To ensure anonymity, participants are identified only by a respondent 
number (e.g. R3) and the focus group or interview o f which they were a part (e.g. 
FGl or II).

Table 1 Overarching themes and sub-themes of peer support leaders focus 
groups__________________ __________________________________________

Theme 1
Elements o f  the 

intervention that worked

Theme 2
Elements that may benefit 

from  change

Theme 3
Effects o f  the 
intervention

1. Peer support leader & 
role
(a) "Why m e?”
(b) “I ’m not a doctor”
(c) Role model
(d) Managing meetings
(e) Boundaries o f the role

2. Peer support for diabetes
(a) "Everybody is the 
same ”
(b) Sharing experiences

3. Peer support as life 
support

4. Frequently asked 
Questions

5.Organisation & support
(a) From the research team
(b) From practice staff

6. Community/primary care 
settings vs. hospital

7. Frequency o f meetings

1. Attendance
(a) Reasons for non- 
attendance

2. Including healthcare 
professionals

(a). Increased liaison with 
GP’s and practice nurse

3. Continue meetings

4. Other suggestions for 
change

(a) Other diabetes 
populations
(b) Payments
(d) Future peer support 
leaders

1. Changes in leaders 
diabetes management

“Practice what you  
preach ”

2. Changes in peer’s 
diabetes management

ELEMENTS OF THE INTERVENTION THAT WORKED 
1. Peer support leader and their role
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The most critical element of the intervention was the peer support leaders themselves, 
as with out them, it would not have been possible to run the meetings. The peer 
support leaders did not directly identify themselves as being a central part o f the 
intervention. However, in speaking about their experiences o f participating in the 
study, it was clear that the peer support leaders contributed to the successful running 
o f the intervention. Thus, the leaders experience o f participating in the intervention is 
described below in a number o f sub-themes: (a) Why me? ” (b) “I ’m not a doctor”-,
(c) Role model (d) Managing meetings; and (e) Boundaries of the role.

1. (a) “Why me?” (FG2, R l)
Many people reported that they were uncertain about participating when they were 
first asked to be peer support leaders. They did not know why they had been chosen. 
They felt unsure and apprehensive about what would be involve in the role, and 
whether they would be able to do it.

“I thought I  wouldn 't be capable o f  doing anything like that. ” (FGl, R5)

"I was afraid I  wouldn 7 be able to do i t” (FGl, R6)

“I  said [at first] “Well look, Fve enough problems looking after m y se lf’... I  was very 
nervous starting off...very nervous ” (11, R l)

“Why did the GP pick me? Why me? Would 1 be...good enough? Would people think 
“Oh, who are you to he telling me? ” (FG2, R l)

“Why was the GP choosing me? ” (FG2, R2)

However, the leaders reported that after speaking with the practice staff or members 
or the research team, they were “persuaded” to take part. They were glad they did so, 
and they felt it was the right thing to do.

“G came down to the house ...and enticed me into it, I  was very glad after that 1 did  
do it. ” (FGl, R5).

“Ig o t a direct call from [G Pl and he was very persuasive... 1 thought it was the right 
thing to d o ” (FGl, R l).

“My practice nurse talked me into it. ” (FGl, R6).

“but [GP] and [practice nurse] have been very good to me so I  said “look, i f  you can 
give something back” (II, Rl )

1. (b) “Fm not a doctor” (II, Rl): Non-Medic
From the start of the meetings, the peer support leaders were very clear with 
participants that they were not healthcare professionals, and that they had no answers 
for medical queries.
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“Ifound in my own case as a leader ...they were inclined to depend on me for  
medical answers which I  didn’t have and which I  wasn 't qualified in... I  was quick 
to tell them... that I  knew really no more than they did in regard to the medical 
side o f the situation “(FGl, R2).

"The first meeting I  had with the group I  laid it out, 1 said “Look, I ’m not 
medical, I  have no answers to you but what we would hope to do here amongst 
ourselves is discuss the implications o f  diabetes...and we ’II learn from one 
another. ” (II, Rl)

When participants raised any medical issues in the meetings, the peer support leader 
advised them to go and speak to their doctors.

"People were asking... about serious medical problems ...nothing to do with 
diabetes and o f  course w e’ve no answers for that...Ijust said "look. I ’m not a 
doctor, I  don’t know, but I  would recommend that you go to see a doctor ...I have 
no answers for you... "You’d better see your doctor" ...I have no answers to 
medical problems” (II, Rl)

“They did make it clear [to the group] that they weren’t going to be able to 
answer everything and they would be able to refer them to either the doctor or the 
nurse... they were ...conscious...not to be seen as some kind o f  expert, the they 
were there...as support rather than this person dictating to their own group. ” 
(FG2, I)

1. (c) Role Model
W hile participants clearly identified them selves as non-medics, they were also aware 
that participants in the meetings would be looking to them for advice and guidance. 
There was a sense from many participants that being a peer support leader was 
equivalent to be a role model, and that they would have to “ lead by exam ple” with 
their own diabetes management.

I ’m a very badly behaved diabetic... I  thought I  can’t sit at the top and tell people 
what to do what I  don't do m yself’ (FGl, R6)

" ...act as role models...could show somebody how it is possible to live an 
absolute ok life. ” (FG2, R4)

“I  told them ...how I  found out and what I  did...my wife...looked after my diet 
and I  changed completely ...they said "How do you manage i t” and I  said "Well I  
exercise every day...I take salmon twice a week...once a week I  have red m eet”
(II, R l )

The idea o f  being a role model for other with diabetes, resulted in many peer support 
leaders m aking changes and improvements in their own diabetes management. This is 
discussed in more detail in Theme 3 below.
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1. (d) Managing meetings
One o f the key active ingredients o f  the intervention was the way in which the peer 
support leaders m anaged or facilitated the peer support meetings. Leaders reported 
that most o f  the meetings followed a similar format. They would follow the topics 
outlined in the handbook and distribute any literature relevant for that particular 
meeting, and then a discussion would follow.

"I set an agenda fo r  each meeting...its was the same form at fo r  each... start o ff  
with the questions and answers from  the previous meeting and then based on the 
handbook the issues you want to discuss and we used to work our way through 
that... 1 used to send out the agenda about a fortnight before the meetings, so that 
they had...all the handouts or whatever ...so they’d  have a change to read and  
think about what we were going to discuss... they’d  come back sort o f  knowing 
where we were at. ”  (FGl, R l)

“They came, questions and answers, all the literature was given out to them, we 
went through all o f  that and that was it... sat back and they had their chat about 
all their problems, their diabetes ” (FGl, R6).

“I  put out these things that you [research team] gave me and I... took it from  
there... We ju s t went through the important things, the feet, the eyes, the 
exercise ...all the important things that try keep diabetes under control. ” (11, R l)

Some leaders described how they had sourced additional literature for their groups.

“I  also tried to get as much information fo r  the group between sessions, i f  I  knew 
that like, the foo t one was coming up, Iw en t to the local health board and got a 
print out o f  the local chiropodists and who treated diabetes... things like that and  
any information or leaflets or anything I  could gather and the I ’d  bring them to 
the next meeting. ” (FGl, R7).

“Igot...there was...this article [about diabetes]...1 photocopied all that and 1 
brought it in to the five or six lads and women... it was an article and i t ’s pu t the 
fea r o f  God into you... it was one o f  the best things I  ever done. ” (FGl, R5).

The peer support leaders described how they were responsible for facilitating 
discussions in the group. They managed group dynamics, and ensured that everyone 
got their change to speak.

“I said “Look, just, we ’II have the one voice so everyone, there’s no-on going to 
be stopped”...so they all got stuck in then and 1 used to sit in the chair and i t ’d  
ju s t take off... they listened to one another” (II, Rl )
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"The people who used to hog the sessions or people that would be overly talkative 
about their diabetes and all the operations ...they found it was sometimes dijficult 
to bring people back to what you were focusing on. ” (FG2, I)

“l...put m yself down as a facilitator o f  discussion... I  didn 7 overemphasise it...I  
didn ’t say I  was the solution I  said, look, I  wanted them to talk about it and maybe 
then ask me “What did you think about this? ” or “How did that affect you? ” (11, 
Rl)

“They’d  all participate in the thing, Iw a s only ju s t leading them, not 
dominating” (FGl, R5)

“I opened up the conversation and got everyone to contribute, even people that 1 
knew were shy...so 1 got them in and so 1 couldn’t stop them talking then! ” (11, 
Rl).

The peer support leaders also reported that a key aspect o f their role was to time- 
manage the meetings:

“No meeting ever ended before the official hour was over... we could have gone 
on fo r  twice as long, 1 had to throw them out once or twice. ” (FGl, Rl).

“I f l  thought we weren 't going to achieve the whole agenda I ’d  sort o f  truncate 
the discussion and say “Right, move on now ”...let people talk... but keeping an 
eye on the clock and making sure we covered the whole agenda. ” (FGl, Rl).

“Sometimes the agendas put out in the handbook, you could cover them 1 h a lf the 
time...so you had to be creative what you did with the other half... be careful what 
you did with the other half. (FGl, R7)

“No meetings ever dragged. ” (FGl, R2.)

“1 had to haunt them out o f  here a couple o f  times! 1 had to say “Come on, we ’re 
locking u p ” ...the way 1 operated ...1 says “Look, an hour, an hour and a h a lf at 
the m ost” ...but sure. I ’d  finish...but they’d  still be talking” (11, R l)

1. (e) Boundaries of the role
The peer support leaders had no difficulties in clarifying for the group that they were 
not healthcare professionals. However, some leaders spoke about how there were 
difficulties with establishing other boundaries related to their role. This appeared to 
be the only difficult aspect o f being a peer support leader.

For example, one group of participants expected that their leader would be able to get 
them better access to diabetes-related services.

“They thought we could change the way the health service was run and get them 
more access to their consultants and their nurses and their clinics and their
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chiropodists ...they thought... that we had extra power because we were involved 
in this group. ” (FGl, R7).

Some leaders described how participants wanted to contact them to discuss their 
diabetes outside o f the peer support meetings.

“She [participant] says " I f I  was on me own ” she says ‘‘in the house and I  kind o f  
was feeling a bit down...could I  ring you? I  said “I  suppose you could ...if the wife 
wasn 7 in at the tim e!” (FGl, R2)

“I f  I ’m in the supermarket shopping one o f  them will come up to me and say 
“how ’s your diabetes today? Mine is so and s o ” . .. i t’s not ju s t when you go to the 
m eetings...if they meet me out now they’re coming to say... ’’what should I  be 
doing?” (FGl, R7)

Finally, a number o f participants discussed how they felt a great sense o f personal 
responsibility to ensure that the intervention was implemented successfully, and that 
participants managed their diabetes well, which may be conceptualised as possibly 
exceeding the boundaries o f their role (?)

“There was one person I  have to admit I  failed... the poor man, I  reckon he ’II 
drop dead some day... I  always fe lt it was our function to persuade with regards to 
the benefits [ o f controlling their diabetes] ” (FGl, R2)

“I t ’s a big commitment because anything I ’ve ever done I  life I  always try to 
succeed and . .. i f  I  h a d ’ve taken on this job  and it didn ’t work out... I would have 
been disappointed. So fo r  my own sake I ’m delighted that it turned out well. I  
walked away very happy. ” (II, Rl).

2. Peer support for diabetes 
2. (a) “Everybody is the sam e”
As was the case with the focus groups with intervention participants, the peer support 
leaders reported that meeting other people with type 2 diabetes was one o f the most 
beneficial aspects o f the intervention. As with the intervention participants, there was 
the idea amongst the leaders that “peer support” meant that everyone in the group was 
the same, and the leaders appreciated the opportunity to meet with other people in 
similar situations as themselves.

“Everyone within the room has the same problem... the only thing we have in 
common is we ’re all diabetic...it is by a fellow  ...with diabetes...not a medic ” (II, 
Rl)

“I t ’s about being equa l...it’s one to one...you ’re not a leader, you ’re no better 
than what these other...people are ” (FG2, R3)
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“It was really nice to go and talk to other people with the same problem because 
we all know how each other feel, we all know what we should be doing and what 
we ’re not doing. ” (FGl, R6).

Again, as was the case with the intervention participants, the leaders also reported 
that they found comparing their individual situations with other participants who 
were perceived to be “worse off was as valuable as discussing any similarities.

"Where everyone meets...maybe they see someone tha t’s worse o ff  than 
themselves or have had setback or whatever. ” (FGl, R3).

“You think you ’re bad until you go out and speak to somebody else and “They ’re 
worse than I  am, what am I  complaining about? ” (FGl, R7).

2. (b) Sharing Experiences
Similar to the intervention participants, the peer supporter leaders also reported that a 
crucial aspect o f the peer support meetings was that they provided people with a 
format in which they could open up and talk to others about their experiences of 
managing diabetes. Again, sharing information and experiences relating to their 
illness seemed to help lessen any anxiety or distress people were feeling in relation to 
diabetes.

“Some people are very insecure about their diabetes and very embarrassed by it 
and they'd like to get in to a one to one with...people like themselves. ” (FGl, R7)

“My group also said they fe lt a great security in being able to come 
together ...people with a similar problems...to kind o f  share... that gave them 
much better security. ” (FGl, R2).

“People can meet and discuss it with other people which normally they 're 
bottling it up. ” (FGl, R3)

“I f  any o f  them wanted to talk about a personal thing...we fe lt very open... they 
really opened up and they ’d  be chatting about all the different things... worried 
about. ” (II, Rl)

3. Peer support as life support

“There’s another side to it, in a sense, the social side. ” (FGl, R l)

The social aspect o f peer support emerged as a sub-theme in the focus groups with 
intervention participants. However, it included here a separate main theme in its own 
right. In the analysis o f the focus groups with peer support leaders, the social side of 
peer support was continually and consistently stressed by leaders as a key element, if 
perhaps not the key element, o f the peer support meeting.
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The leaders described how the opportunity for social interaction and companionship 
provided by the meetings was highly valued by the group. Indeed, one leader 
described how for some people the meetings may have been one o f their only 
opportunities for social contact with others in the community.

“...person mightn 7 see somebody till the next morning...a lady that was in [my] 
own community who was getting a baby Powers fo r  example ...explaining to the 
shop keeper "Well be nice to this woman because she w on’t see anybody again 
until tomorrow "...this group might be the only input or output that they 
[participants] might have with other people ...it’s a long day, a long week. ” (FG2, 
R4)

Some leaders described how the dynamics o f the group evolved beyond just 
providing peer support and companionship, and friendships developed amongst some 
members.

"[GP] used to say “What is all the joking  going on? ” because...we became as 
well as fellow members o f  the group we became friends. ” (II, R l)

“In terms o f  what they liked most about it...it was the friendliness o f  it, friendliness 
was the big strong word that came out, ...they were talking about the friendships that 
evolved out o f  this... They fe lt it was the social element and people liked coming to the 
group and the friendliness and companionship. ” (FG2, I)

Given this atmosphere o f friendliness and companionship, it is not surprising that the 
leaders reported that “peer support” extend beyond support for diabetes and its 
management, to encompass support for all aspects o f participants’ lives. During the 
meetings, participants often discussed other difficulties they were having in their 
personal lives, in addition to discussing any difficulties related to diabetes.

“They would discuss everything, all there problems, not ju s t diabetes, all their 
problems, how they fe lt... even from  throwing the husband out!" (FGl, R7)

“One night at a meeting a lady was very upset about a fam ily problem... and I  
thought “this has nothing got to do with here ” but I  was told afterwards that she 
got great peace o f  mind... she was able to share things and settle down. ” (FGl, 
R3)

“A lovely lady who came to every meeting, she had terrible problems [with her 
fam ily] ...she went though hell...but she came to every meeting and she fe lt 
that...coming to the meetings helped her...thatprobably w asn’t what was 
anticipated, that this women could come and sh e ’d  talk [about her fam ily] ...and 
then we ’d  get on to the diabetes...she said to me at the end that to her it was a 
great relief to come to the meetings. ” (FGl, Rl).
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“I  had a woman...one o f  her sons committed suicide...but she always came...and 
one thing that pleased her...G brought down these ...medallions ...she was going 
around showing everyone her medallion...it brought her up, you know, from  
thinking about the son. ” (FGl, R5).

The idea o f peer support extending beyond diabetes is highlighted by an example 
given by one leader. This leader described how a participant in his group brought a 
friend who did not have diabetes to the meetings. This friend felt that they could 
benefit from the support and companionship provided by the meetings, despite not 
having diabetes.

“There was one particular lady and she always had a friend with her who was 
not a diabetic and I  said to her... ’’Tell me...why do you come to the meetings? ”... 
"Well" she said “my friend told me that she felt very much at home at the 
meetings and... 1 began to think that I  could benefit from it even though I  haven’t 
diabetes. ” (FGl, R2).

Thus, while the meetings were intended to provide support for diabetes and diabetes 
m anagement, in may cases the type o f  support actually provided extended beyond 
diabetes to include all aspects o f peoples lives. Again, this is perhaps not surprising, 
because diabetes and diabetes management can impact on all aspects o f  people’s 
lives. As one participant put it:

“You can’t treat diabetes as a single item, you have to treat holistically 
everything because diabetes affects your toes to the top o f  your head... and 
everything else around it and you can’t isolate any one thing. ” (FGl, R6).

4. Frequently Asked Questions
One o f the main themes evidence in the focus groups with participants related to the 
literature provided during the peer support meetings, which included the Frequently 
Asked Questions (FAQ). In the focus groups with the peer support leaders the FAQ 
emerged as a key active ingredient o f  the intervention in their own right, while the 
other literature (e.g. the handbook) was not discussed as frequently.

There was a strong positive response for all the peer support leader towards the FAQ, 
and a clear consensus that they were one o f  the most beneficial elem ents o f the 
intervention.

“One o f  the best things... I  think that was the best part o f  it, the questions. ” (FGl, 
R5)

“ ...the Frequently Asked Questions... they were very useful fo r  patients across the 
board or around the country or people in general...if anything fabulous came out 
o f the whole thing...they were amazing... good fo r  anybody to have those. ” (FG2, 
R4).
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“The answers to the questions were very expertly done...the concentration 
seemed to ...in trying to be clear and not to impress...Keep concentrating on 
simplification in replies...in answers to questions raised...never stop trying to be 
clear and simple ” (FGl, R2).

The peer support leaders reported that the FAQ were particularly helpful to them in 
their role as a leader. For example, the FAQ provided the leaders with a mechanism 
for dealing with any participants questions they could not answer.

“/ said “Look, I  don’t know anymore than you do... what I  will do is make a list o f  
all the issues and send them in with my report ’’ ...which I  did every time to G and 
the answers came back the next day or the next meeting” (FGl, R l)

“They [participants] asked questions about things I  didn ’t know about or heard 
about and answers did come back... so that’s... the value o f  the questions and 
answers. ” (FGl, Rl).

The leaders reported that the FA Q ’s also became part o f  the agenda, or format, o f  the 
peer support meetings. The leaders would go through the responses to the previous 
meetings questions, and then they would be discussed among the group.

“The first things I  would always to at these meetings was go through the answers 
to the questions from the previous meetings. " (FGl, Rl)

“The Questions and Answers...that was brilliant...! discussed that at every 
meeting...there was a lot o f  interesting things come up on that... we went through 
them all...and...then people talked about their diet...exchanged [information]... it 
generated discussion... (II, Rl)

The FAQ seemed to be particularly effective because they often raised issues that 
many leaders and participants had previously never considered.

“The questions were fantastic ...the questions the groups asked and then they 
were put into a format and then sent back out fo r the next meeting...there was 
things in those you 'd never have thought of. ” (FGl, R6).

“They were all questions asked by participants in other groups and they came 
back and people said “Jesus I  didn’t think o f  that ” (11, Rl)

In fact, the FAQ were so effective in providing information, that one leader reported 
that her group never had any questions, because all their questions had already been 
answered in the FAQ.
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“/  never had any questions, they had no questions to ask... the only questions they 
want answered...somebody else had asked it fo r  them... they had it all in fron t o f  
them. ” (FGI, R6)

As was the case with the participant focus groups, the peer support leaders described 
how they, and many o f  the participants, kept the FA Q’s and referred back to them to 
answer any queries.

“You could go back and look at them i f  you wanted to know something. ” (FGI, 
R7).

“They kept them all believe it or not, all the questions, the groups members 
particularly wanted them. ” (FGI, R3).

“They said they used to take them out and read them over. ” (FGI, R6)

5. Organisation and support
All leaders reported that they received more than enough training and support to fulfil 
their role as peer support leaders. Leaders outlined three main sources o f  support: (a) 
the research team, (b) the practice nurses and (c) the GP.
5. (a) From the research team
There was a clear consensus from all the peer support leaders that the project co
ordinator (referred to as “G”), was an integral part in the successful running o f  the 
intervention.

“[the] organisation was very good, G, she was terrific, anything you wanted she 
got...I thought the whole thing was very well organised. " (FGI, Rl).

“G was...terrific” (FGI, R5 & Rl).

“ I f  somebody came in with a problem we tried all, not ju s t me...to send that 
person with the problem away clearly knowing what to do... i f  we weren ’t able to 
do that at the meeting we consult G and the expert group ” (FGI, R2).

“...anything Id id n ’t know well G or the team or the doctor would tell us. ” (II, 
Rl).

“... tha t’s something that should stay the same... the ongoing support... they 
m ust’ve spent h a lf and hour on...G ...how wonderful [she was]... The never fe lt  
that [G] was the health professional person and they’re the patient...they fe lt  a 
very mutual exchange ...and even based relationship... they all agreed that they 
could not have expected any more support from  [G]. ” ” (FG2, I).

“Anytime that G would phone us, it was almost like she knew me fo r  years. ”
(FG2, R2)
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Tw o leaders suggested that in the future, it may be beneficial to have more leader 
“get-to-gethers” or training sessions, in order to help leaders keep up-to date with any 
important issues in diabetes.

"More get togethers...m ore informed m eetings...just to get together and thrash 
out some things... [a ]  refresher course, every six months...just to top up" (FGl, 
R6)

“I would have liked from  it... developments. What's taken place since we started?  
Like, in medicine, new developments, medical science goes very fa s t and I don't 
think we touched that area at all during the two years. (FGl, Rl).

5. (b) From the practice staff
Many participants also reported that the practices nurses played a key role in 
supporting the leaders. The leaders described how som e practice nurses would remain 
in the surgery during the peer support meetings. The leaders reported that they found 
the nurses’ presence reassuring, as they felt there was a support person there for them 
i f  any issues arose during the groups.

"She’d... wait on after surgery closed to lock up and whatever. ” (FGl, R3).

"I found... the practice nurse outstanding...you fe lt  i f  you needed any help she 
was there. ” (FGl, R2)

"The practice nurse stayed on even through the surgery was closed, she 
continued her work upstairs while I  held the meetings downstairs and at least I 
knew that i f  anything came up or anybody took ill she was on the prem ises and  
that support was there fo r  me. ”  (FG l, R7)

One leader also spoke about how he liaised with the practice nurse when he had 
worries or concerns about participants who he felt were not managing their diabetes 
very w ell.

“ /  used to give fe e d  back to the nurse, [on] the couple who...had no interest at 
all, and definitely she noticed...she worked on the need to persuade them to be 
more careful about their d iabetes...based on what I  had said. ” (FGl, R l)

On a very practical level, som e practice nurses organised the peer support meetings 
for the leaders, for exam ple, contacting the peer support leaders and participants to 
arrange meetings.

"W e’ve an absolutely wonderful nurse...she was m arvellous...organising  
everything, ringing you up...she was wonderful. ” (FG l, R5)
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“Our practice nurse organised everything... she would ring you up and ask 
“Wouldyou be able to hold the meeting? ” (FGl, R6).

“[practice nurse] was very good, she did...all the arranging” (FGl, R3).

However, in contrast to the above, there were a num ber o f leaders who reported that 
they organised the meetings themselves.

“I was left alone to...do my own thing...I used to organise the meetings myself, 
pick the date... at the end o f  each meeting...! was left totally on my own to... chair 
the meetings, to do the follow-up to the meetings, to start again with the next 
meetings...it was my show. ” (FGl, Rl)

“I  was left to sort o f  manage it myself. ” (FGl, R2).

In addition to the practice nurses, some leaders found that the GP was also available 
to them to provide help or answer any queries.

“I f  I needed any help 1 could have rung [GP} anytime and asked him i f  there was 
a problem or anything thing like that. ” (FGl, Rl)

“[The GP] he was the one that was...supportive ...anytime I'd  go to ... h e ’d ask 
me was there any problems and things like that...if 1 wanted to know anything or 
fe lt that there was a question... could knock into him because he was next door 
and [I]could say “Listen can 1 have a word” (II, Rl)

There were a num ber o f  participants that reported that they would have appreciated 
an increased liaison with the practice staff. This is discussed in Theme 2, sub-theme 
2a below.
6. Communitv/primarv care setting vs. hospital
The benefits o f  holding the m eetings in the primary care settings, as opposed to the 
hospital, did not emerge as strongly in the leaders focus groups, as it had done in the 
participants focus groups. However, there was one leader who did mention the 
comm unity setting as a beneficial aspect o f the intervention.

“Something in the community that would give people easier access to information 
because the clinics and the hospitals are inundated... Take the control maybe 
more out o f  the hospitals and bring it more into the community because they 
people, they’re in the community, they’re local, i t ’d  be easier to access” (FGl, 
R7)

7. Frequency of meetings
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Similarly, the frequency o f  the peer support meetings did not emerge as strongly as a 
them e in the leaders focus groups, when compared to the participants focus groups. 
However, it the frequency o f  the meetings was highlighted as beneficial by one 
participant;

“One o f  the positive things about it was it went over a long period o f
time...diabetes is something that you have forever [so] having the spaces between
the meetings was good. ” (FG2, R2)

W hile some participants said they would have preferred more frequent meetings.

“They were saying that they would rather it monthly was opposed to every three 
months. ”  (FG2, I).

ELEMENTS OF THE INTERVENTION THAT COULD BENEFIT FROM
CHANGE
1. Attendance
Sim ilar to the reports from the intervention participants, the peer support leaders 
described the high levels o f non-attendance at meetings as one o f  the most negative 
aspects o f  the intervention. Indeed, some leaders questioned whether the high levels 
o f non-attendance were because they were doing something wrong as leaders.

“Ifee l that anyone that didn 't turn up you could think... was it that they d idn ’t like 
the meeting. ” (FGl, R3)

“What they liked least w>as the non-attenders, the non-attenders did affect them 
and affected how they fe lt and the found  it... they were branching on saying the 
word...hurtful... they started to say “Well, am I  doing something wrong?... Was it 
something in their own personalities ...why people d o n ’t attend? ” (FG2, I)

Conversely, one leader described how he had stressed to participants that the decision 
to attend or not was up to them personally, and not his responsibility as a leader.

“I  would say... "Now coming to the meeting you ’re not doing anything fo r  me, 
you ’re only doing something fo r  yourse lf ’ ...to put the ball in their court...you  
gave them more o f  a reason to be there. ” (FGl, R2).

1(a) Reasons for non-attendance
In addition to querying their own role in participants reasons for non-attendance, the 
peer support leaders also described a number o f  other factors that may have been 
influencing attendance rates.
The first o f  these reasons was genuine illness:
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“But the group seemed to... there was a lot o f  sickness...and people through no 
fault o f  their own weren ’t able to [attend]... It was genuine illness that stopped 
people  ”  (FGl, R3)

“The biggest regret I  have is [attendance]...one man was genuinely ill so he 
couldn ’t attend...there was a core who attended every meeting and then there 
were transients...who came and went...we would have gained a lot more had we 
a fu ll muster every time. ” (FGl, R l)

“I  had very good attendance, there was only one lady that d idn ’t, she actually 
was hospitalised" (II, R I)

One leader, from a rural practice, also outlined transportation as an issue.

“They have to come long journey’s and they had to depend on [family] to get 
there...that was one problem. ” (FGl, R5)

Another group o f  people seemed, for whatever reason, to just not be interested in 
attending.

“I think the reason why they wouldn 't come is they 're afraid o f  it... I  did say it to 
a woman and she said “Oh, I  couldn’t be bothered with that ”(FGI, R6).

“The firs t meeting I  had... one man he said to me “listen love ” he said “have you  
a cure for me? ” he said “have you a cure fo r  the damn thing? ” and I  said “No, I  
haven’t ” and he said “there’s no point in me com ing” and I  haven’t seen him 
since. ” (FGl, R6).

Finally, the peer support leaders reported that the people who did attended the 
meetings regularly, were actually those who generally had very little problems 
m anaging their diabetes and were well-controlled. Thus, this may imply that those 
who were poor controlled did not attended

“Those who attended the meetings the most often were those whose readings were 
progressively getting better... whereas those that were casual about coming to the 
meetings seemed to dip, dip, dip. ” (FGl, R2).

“The people who did attend and the people who showed most interest were most 
in control... were doing the right things... the four or five who were regular 
attenders, they were clued in... they got maybe 25 %  more out o f  the meetings ” 
(FGl, R l).

The people who attended my meetings were really playing the game the right way, 
they were ...in control o f  their situation. ” (FGl, Rl).
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“Okay, we have the non-attenders, the people that d o n ’t turn up... they’re the 
people that we should be worried about...People that didn ’t have a problem with 
their diabetes were the people who came. ” (FG2, R4)

2. Include healthcare professionals
As was the case with the participants focus groups, a number o f peer support leaders 
suggested that it may be beneficial to invite healthcare professionals to occasionally 
come and speak at the peer support meetings.

“All the disciplines that you meet about, you eyes, your kidneys and whatever, say 
i f  they could come to a meeting that dealt with everything at the one time... and  
they could get advice on it. ” (FGl, R?)

“...a chiropodist come in and talk to them [the group] and have input directly to 
them ” (FG2, R3).

2 (a) Increased liaison with GP and Practice Nurse
In addition to healthcare professionals speaking at the meetings, a number o f leaders 
suggested a number o f ways in which practice staff could further contribute to the 
success of the intervention.

One leader suggest that increase liaison with the practice staff may help improve 
attendance rates.

“ ...[more] support from  the practice fo r  the people that were running the 
meetings...! think had I  sat down with the doctor and the nurse and analysed 
w ho’s missing and who d idn ’t turn up, and...say... ’’What can we do to go back to 
these people? ”...I had no real way of...getting to them...other than writing...and  
inviting them to com e...If I  was doing it again. I ’d  certainly encourage more 
liaison between m yself and the practice... that would have helped 
everybody. ”(FG1, R l)

Similarly, it came up a number o f times in one focus group, that attendance and 
compliance may be improve if the GP’s and practice nurses were able to promote the 
meetings more, and encourage people to attend.

“It came up... an awful lot... there needs to be more emphasis from  the medical 
professionals to talk to the actual peers... so that ... it is coming from  the G P ’s 
and the practice nurses ...because the group don 7 take it seriously enough...the 
direction needs to come from  both the GP and practice nurses to talk to the group 
as a whole... and not ju s t be left to the peer support person because they fee l 
there ’d  be better compliance ...the emphasis from  the medical professionals, that 
comes up time and time again...it was the strongest thing they came up with... 
people in the group would take it more seriously i f  it was coming from  the G P ’s 
or the nurses...it needs to roll out from  the G P ’s and the practice. ” (FG2,1)
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On a very practical level, some leaders found that the rooms in the practices where 
the meetings were held may have been too small for the number o f people who 
attended.

“The room is fa irly  [cramped] with seven people in it....it was a bit tight” (II, 
Rl).

“They fe lt in the practices there mightn 7 have been enough space and there was 
a whole discussion around conference centres. ” (FG2,1)

3. Continue meetings
The majority o f peer support leaders were very keen to see the peer support meetings 
continue.

“really like to see it continue in some form ...it would be a pity to see it ju s t die in 
the water now...my group would like to see it continue. ” (FGl, Rl).

“They[participants] all said they would like it to continue... they would miss it 
greatly i f  we stopped because the security would have gone away from  them ” 
(FGl, R2)

“I f  there was a discontinuing o f  the meeting I  think that people will fee l they 
didn ’t have any feedback...you ’d  be doing your own thing... it would be important 
to keep the project going. ” (FGl, R5)

“I f  it was rolled out to other G P ’s there’d  be opportunity then fo r  other people to 
get involved in this. ” (FG2, R6)

Interestingly, there were also a particular group o f leaders who were waiting to see 
whether or not the intervention was found to be effective before they would 
recommend it continuing.

“They would judge whether this was going to be o f  any use or benefit...what the 
whole research finds and... tha t’s when they ’d  decide i f  i t ’s a good thing or bad  
thing... they ju s t wanted to see the results o f  the research and that would decide 
whether i t ’s a good thing to continue or not. ” (FG2,1).

4. Other suggestions for changes
Leaders suggested a number o f other ways in which the intervention may be 
improved. However, these did not emerge as main themes in the own right as they 
were only mentioned by a small number o f people. Thus, they are discussed below as 
sub-themes.
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4(a) Other diabetes populations
Two people suggested that peer support may be beneficial to other diabetes 
populations; those with newly diagnosed diabetes, and younger people.

" . .. i f  I  was to make a suggestion, the this support was to take o ff  eventually... my 
real thing would be... when a newly diagnosed diabetic, now, they want the 
support...say "Well, look there’s a course being set u p ” (II, Rl )

“They fe lt something like this would be very useful fo r  younger people [with 
diabetes] because they were looking out fo r  them so to speak, they said  
themselves they wouldn 't be peers because it was an older person to a younger 
person. ” (FG2, I).

4(b)Payments
One leader brought up the issue o f whether or not people would pay to attended the 
peer support meetings. He said that he would, but it felt that other people might not.

“I ’d have no problem b u t...I’d  say you ’re going to f in d  it difficult. ” (II, Rl )

(c) Future peer support leaders
Finally, one person suggested that if the meetings were to be rolled out on a wider 
scale, it may be worthwhile considering that those who participated in the group as 
peers, go on to train as leaders themselves.

“Current people now in a peer support groups...be nominated... go on and be a 
peer support leader yourself. ” (FG2, R4)

EFFECETS OF THE INTERVENTION
In contrast to the participant focus groups, the peer support leaders tended to speak 
less about any effects the intervention may have had.

1. Changes in leaders diabetes management
As discussed in theme 1, subtheme 1(c), there was a sense amongst the peer support 
leaders that one o f their responsibilities was to act as a role model for others with 
diabetes. This resulted in some leaders making improvements to how they managed 
there own diabetes. As one participants put it, it was a case o f “practice what you  
preach. ” (FGl, R5).

I, FG l: “Did being a peer support leader help you to manage your diabetes
better? ”

All: “Yes!”
“Also, i f  they ’re going to be role models...being a support leader made them 
think about what they should do and what they shouldn ’t do. It really was homing 
in on their own actual behaviours ...forcing them to think twice all the time... this 
thing o f  being a role model...they were more focused” (FG2, I)

336



“ ...a little bit o f  reflection on themselves... they’d  need to be managing their own 
diabetes better now and...how could they brush up and polish up... ” (FG2, I)

“ ...certainly helped to keep me focused ...! was doing it to keep me focused. ” 
(FGl, R l)

2. Changes in peers diabetes management
Confirming reports from the participant focus groups, there were mixed responses 
from the peer support leaders as to whether or not the intervention had been 
successful in improving how participants managed their diabetes.
Some leaders spoke about how the meetings had helped participants focus on their 
diabetes and its management.

“They learnt enough and I  kept them focused" (FGl, Rl).

“Kept their focus on wanting to keep well. ” (FGl, R2).

Other leaders spoke about lifestyle changes and diabetes m anagement changes some 
o f  the participants had made as a result o f  the meetings.

“I  had a chap and he was... very ill... we were discussing medication... ”0 h  ” he 
said “I  d on ’t bother, I  have too many bloody tablets ”, the whole group talked to 
him and spoke to him and told him “You have diabetes” ...when he saw that he 
could lose his legs or lose his hands he started to [take his medication]...we did  
convert him “ (FGl, R5)

“I 'd  one man who ’d  a severe alcohol problem...he thought the alcohol put his 
sugars up but actually it lowers them down and he was having hypos ” (FGl, R6)

“They all seemed to be fa irly  good...when we talked about the fee t they all went 
to the chiropodist, we talked about the early eyesight thing... they did... the 
constant monitoring o f  your diabetes, to stick to whatever the medics tell you, 
however many times a day or things like that. ” (11, R l)

Finally, other leaders were unsure as to whether or not the intervention participants 
had changed their diabetes m anagement as a result o f  the intervention.

“People maybe accepted it in the room...whether or not they carry it outside is 
something else. ” (II, Rl).

“There was no sort o f  touching on... the benefits in terms o f  discussing...diet and  
nutrition or the benefits from  a diabetic point o f  view... this group didn ’t tend to 
talk about that at all...just the support o f  having each other, the 
companionship... the friendship... there w asn’t much o f  a focus on the diabetes” 
(FG2, I)
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FOCUS GROUPS WITH INTERVENTION PARTICIPANTS

Table 2 outlines the main themes and sub-themes in each o f the three over-arching 
themes. To ensure anonymity, participants are identified only by a respondent 
number (e.g. R3) and the focus group o f which they were a part (e.g. FGl).

Table 2: Overarching themes and sub-themes of intervention participants focus 
groups__________________ __________________________ ________________________

Theme 1 Theme 2 Theme 3
Elements o f  the Elements that may benefit Effects o f  the

intervention that worked from change intervention
1. Peer support 5. Attendance 3. Learning new
(a) “Everyone is the same ” information
(b) “You ’re not alone ” 6. Including healthcare
(c) “Learn from  listening” professionals 4. Alleviating worry
: Sharing experiences
(d) Non-medic 7. Sharing with other in 5. Behaviour change
(e) Social aspect the community

2. Literature &F.A.Q. 8. Other formats peer
support

3. Peer support leader
9. Payments

4. Primary care setting
(a) Confidentiality 10. Newly diagnosed

5. Frequency of meetings

1. ELEMENTS OF THE INTERVENTION THAT WORKED 

1. Peer support
Unsurprisingly, “peer support” emerged as the most successful aspect of the 
intervention. Participants did not directly use the words “peer support”, and they did 
not report that they “peer support” helpful in and of its se lf Indeed, during the focus 
groups many participants said that they did not have a clear understanding of what the 
term “peer” or “peer support” meant. For example;

I, FG3: “ What do you think a peer is? ”
R I, FG3: “I  was go ing to ask yo u what is ? ’ ’
I, FG3: “ Well, will I  ask does anyone have any idea what peer support is? ”
R4, FG3: “No real idea. ”
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However, while the focus group participants felt they could not define the theoretical 
construct o f  peer support, when they were speaking about the most helpful aspects o f 
the intervention, they outlined (some?) o f the key elements o f  peer support. These are 
discussed below in a num ber o f  subthemes: (a) “Everyone is the sam e”; (b) “Y ou’re 
not alone; (c) “ Learn from listening” - sharing experiences; (d) Non-m edic (e) The 
social aspect.

1(a) “Everyone is the sam e” (FG4, R8)
Participants reported that meeting other people with type 2 diabetes was one o f  the 
most beneficial aspects o f  the intervention. W hile participants may not have been 
able to define the theoretical construct o f  a “peer” , m ost spoke about how everyone in 
the group was the same, and they appreciated this opportunity to m eet with other 
people “just like m y se lf”

“It was nice meeting people ...just like m yself’ (FG3, R5).
“We ’re all in the one boat. ” (FGl, R4).
“...everyone... is the same and after being here you do feel well. ” (FG4, R8).
“... meet with people who are suffering from the same problem as yourself ” (FG5, 
R7)

Interestingly, some participants reported that they found examining differences 
between them selves and others, was as valuable as discussing the similarities. This 
particularly seemed to be the case when participants compared their individual 
situations with other participants who were perceived to be “worse o f f ’.

“Fd say 'How to God are they living, sure there’s nothing wrong with me, Fm 
grand in

comparison ” (FGl, R4).
“I  seen other people... that’s a lot worse then m yself’ (FGl, R2)
“You know then that i t ’s alright someone else is suffering...and maybe they’re 
not doing what they should be doing...it’s kind o f  a negative but i t ‘s a positive for  
you because you might say “Okay, we really should be trying harder”... " (FG4, 
R8)
“We ’re lucky that it doesn ’t interrupt our lives too much...you have people and it 
is interrupting there lives very seriously...as you said the man that lost a leg. ” 
(FG4, R4).

1 (b) “You're not alone” (FG, R)
Meeting other people with type 2 diabetes seemed to be particularly important to 
participants, as it alleviated a sense o f  isolation that some participants felt.
Participants reported finding it reassuring to discover that there were other people 
who also had diabetes, and who experienced similar difficulties in managing the 
illness:

“You tend to believe i t ’s only you...when yo u ’re out...you’re passing by people
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you  7/ never think they are possibly the same as yourself. " (FG2, R3)
“I  was with it for years in m yself going alone on the road...and then these 
meetings came about... and I  thought, a big difference now to fin d  out Jimmy has 
it, Johnny has it, Mary has it...that was a great boost... ”(FG4, R7).
”/  nearly thought I  was the only person that had it because... there’s a good few  

people and i f  they are diabetic they hide i t” (FG4, R7).
“When y o u ’re diagnosed you think y o u ’re the only one...and you fe e l a bit 
isolated...when I  came down here found  there were a number o f  other people in 
the same boat...that’s why I  was coming here...I w asn’t the only one. ” (FG5, 
R5).
“I t ’s comforting to have people who have the same complaint... you w eren’t on 

your own with these complaints. ” (FG5, R6)

1(c) Learn from listening” (FGl, R4): Sharing experiences
Perhaps the strongest theme to emerge from the focus groups, was that participants 
gained the most information about diabetes by listening to other participants’ reports 
o f managing the illness.

FG l, R2: We got fa r  more information fro m ...
FG1,R4: Each other...
F G l.R l: Yeah
“1 wouldn ’t have know anything about the eyes and diabetes, nor the feet 
either ...1 found  out from  the group” (FG3, R2).
“I t ’s good to listen to other people...to hear what the different points o f  
view ”.(FG3, R5)

Participants reported that they learned about diabetes by listening to other peoples 
experiences o f living with, and managing the illness, and they in turn shared their 
own experiences.

“You could say something there and 1 wouldn’t know about that, you know, so 1 
might pass on something else... ” (FGl, R l)
“...just talk about what the differences you had and how you got about it and 
what you did. ” (FG2, Rl).
“It was nice to talk about...where i t ’s affecting each other and we could ask each 

other questions. ” (FG2, R6).
“ ...they’d  say “mine was good this week or these days and I  done well on this or 
that and 1 get better” ...you got support from  it, fee l better. ” (FG3, R3).
“Everyone could add something to it from  their own experiences with diabetes ” 
(FG4, R4).
“I t ’s something small you might mentions 'Well I  d id n ’t know tha t’, you can 
exchange views and that. ” (FG4, Rl).
“You told me what was wrong with you and 1 told you what was wrong with me. ” 
(FG4, R7)
“You could ask questions and you could ask who had the same thing. ” (FG4, R5). 

Sharing their experiences o f managing their diabetes in their own lives, seemed to 
generate a comfortable and open atmosphere amongst participants in the peer support
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meetings. This more open atmosphere meant that participants felt comfortable to 
bring up any issue or topic, to discuss any concerns or worries, or to ask any 
questions.

"Even personal things that you...mightn’t talk in female company or females may 
not talk in male company, once we got to know each other after the first two, we 
discussed everything. ” (FG2, Rl).
“There were no inhibitions whatsoever. ” (FG2, R5).
“[it was]...very relaxed...not afraid to speak out. ” (FG3, R3).
“There was nothing you couldn ’t ask questions about or tell them about. ” (FG4, 

R7)

Participants reported that they had “ learned more by listening” to their peers, than 
from any other sources (e.g. books, pamphlets, medical professionals etc). There was 
a sense from the focus groups that the information gained from other peoples 
experiences o f  living with diabetes was more true to life, or more reflective o f 
diabetes m anagement in the real world. Participants reported that they preferred this 
“word o f  m outh” method o f  learning information about diabetes.

“You’d read up on it and yo u ’d see it and that but Fd learn from listening more. ” 
(FGl, R4)
“People that’s not educated can talk about it, people that’s educated can 
understand it all, the like o f  it I can’t. I would rather talk about it than try to read 
it. ” (FGl, R2)
“1 find  that’s a better way o f  telling somebody about something rather than 
someone shoving it down your neck. ” (FG4. R3).
“ ...you get it word o f  mouth rather than taking books and pamphlets...you get the 
information from people who are in the same situation as you are, i t ’s much more 
easier...to take in, rather than taking up booklets...and high powered or high 
falutin names or words...you could have it at grass roots. ” (FG5, R4).
“You find  out how they’re managing in day to day life, which is not in the books. ” 
(FG5, R7).
“The big bonus....was information and you got that not so much from the 
Frequently Asked Questions and the experts but you got it from chatting to other 
people, which I  thought was the real thing. ” (FG5, R7).

However, it was recognised by some participants that the information shared in the 
peer support m eetings may not always have been accurate, or that participants were 
telling each other “what they wanted to hear” .

“That’s the other thing, here ...I suppose we got the answers we wanted!” (FG2, 
Rl).
“We can say, “yeah such a thing works for me, why don’t you try it?” what if, 
well, like that person mightn’t be able to try it. ” (FGl, R2).

1(d) Non medic
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A reoccurring theme throughout all the focus groups was the idea that peer support 
involved lay people, not healthcare professionals. As one participant put it:

“I t ’s not doctors and nurse, i t ’s yourselves. " (FG2, R l)

For the most part, the fact that the meetings did not involved healthcare professionals 
was a positive aspect o f the intervention for participants (However, see theme 2, sub
theme 2 " Including health professionals” for more inform ation/ Participants 
contrasted their experiences o f the peer support meetings with those of attending 
consultations with healthcare professionals. They spoke about how they felt more 
relaxed at the peer support meetings, which meant they were more able to take on 
board new information about diabetes.

“You learned a little bit extra from the people. The doctor w on’t open up unless 
you say something to him and i f  he doesn’t know he w on’t be ale to tell you, 
whereas a group o f  persons will be able to tell you. “(FGI, R2).
“It fe lt more relaxed than with...the doctor ...sometime you forget the questions 

you want to ask [the doctor] ” FG3, R3
“you 're more relaxed to come here and listen to somebody else telling you about 
something... whereas a doctor comes in and... they're telling you ‘you need to do 
this ’.. ” (FG4, R3)
“you...visit the doctor and he tells you five things and y o u ’ve forgotten three o f  
them by they time you leave. It's when you come here to the peer support groups 
that everybody chips in and you get a bit. ” (FG5, R7).

However, participants recognised that the more relaxed and comfortable atmosphere 
in the peer support meetings to some degree resulted from the absence o f the time 
limitations which many healthcare consultations are subject to.

“Sometimes you d o n ’t have the time to discuss it with the doctor, they’ve only a 
certain amount o f  time they allot to you. ” (FG2, R4).
“but going into the doctors...you get very short shift and d on ’t get time to put 

your worries over. ” (FG2, R2)
“Sometimes the doctor wouldn’t even have time to listen to you. ” (FG3, R2).

For some participants a particular benefit o f the peer support meetings was that they 
allowed participants to speak about aspects o f diabetes management that they may not 
have been comfortable raising with healthcare professionals.

“An awful lot o f  people...they w on’t tell a doctor the whole lot. ” (FGI, R2).
“The meeting was completely different when the nurse w asn’t there because you  
weren 't kind o f  opening up... I  kind o ffin d  when the medical people you fe e l more 
‘Well I  better be nice and tell them what they want to hear. ” (FG2, R5)
“You ’re more open, tell them [peers] what you like ” (FG2, R3).
“We could be honest!” (FG2, R l)
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However, while the m ajority o f  participants felt more comfortable in the peer support 
format, there were also participants who reported that they were comfortable 
discussing any topic with their healthcare professional.

“I ’d  ask the doctor or nurse anything I  wanted to know. ” (FG3, R l).
“I  never fe lt that I  couldn't ask a question to either a doctor or a nurse. ” (FG4, 
Rl).

1 (e) Social aspect
Finally, participants also reported they found the focus groups beneficial on a social 
level, irrespective o f  any benefits related to their diabetes. There was a strong social 
side to the peer support meetings, and participants reported that they enjoyed 
socialising with and meeting with other people with diabetes

“It was great now, to get all together and see what they had to say and meet with 
other people" (FGl, R l)
“We even all drink together! ” (FGl, R4).
“Coming in here to any o f  the groups, any o f  the groups that was in you laughed 
and chatted. ” (FG4, R 7).
“It was like a social’’ (FG4, R8).
“Ienjoyed the companionship and the craic” (FG5, R6)
“Our meetings were...just a chat you know, but you do learn quiet a lot, there’s 
not pressure on you. ” (FG5, R3).
“I  was most appreciative to fin d  companionship, and you know, shared 
experiences. ” (FG5, R6).

Indeed, some participants reported that the peer support meetings were a way o f 
getting them out o f  the house and in contact with other people.

“It gets you out in the morning” (FGl, R5).
“...to get out and talk about something, people will go to it...I  like coming down 
to these [meetings] because you do get this little push...other are sitting there in 
the house and they ’re saying “Jesus I  have diabetes, I  can’t do this and I  ca n ’t do 
that. ”... ”(FG1, R2).
“It brings me down the road five minutes or so. ” (FG4, R9).

2. Literature, including the Frequently Asked Questions
The second element o f  the intervention that participant found helpful was the 
literature provided at the meetings.

“We did get a lot o f  literature on various aspects o f  diabetes which were very 
informative. ” (FG3, Rl).

Some participants reported how the literature functioned as a support for them now 
the meetings were finished, because they could refer back to the literature to answer 
any queries.

“/  have all the leafiets at home now in the fo lder and I  can look back on them ” 
(FGl, R4)
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“The printouts that we got after meetings that were sent out, I ’ve kept them 
and...they’re absolutely most helpful. ” (FG5. R4).

Reading through the Hterature not only gave participants new information relating to 
diabetes, but it also generated discussion by providing them with the opportunity to 
ask questions relating to the topics.

“She [peer support leader] did give us a leaflet...and we asked questions. ” (FGl, 
R3).
“She gave us the individual leaflets... and you can read through it the next day or 
the day after or whatever i f  you had any point that you wanted to go back on. ” 
(FG4, R4).

Participants also spoke about how they particularly liked the mechanism o f the 
“Frequently Asked Questions”, whereby questions that could not be answered in the 
group were referred on to a panel o f experts, and their answers related back to the 
group at the next meeting.

“[peer support leader]...wrote them [questions asked in meetings] down on 
paper and brought them back...brought them back to the person in the 
college. ”(FG1, R5).
“I f  there was any questions we didn 't finalise that we could notify you and we got 
it at the next meeting...they enlightened you about what you could and couldn 7 
do. ” (FG2, R6).
“I f  you asked [peer support leader] a question...if he wasn ’t able to answer them 
he brought back at the next meeting...it was very good" (FG3, R3).
“Different ones had difference questions..if you couldn’t answer them in the 
group and [peer support leader] couldn’t answer it straight o f  ...h e ’d  get them 
and have them back for us the next time on paper, all the answers to the 
questions. ” (FG3, R3).
“There was always a questionnaire after the session ... I  think it came from  
different groups, some from  here, the questions, and they were relevant.... ” 
(FG5, R5).

3. Peer support leaders
The next key element o f the intervention that participants reported to be beneficial 
was the peer support leaders chairing the meetings. Participants seemed to like the 
idea that the leaders were not healthcare professionals, but rather, were patients with 
diabetes, just like themselves.

“He was ju st like one o f  us. ” (FG3, R3)
“S h e ’s [peer support leader] a lay person... she knows us and we know her, tha t’s 
the difference. ” (FGl, R2)

In addition to being “ lay” people, participants spoke about how there were certain 
personal characteristics and qualities of the peer support leaders which contributed to
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the leaders being able to effectively and efficiently carry out their role. These 
characteristics include, for example, good organisational skills in arranging meetings 
and good m anagement skills when chairing meetings.

“The leaders would be...asking questions, “are we going onto this, that or the 
other’’..."  (FGl, R4).
“Our chair [peer support leader] he wrote to you at least a week before the event 
and gave you a time [for the meeting], ” (FG5, R5).
“He [Peer support leader] had very good organisation skills. ” (FG5, R6).
“You’d  have your agenda [from peer support leader] and then y o u ’d  look at what 
was on the agenda and people might that “That’s relevant to m e”...and maybe 
we could enquire further into that. ” (FG5, R6).

Participants also spoke about certain personal qualities, such as being approachable 
and mannerly, which were important for peer support leaders to have.

“You have your turn with the doctor but...you could speak to [peer support 
leader] easier” (FG3. R4).
“The man in charge was lovely. ” (FG3, R5)
“Most courteous and polite, even with some o f  us thicker men! ” (FG5, R5).

There was also a perception amongst some o f  the participants that particular peer 
support leaders were very well-educated, and that because o f  this they were m ore able 
to run the groups and answer questions.

“He was a -  Fm not going to say a lay person... I  know he had degrees.... ” 
(FG3, R3).
“[Peer support leader] was very good because he was a chemist him self 
originally...he could answer any questions... he knew what these various things 
meant ”  (FG5, R8).

Thus, the m ajority o f  participants were very happy with the fact that the peer support 
leaders were not healthcare professionals. However, there was a group o f  participants 
from one particular practice who said they would have preferred to have a nurse or 
doctor available to them in the meetings. This group o f  participants felt that their peer 
support leader was not “qualified” to run the meetings, as she often seemed unable to 
answer questions that participants raised, and was continually referring participants 
back to the GP.

“The only thing that drove me mad at the start o f  i f  was I  knew [peer support 
leader] w asn’t qualified...(FGl, R2)
“The person leading the meeting...was saying really something would be y o u ’d 

have to see a doctor about that. ” (FG1,R?)
“They [peer support leader] couldn’t say “Do this, that and the other”, it has to 
go back [to the doctor]... I f  tha t’s happening, well y o u ’d  better check with your 
GP ’, tha t’s what you were told [by peer support leader] ”. (FGl, R4).
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Thus, this group o f  participants suggested that they would like a healthcare 
professional involved in the meetings in order to answer any questions that the peer 
support leader was unable to. It was not clear if this group and their peer support 
leader made use o f  the mechanism o f  the Frequently Asked Questions.

“Someone that knows...someone to answer a question...like I  mean, I  could say to 
you “I  have such a thing, can you tell me what 1 do with it? ” (FGl, R2)

”  (FGl, R2)
’’[someone]...experienced” (FGl, R3 & R5)
"A qualified person... ”(FG1, R4)
“Somebody high up who... could answer a question. ” (FGl, R5)

4. Community/primary care setting vs. hospital
One aspect o f  the intervention that many participants particularly enjoyed and found 
very beneficial, was receiving their structured diabetes care in the primary care 
setting. Participants reported that they preferred to attend the practice nurse and the 
GP surgery for this care, rather than the hospital.

“It saved me going down [to the hospital], [The practice nurse] can do with the 
blood test now instead o f  me breaking me backside going to the hospital. ” (FGl, 
R2)
“I  get it [blood test] done there [the surgery] now, I  gave up the hospital, to me I  
spend too long in hospital. (FGl, R2).
“Come down to [practice nurse] and she takes me blood, puts me on the couch, 
gives me the same treatment and thing, weighs me and Fm out in ha lf and hour. ” 
(FGl, R5).
“[it was] more relaxed than being in the hospital...it [the hospital] is strenuous 
at times. ” (FG4, R6)
“I  do have a problem with some o f  the hospitals...! have no interest in going to 
any o f  them... it was more relaxed here [GP surgery], ” (FG3, R3)

As one participant said:
“It [the intervention] got you into your doctor...it gets you into contact with the 
nurse ” (FG2, R l),

On a very practical level, participants enjoyed attending the surgeries for meetings as 
they were in the local comm unity and easily accessible.

“I f  was very good o f  Dr. [GP] to set it up here... the location was [key], we 're a 
fam ily group and we 're around here. (FG5, R5),
“I t ’s near us all. ”(FG3, R l)
“We ’re used to coming here to our doctors”. (FG3, R4)
“We ’re all in the area, you see, not too fa r  away. ” (FG3, R3)

4 (a) Confidentiality
The community setting was obviously an aspect o f the interventions that participants 
greatly enjoyed. However, prior to the com m encem ent o f  the intervention, the
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research team expressed concern that there may have been problems with 
confidentiality. For example, as participants were all from the same locality, and may 
know each other and meet each other in the outside community. However, when 
asked in the focus groups, all participants reported that confidentiality was not a 
problem.

•  I, F G l: “...because you all come to the same practice you might know

“We were told not to divulge what we heard in here about anybody ....so i f  you  
met someone you d idn’t talk about it or anything, you ju s t talked about...the 
weather and that sort o f  thing...you d idn’t talk about your 
complaint ....Confidentiality was here all the time. ”  (FG3, R2).
“What went on in the room was finished in the room and that was it. ” (FG3, R3). 
“When we meet [outside meetings] we still acknowledge one another and its 
grand to know someone else -  we talk to one another. ” (FG4, R8).

5. Frequency of meetings
The frequency o f  the peer support meetings was another positive element o f  the 
intervention for participants. Participants reported that they liked how the m eetings 
were spaced out over a num ber o f  months.

“Every three months [is good]. ” (FG3, R l, R3, &R4)
“You’d  get fe d  up with it [a weekly meeting]...every couple o f  months [is 
good]. ”(FG4, R8)
“I f  you ’re having them once a month you would get fe d  up...but once every three 
m onths...! think tha t’s grand...you actually look forw ard to them then. ” (FG5, 
R7)

Given the fact that diabetes is a chronic condition, the fact that the meetings were 
spread out over a num ber o f  months over two years was something that participants 
found helpful. Participants recognised that as a chronic condition, the m anagement o f 
diabetes and its impact on their daily lives, can change and fluctuate over time. The 
frequency o f  the peer support meetings, spaced out over a num ber o f  months, allowed 
participants the opportunity to discuss different questions and concerns related to the 
chronic nature o f  the illness.

“  I  think it [frequency o f  meetings] was good yeah because within that time we ’d  
have maybe thought or something maybe would have happened to you...that 
wouldn’t happen maybe within five  or six weeks. ” (FG2, R4).

each

All:
R2:

other... did you fin d  that was a problem? ”
“No, no. ”
“That was the most comfortable part...the devil you know is 
better! It was easier talking with...people you know ...than a 
load o f  strangers. ”
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“Certain things that can develop in any o f  us over a period o f  time, and you will 
talk with your groups and they will encourage you to talk with your doctor ...the 
thing is it made sense over... a prolonged period o f  time. ” (FG2, R2).
“We 'd kind o f  appear at different times o f  the year, you know the way you fee l 
different in different seasons?...you do feel different and we got every aspect o f  
i t ’\(F G 4 ,R 8 )

1. ELEMENTS OF THE INTERVENTION THAT MAY BENEFIT FROM  
CHANGE

Overall participants were very happy with most elements o f the intervention, and they 
reported that taking part in study was a very positive experience. However, 
participants identified a number o f areas o f the intervention that were not as 
successful as others, and may benefit from change.

1. Attendance
Participants identified poor attendance at the meetings as one o f the biggest 
limitations o f the intervention.

“Some parts o f  the groups fell apart, there wasn 't a very good attendance. ” 
(FG2, R4).
“Two dropped out o f  our group...maybe you should be talking to them rather 
than us? ” (FG2, RI)

There were a group o f participants who did not attend any o f the peer support 
meetings. However, even those participants who attended regularly reported 
difficulties making it to all the meetings. Participants reported that at times, work 
commitments, hospital appointments, and other life circumstances clashed with the 
peer support meetings.

“Io n ly  regret that I  couldn 7 attend them all...my circumstances were such that I  
couldn’t. ” (FG5, R4).
“I  couldn’t come because I  had an appointment in hospital...(FGl, Rl).
“A couple o f  time we had hospital appointments ...and I  had to miss them 
[meetings]” (FGl, Rl).
“I  w asn’t there fo r  the finish. My aunt died. ” (FGl, R2).
“I  missed quiet a few  because I  had to go to work. ” (FG2, R2).
“I  d idn’t make a lot o f  them due to work. ” (FG4, R3).
“I  found  the timing a bit [difficult]..like 1pm...that would be our lunchtime at 
him, so it kind o f  knocks you out a bit, and then there are some people I  suppose 
that work and trying to get to a meeting at one. ” (FG2, R4).

To overcome these problems with attendance, one participant suggested holding a 
number o f peer support meetings on different days, or different times, to facilitate in 
people in choosing a time to attend that suited them.
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“Maybe some meetings during the day for one group but others might like it later 
in the week or a night time, and just allow people to chose their group. ” (FG5, 
R7).

2. Including healthcare professionals
As discussed previously, a group of participants from one particular practice did feel 
that their peer support leader was no qualified to run the meetings and would have 
preferred a nurse or a doctor there. However, the majority of participants reported that 
not having healthcare professionals present at the peer support meetings was one of 
the most beneficial aspects o f the intervention. Although, a number o f participants 
suggested that from time to time it may be useful to invite healthcare professionals to 
sit in on the meetings, or to come in and speak to the group on particular topics.

“What I would have loved to have seen was...a nurse or someone qualified there. 
She [Peer support leader] mightn't understood it, but i f  you had a nurse there 
she’dknow exactly” (FGl, R2).
“Have a qualified person...to sit in for an hour.... I f  you had a fully qualified 
Doctor or nurse here... ” (FGl, R5).
“Maybe an odd time during the course i f  you brought in a specialist, whether i t ’s 
a dietician or chiropodist or so a specialist for one thing who could talk to the 
group. ” (FG5, R2).

3. Continue in community
All participants expressed an overwhelming desire to see the peer support meetings 
continue (quotes).

In addition, a number o f participants felt that the meetings should be extended to 
others in the community.

“ ...the people out o f  [local community], they do want more notice o f  it and it 
should be published that there is something like that going on and anyone 
interested can come. ” (FGl, R2).

Indeed, some participants spoke about how they had already shared information from 
the peer support meetings with other members of their community.

“I happened to say it to someone and he wouldn’t go up the hospital...and I  said 
to him one day “you better come down to the meetings with us...ril bring you 
down. ’"(FGl, R2).
“Fve already recommended it to one neighbour...she’s only been diagnosed...1 

passed on some o f  the papers to help her” (FG3. R3).
“Somebody said something there about the tablets and I  mentioned it to a friend  
o f mine who actually lost a leg through diabetes and he went back to his doctor 
and he mentioned it, and he got some good out o f  it as well. ” (FG4, R3).

4. Other formats for peer support
The research team were interested in finding out whether or not participants would be
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interested in other formats for peer support (e.g. on the telephone, or the internet). 
However, when asked, participants overwhelm ingly responded that they preferred a 
group setting.

“Idprefer to meet in person, I  think it sinks in better. ” (R2, FG l)
“I t ’s better to speak to somebody” (FGl, R3)
“Iprefer the group. ” (FG2, R4, R5).
“I 'd  prefer face to face  ”  (FG4, R3).
“You’re not getting the benefit o f  everybody...if y o u ’re on the telephone you fin d  
that maybe there’s a question that you wanted to ask and you forgot about it...but 
somebody else [in the meeting] will ask to question you wanted asked and you get 
an answer fo r  it anyway. ” (FG4, R4).

One participant said that internet peer support may be o f  benefit to younger people 
with type 2 diabetes.

“There are more and more young people ...becoming Type 2 diabetics and maybe 
fo r  them [internet peer support]. " (FG4 R8).

5. Payments
The research team were also interested in establishing whether or not participants 
would be willing to pay to attend the peer support meetings. There were mixed 
responses to this question. Some participants were willing to pay a small fee.

“A small fee. ” (FG2, R2)
“A voluntary fee...so  that there may be a box on the way out...everyone has to 
give a euro, even i f  it is only a euro or 5euro but... to their own means. ” (FGl, 
Rl).

Other participants were willing to pay a small fee to contribute towards covering any 
expenses related to the meetings.

“50 cents or even a euro, to say, you know, you can have a cup o f  tea and the hire 
o f  the thing” (FGl, R2)
“I f  it had more things maybe y o u ’d  be able to hire the parochial hall, i t ’s a 
bigger room, a huge room. ” (FG3, R3).
“Whatever it costs to cover the expenses. ” (FG3, R3).

Finally, some participants were unsure about whether or not they would attend the 
meetings if  they had to pay.

“I ’d  have to think about it...doctor’s fees are high enough. ” (FG3, R l)
“It all depends on how much it would be. ” (FG3, R5).
“The only thing about the fee...there are people that it might be a problem i f  it 

was too strong it might put them o f f ’ (FGl, R l).
“I  doubt I  would come i f  I  had to pay. ” (FG5, R7).

6. Newly diagnosed
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Participants also suggested that peer support may be particularly beneficial for those 
newly diagnosed with diabetes.

“Immediately after your diagnosed you ’re going to so many 
things...dietician...foot person...this person...that person...and yo u ’ve nobody 
else to talk to...whereas talking amongst us we find  what w e’ve got ” (FG2, Rl). 
“They need the support w e’re after getting...all new cases that are going to be 
diagnosed...to call them not us now...very helpful, for people that are only being 
diagnosed” (FG4, R4).
“I  think once someone is diagnosed and i t ’s new to them that they have diabetes, 1 
don’t think there would be any problem getting them to come. ” (FG4, R4)

2. EFFECTS OF THE INTERVENTION
Based on participants reports o f  their own experiences o f the peer support meetings, 
the intervention appeared to have an effect on people in three main areas; (a) learning 
information related to diabetes; (b) alleviating worries or concerns related to diabetes; 
and (c) improving diabetes m anagement for some participants. There them es are 
discussed in more detail below.

3 (a) Learning new information
Time and time again in the focus groups, participants reported that they learnt an 
incredible amount o f  new information from participating in the meetings.

“You find  out little things...and these little things grown into big things, like, little 
acorns grow big. ” fFGl, R2J
“..., a learning process...! was learning all the time from it... I  did learn a lot 

from it. "(FGl, R4).
“Fve learnt a lot through it.... I  found out little bits here and there... It was very 
helpful. ” (FGI, R2).
“Everybody learned a bit. ” (FGl, R5)
“You got more information from that meeting than you did from anywhere else” 
(FGI, R2).
“I  learned a lo t” (FG2, R4).
“I  did learn a lot from it. ” (FG3, R3).

Some participants spoke specifically about the new types o f  information they had 
gained.

“I never understood what a hypo was... I  mean, till I  joined the likes o f  this and I 
found out. ” (FGI, Rl)
“They did come along and explain to us to be careful about our eyes now and 
our feet and things like that. ” (FGIRl).
“We were told things that we were entitled to that we knew nothing 
about...people never explain to you “You can get this or you can get that or you 
can get the other” and no one has ever went around and told us to explain what 
diabetes is ” (FGI, R2).
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“I  learned more than I  d idn ’t know at all, you know, thing in regards to the 
diet. ” (FGl, R3).
“I  learned how serious diabetes can be i f  it's not looked after. ” (FG3, R l).
“/  come here and I  picked up something about the fee t and that that I  wouldn ’t 
have known" (FG4, R3).

One participant spoke about how the information provided in the meetings had 
challenged some o f the misinformation that may circulate about diabetes, for 
example, on the internet.

“...dispelled any o f  that rubbish that was on the internet about it [diabetes!. ” 
(FG5, R4).

As previously discussed, participants learnt this new information relating to diabetes 
from a number o f sources:

• Each other
• Peer support leaders
• Literature provided

3 (b). A lleviating worry related to diabetes.
Participants reported that the intervention was very effective in reducing or lessening 
any worry or distress participants had related to diabetes and its management.

"They less you worry about it the better for yourself...! d o n ’t worry about it as 
often. "(FGl, R l)

Meeting with their peers seemed to help participants cope with any anxiety or worry 
they were experiencing in relation to their diabetes, because it lessened a sense of 
isolation some people felt in relation to their diabetes. People used words like 
“comforting” and “consoling” to describe how they felt when they discovered they 
were not the only one with the illness, (see Theme 1, sub-theme (b) “your not alone.”)

“I was always hyper about it, now I  d o n ’t give a damn because I  know I ’m not 
the only one that has it. " (FGl, R2).
“By listening to other people that you realise that there’s a variety o f  complaints 
which are all perfectly normal within the umbrella o f  diabetes and that people are 
all suffering different things and that was consoling. ” (FG5, R6).
“We were talking about what our blood sugar levels was and 1 said mine 
averages around six, seven...and [otherparticipant] said to me “That’s not high. 
1 don 7 know what you ’re worrying about"...and that gave me the greatest bit o f  
confidence I  ever got. " (FG4, Rl).

Participants also reported being less worried about their illness because the meetings 
provided participants with an opportunity to ask questions and gain information about 
any aspects of diabetes management that they had concerns about:
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“Ifyo u  were worried about anything you could ask them and they’d  explain it to 
y o u ” (FGl, R l)
“I  learnt things that I  was worrying about, the others commented on during the 
group, so the little things that were niggling, now, I  d on ’t worry.... (FGl, R l)
“I  picked up small things that I  would have been anxious about” (FG2, R4).

3 (c). Changes in diabetes management
There were mixed responses as to whether or not the intervention had been successful 
in improving how participants managed their diabetes. Some participants spoke about 
the lifestyle changes they had made following the peer support meetings.

“I ’ve learned to live with it now, like, I  ju s t get on with me life... I  ju s t watch me 
diet and take me medication” (FGl, R l)
“Made me try hard to try and keep me sugars down. ” (FG4, R l).
“When I  knew what was what ... I  done it myself. ” (FG3, R2).
“An awful lot o f  it was ju st common sense really, hut it might have been things 
that you still weren ’t doing. ” (FG4. R4).
“There was a lad...and he said grapes killed him ...and his sugar level would go 
up... it sort o f  got me watching fo r  was there anything that was having an effect on 
me...so talking like that does help. ” (FG5, R7).
“I ’m more healthy now than ever I  was and I  can fee l it, even people are saying 
it. I ’ve got me colour back. ” (FGl, R2).
“It sharpened up your mind to remind you what to do, take your tablets. ” (FG5, 
R5).

Other participants reported that the intervention did not help them mange their illness 
any better.

IFG 3: “ So it [intervention] didn t make much difference did it?
R l FG3: “No, no. I  have it well under control according to my doctor. ”

“[it] ju s t made you more aware o fit...Iw ou ldn  ’t say it helped. ” (FG3, R3)
“It d idn ’t make much difference except I  put on weight. ” (FG5, R8).
“It bucked me up in certain areas but one thing it d idn ’t do... I  ju s t can ’t get to 
grips with dieting at all. ” (FG5, R4).

FOCUS GROUPS WITH PRACTICE NURSES
Six Practice Nurses were interviewed at the conclusion o f the Diabetes Peer Support 
project about their experiences o f the project. Two o f the nurses were from control 
practices and four were involved in delivering the intervention. The data is presented 
under the headings of: "becoming involved’, ‘work involved’, 'peer supporters ’, 
‘support fo r  the nurses, ’ ‘the intervention ’, ‘benefits ’, and ''running it again ’ .
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Becoming involved
The first reactions o f the practice nurses when asked to become involved in the 
project focussed on the workload, the quality o f the project, concerns about 
recruitment of patients and patients becoming dependant on them as a result o f the 
project. Nurses also expressed various reasons why they were keen to become 
involved and the level o f involvement that they hoped for.

Some nurses were concerned that if the practice took on the project, their workload 
would increase whether or not they had made the decision to participate.

how much work you have to do ... the fac t that normally GPs are asked to do 
it and you end up lumbered with ... (3C, p i)

A nurse who had previous experience o f research projects focussed her concerns on 
quality issues

‘because we 'd done other ones, the firs t thing I  suppose when anyone asks 
you about doing a new study is 'How well organised is it going to be? Am I  
going to put in a load o f  work and then they pull the plug on it? (41, p i )

While other concerns focussed on the recruitment and retention o f patients, one nurse 
expressed concern that the patients involved in the project would become too 
dependent on her

the main disadvantage is the patients who were on the trail tend to cling to 
you, they think that you ’re here as the source o f  all knowledge fo r  everything 
(61, p i)

Some nurses were keen to be involved because they had an interest in research. 
Others, because they felt that, as a practice, they would like to develop the services 
they could offer patients with diabetes

because we hadn ’t done a huge amount o f  work with our diabetics previously 
... (3C,pI)

Although one nurse expressed disappointment at been allocated to a control group

... 1 probably would have liked to have been on the other side o f  it even though 
I  probably wouldn’t have liked to have organised the groups, it would have 
been, you know, probably quite stressful! (3C, p i2)

several others hoped that their involvement would be that o f a control group. A nurse 
described the time at which they found out whether they would be an intervention or 
control practice
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we went to the meeting and then we discovered that knowing my luck I  would  
be getting one o f  the ones and sure enough 1 did! ... you know because 
everybody was praying at the meeting that they ju st wouldn’t have to deal 
with ... (61, p i)

The desire to be a control rather than an intervention group was strong even in a 
practice that was ‘eager’ m d  ‘excited’ to be involved in the project

we were very eager from  the beginning actually ...w e  were very eager 
because we hadn ’t really taken part in anything like that before .... they’d  
missed out on Heart Watch and Diabetes watch and things like th a t ... so we 
were quite excited when it came up obviously hoping that we would be a 
control group as well (5C, p i)

Peer support aspect
The fact that the project involved peer support was of interest to some nurses

I  thought it was a really, really good idea .. you know that, I  think it would 
help them a lot i f  they could get together .. I fin d  kind o f  in this area i t ’s hard 
to motivate the patients ... (3C, p2)

Most nurses were not very forthcoming about their knowledge o f peer support when 
their involvement with the project began but were nevertheless positively disposed 
towards it

Well I  suppose exactly what it says, you know, really was that we weren ’t sure, I  
suppose I  wasn 7 sure at the beginning whether that was going to be doctor or 
nurse led and it was great, it was easy because it was patient led which was 
brilliant. (2I,pl)

Peer support, well, I  suppose that term would have meant we 7/ sa y -yea h , 
patients supporting each other, yeah, basically yeah.... and basically, yeah, that 
would be it really, yeah. (II, p i )

Work involved
The practice nurses did not consider that the work involved in the intervention was 
particularly burdensome particularly outside the initial period
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not at all because -  the initial filling  out the s tu ff took a bit o f  time but once it 
was done that was it, it was done ...and then at the end once the initial one 
was done it was only continuity to go to the last ones, you know? (41, p4)

or at times just prior to the meetings

it wasn't a burden from  day to day, you know, but when things were, you 
know, we ’II say, the build up, you know, coming to whenever there was a 
meeting (11, p9)

The way the meetings were spaced also helped to make the workload manageable

it wasn't that 1 was saying ‘oh my God, I ’m going to have to spend an hour 
every fortnight ’, it was, you know, it was so well spaced that it really was only 
an hour and a half, an extra hour and a ha lf an odd night (41, p3)

However, certain parts o f the project required more time and attention than others and 
a practice nurse described the process of recruiting patients as the most difficult 
aspect o f her involvement in the project

that was probably the hardest hit, was the recruitment ... kind o f  targeting 
people and kind o f  ringing people up and asking them or, then we sent out 
letters and then a load o f  the letters we sent out they didn ’t even write back 
(21, p9)

The initial work load was greatest for practices that did not have a register o f patients 
with diabetes and even more so for a practice that was not computerised

/  supposed because we ’re not computerised, 1 mean first o f  all we had to make 
a register o f  diabetics and it was quite tough fo r  us because we ’re not 
computerised ...so  anyway we literally had to trawl through files and go to 
local pharmacies and make up the list (5C, p2)

Nurses identified their role in arranging the meetings but the amount o f work required 
varied depending on the needs o f the individual group leaders

So, I  think in the end we did do a lot o fphoning and that sort o f  s tu ff so that 1 
suppose was the hardest bit, the screening was fine, then one o f  the groups was, 
the leader completely organised his own, he kind o f  would text people or ring 
people to remind them when the next meeting was but the other group we had to
do i t  which again was fine but it was ju s t an added duty on to what we
were doing, you know ...(21, p9)
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In a practice that lost 2 of their 3 peer supporters through illness, the practice nurse 
found her workload increasing as she supported a substitute peer leader who had not 
done the initial training

so then when it fe ll on somebody else they obviously hadn ’t the initial training 
and maybe lacked a little bit o f  confidence so that was where we fe lt  we had to 
kind o f  help out as such, you know, and step in (11, p2)

Some nurses chose to be on site during the meetings in case they were needed for any 
reason. Others chose not to be on the premises

1 arranged all the meetings after 1 was gone, I  made sure that I  wasn 7 here 
...when the meetings were on because otherwise they would be coming out 
with queries and whatever else so 1 kept well away from  it and 1 said 1 didn ’t 
-  that was up to them to run it (61, p2)

Control practices
A control nurse described her workload thus

/  actually brought them in and did their bloods here instead o f  sending them 
up to the hospital so 1 did their bloods here and all the other measurements 
and then 1, we had a chat, went through their diet and s tu ff and then I 'd  ring 
them the next day with their results, i f  they were good then I  would ring them 
and ju s t go through them over the phone. I f  they weren 7 good. I ’d  ring them 
and ask them to come in and then we 'd sit down and kind o f  go through them 
face to face i f  they weren 7 good and work out where there was room fo r  
improvement (5C, p3)

Peer supporters
The peer supporters were generally chosen by the doctor or nurse in the practice from 
their knowledge of their patients

you ’d  have to have somebody that 11 motivate and, you know, i t ’s easier said  
than done to get somebody like that w ho’s, you know got the condition and 
has the time. ... because oftentimes, i f  they’re motivated they’re at work or 
something ...(Dr) picked the leaders but ju s t from  the patients that he knew 
that he would have thought would have -  you know -  they would be good at 
doing these things (61, pi 9)

and the perceived characteristics required o f an effective peer supporter
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I suppose 1 know the patients ... 1 knew who would be good at it and who 
wouldn 7 be sort o f  too bossy and who wouldn 7 be too pushy and -  or too 
quiet (41, p8)

One o f the peer supporters went outside the role he was given

one o f  our leaders took it on that he really was a leader, he was almost the 
teacher ... wasn 7 really what we were looking fo r  (21, p4)

and carried out his own research in order to answer the questions himself which, as 
the nurse described it, was

bit o f  a worry for us (2I,p8)

However, nurses were more likely to encounter patients who had to be persuaded of 
their ability to carry out the role as leader

a lot o f  them I  think were, we 11 say -  and anyway that I  approached to be a
peer supporter felt, “Oh, well I  don 't know enough about diabetes", th e y ......
fe lt that "Well I'm  not a doctor, I'm  not a nurse ” and even when you explained 
to them you didn 7 have to be, that you 're ju s t one diabetic person helping 
another that ...(II , p7)

The ideal group leader was identified as one who had the time to throw themselves 
into the project without restriction. Some were felt to be well organised while others 
had demands on their time that made being a peer leader difficult

it's ju s t that she had so many other things on her plate that she ju s t wasn 7 as 
organised time-wise

Peer supporters were not required to exemplify diabetic compliance, nor were they 
necessarily required to model the advice that was given in the meetings

he comes into me and he said ‘You know, we talked an awful lot about 
exercise and how important -  about exercise ’ he said ‘There’s no way you 're 
ever going to get me to the end o f  the pier! ’ (21, p4)

However, the ability o f the peer supporters to run a good group was said to be subject 
to the fortunes of those that the randomising selected

i f  they were lucky enough to have a group that kind o f  gelled together they 
were grand ... like, i f  you had a group with somebody, an old moaner or 
whatever i t ’s very hard to manage that (61, p5)

The work of the peer supporters was felt to be very well supported by the organisers 
of the project
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oh they had marvellous support from  her, like, and she always had the s tu ff 
out in time and everything was there fo r  the meeting and there was no, you  
know, ‘oh it didn ’t arrive so what am I  going to talk about tonight, you know?
.. .and then she met the group leaders a few  times a n d .. she did it without 
pushing, without shoving, she did it so nicely and ran it so nicely. Now, there 
may have been times when she wanted to pull her hair out but she never 
showed that (41, p6 &12)

Support for the practice nurses
Practice nurses were fulsome in their praise for the support which they themselves 
received throughout the project which combined with clarity about tasks generated 
positive feelings about participation in the project

it was easy to run, it was lovely to run. G. was fantastic, she was always on 
the end o f  the phone, was never sort o f  hunting her down to try and ask a 
question, it was clear anyway, there weren 't that many questions ... The 
layout o f  it, the whole computer end o f  it was simple, it was very well put 
together (41, p2)

Nurses could not identify any support that they lacked or would like to have had.

The intervention 

Attendance/attrition
Attendance was more o f an issue for some groups than for others and some practices 
combined groups due to poor attendance across the groups in the practice. However, 
most found that although there were some patients who attended rarely or irregularly, 
a core group maintained their commitment to the project.
Non attenders were often characterised as the patients who most needed support to 
improve the management o f their diabetes

you see, this was the only draw back to the peer support, those that 
volunteered to come, those that stuck at it, were already those who were 
looking after their diabetes ... and were interested. The ones that you are 
trying to get and you are chasing down fo r  months and you are trying to get in 
fo r  bloods are the very ones who wouldn’t dream o f  even starting to come to 
peer support and that was the crux -  the good ones are always going to work 
at it. (41, p8)

Equally there was an acknowledgement that patients cannot be forced to attend
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they just d idn ’t want to know and that was it. And again, you ca n ’t force them, 
i f  they didn't want to come they d id n ’t want to come (61, plO)

even when such encouragement was coming from their spouses

there were certainly one or two whose wives were really trying to push them 
to come but they always found  an excuse (61, plO)

The intractable patients were perceived to be impossible to reach or to satisfy

the one that d idn ’t really wouldn 't have found  anything beneficial any way, 
you know? ... It d idn ’t matter what you would have done fo r  him, you could 
have cured his diabetes ifpossible and he still wouldn’t have been happy’
(41, p2)

Such patients were said to have

the bullet p ro o f jacket thing, it's not going to happen to them (41, p9)

Patients who did not attend the meetings caused frustrated one practice nurse who 
considered that they were wasting a rare opportunity

there's very limited services available to people out there and then, you know, 
you give them a service like this and a support group and a network fo r  them 
and then you fin d  it very frustrating when you are ringing them and they don't 
attend fo r  meetings and they d on ’t realise and they d on ’t value the service (II, 
p3)

Control practices
The control nurses felt that it was not difficult to get patients to return for their check
ups

it w asn’t that bad actually, no, I  mean there was 1 man who literally came fo r  
his firs t visit and never came back again since. I  rang him, sent letters and, 
you know, I  never even heard, he never replied to me after that. And then we 
had 2 who moved away but the rest, you know, were quite good actually or 
they might be in fo r  something else ...(5C, p6)

One nurse identified that it was only at the conclusion o f the project that she 
encountered difficulty in getting the patients to come in

the hardest thing really was the questionnaire at the end o f  - I f o u n d  the 
questionnaire at the beginning no problem -  got them all to do it no bother. 
The one at the end they were really quite resisted ... probably knew that they 
weren't going to be called back fo r  their check anym ore   (3C, p6)
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Timing
The flexibility in scheduling the meetings was seen as an advantage for the patients 
and allowed the meetings to be scheduled at a time that suited the individuals 
involved

some people met at 4.30, some people met at 5, some people met at 6, it was 
... up to them ... 1 mean we let them organise, tell us when they wanted the 
meetings and we ju s t kind o f  blocked it o fffo r them then (61, pi 4)

A one hour meeting at the intervals they were held was considered to be optimal

the hour was enough .. anymore and they would have been sitting twiddling 
their thumbs ...a n  hour was enough to go through what they had to go 
through, have a bit o f  a chat about how they were doing ... absolutely spot on, 
you wouldn ’t have kept them coming i f  you 'd been oftener and ... I  suppose i f  
y o u ’d  done it any less you wouldn’t have got them either because they ’d  
nearly forget about it (41, p3)

Tensions
One nurse identified that the randomised nature o f participant selection resulted in a 
difficulty that was unsurprising in a local area

you see in an area like this they already know each other (61, p3)

when one lady felt that she could not participate because she had a historical ''falling 
out ’ with another participant.
The health beliefs o f one participant gave rise to tensions in one group

talking a lot about alternative treatment and that kind o f  s tu ff which a lot o f  
the group got really cross abou t.. they couldn ’t understand why somebody 
would come in and talk about alternative especially when we ’re sitting in a 
room in a G P ’s practice ... and she kind o f  upset some o f  them saying, you  
know, ‘why would you do that? (21, p i  2)

but these tensions were well managed by the skill o f the leader.

Lack of medics
Some patients were perceived to have been disappointed that the intervention was not 
delivered by medics but nurses felt that after an initial panic

‘oh my God, what are we doing here on our own? ’ (41, p 14)
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they were so well supported by the handbooks, the questions and answers facility 
and the organisation that this panic passed quickly. Some patients were said to be 
very clear that the intervention involved peer support and that much o f the learning 
was from each other -  both good and bad

the vast majority o f  them did actually realise what they were doing in that 
they were finding out other peop le’s experience and some o f  the -  certainly 
the more compliant people have come back to me and they’ve said ‘My God, 1 
can't believe that, you know, people aren ’t actually looking after themselves .. 
because one lady’s been really horrified that people wouldn 7 look after 
themselves ... she's in shock (21, p7)

To have had a medic present may have altered the dynamic o f the meetings

I think most o f  the others really ju st appreciated the chat because obviously 
there was a completely different kind o f  atmosphere than there would he i f  it 
were a medical lecture or something like that (61, p9)

Benefits
Nurses identified various benefits which from the project and these fell loosely within 
the categories o f health services benefits, benefits to the patients and benefits to the 
nurses themselves.

Health service benefits
One nurse argued that interventions such as this one bring benefits to the wider health 
services freeing up the hospital services for those who would most benefit

and it takes a huge load o ff  the hospital as well because J. is inundated up 
there ..ifyou  are newly diagnosed or i f  you are insulin dependent but not 
these long-term people w ho’ve had diabetes since Jesus was a child, they 
d o n ’t need to be tripping up there every 6 months . . . i f  there’s a problem they 
can go up, you know? (41, p l8 )

Benefits to the patients
The nurses were not inclined to ascribe any fundamental changes in patients’ health 
to their involvement in the intervention

/  think that it gave them information, 1 d o n ’t honestly know, hand on heart, i f  
it made them better at maintaining their diabetes (41, plO)

-  definitely there was nobody whose HBA was maybe nine and then after the 
peer support came down to 6.5. (41, plO
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I  d o n ’t know, tha t’s why I ’m waiting on the results to come out, I  know the 
initial - 1 know when we were finishing out the fina l thing, like, certainly, you  
know, when we were doing the last page o f  H BAlCs whether they’d  improved 
and they hadn’t -  one or two maybe had but there was nothing dramatic. (21, 
p l50

although a distinction was drawn between those patients who were already looking 
after their diabetes and those that were not so compliant

i t ’s the ones who already were doing quite a good job  fi)und it really good  ... /  
can ’t say that anybody who w asn’t looking after their diabetes has improved 
(21 p5)

However, patients were considered to have an enhanced level o f awareness of their 
diabetes by the end o f the intervention and to be more conscious o f improvements 
that they could make in its management.

The intervention was also seen as an opportunity to reach patients whose finances 
prohibit regular attendance at the practice

we had a few  guys now d idn’t have medical cards and would not have been 
able to afford to come, you know, a lot o f  them they've lost their jobs and  
everything so they haven 7 got medical cards but at the time they wouldn’t 
have been coming because simply they couldn’t have afforded it so that kind 
o f  got them in because they had free visits (61, plO)

Control practice
Patients in the control groups were also perceived to have benefitted through an 
increased awareness o f their diabetes and from the extra attention that they received

how they were at home and stu ff and weight -  certainly exercise, weight wise, 
diet wise and s tu ff like that ..ju st being seen I  suppose every two months sort 
o f  honed into it ... (3C, p5)

One control practice noted general improvements in their patients which was 
attributed to a firmer approach on the part o f the practice nurse during the project

a few  people lost a little bit o f  weight, you know, their cholesterol got better 
and then I  suppose we got better as well in terms o f  we got stricter I  suppose 
on trying to reach goals (5C, p5)

One patient achieved substantial results, though it took her until close to the end o f 
the project to do so
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we just d id n ’t seem to get anywhere but on the second last visit we did get 
places and she's had a huge turn round, sh e ’s lost a few  stone since, in her 
last visit here there was a bit o f  a drop in her H BIC  but not much but since 
then I ’ve seen a massive improvement in her, even like, I  mean sh e ’s gone 
down something like, I  think, i t ’s 4 dress sizes. She was a very big lady and  
she was a Type 2 but she was on insulin as well and they’ve reduced her 
insulin in the diabetic clinic so sh e ’s been really remarkable (5C, p5)

Peer support
The peer support nature o f the intervention was considered by some to allow the 
patients to reframe their involvement away from being ill to sharing an experience of 
a condition with others in the community

because I  have this thing and I  ju s t need to know how everyone else in dealing 
with it (41, p5)

Through the sharing o f experiences, patients were empowered and informed by the 
experiences of others

some people said to me, you know, 7  ca n ’t believe that I  didn 7 think o f  that -  
so and s o ’s doing that and I  can’t believe I  didn't think o f  that ’ you know, 
simple things (41, p5)

Peer support was seen to decrease the isolation o f the patients and to give them a 
wider context in which to see their own situation

they said that it was the support from  everybody, that was the main thing 
running through from everybody. It was the support, it was the ‘I ’m not the 
only one with this problem or part o f  this problem that was the big thing, 
realising that other people have the same hiccups as they do in it and dealing 
with it and that they ’re not, you know, disastrous because they can ’t manage 
something or other (41, p 11)

The social nature of the peer support groups was considered to be important and one 
nurse felt that the most enjoyable aspect from the patients’ perspective was

the chat, definitely, the chat and I  think that did learn, you know (61, pi 3)

and the combination o f increased knowledge and social contact was considered to be 
very beneficial

everyone else got a lot out o f  it and they made good friends which was great, 
you know (41, p2)
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though through this chat, learning was achieved

The intervention was seen as benefitting the newly diagnosed but also those who, 
despite having diabetes for some time, never received much informational support

I  remember talking to one lady and she had been diagnosed years ago when 
there wasn ’t the same amount o f  information out there so it was kind o f  a 
relearning experience fo r  her (11, p5)

Now that the intervention had concluded maintaining any benefits was an issue for 
the patients

some o f  them obviously will keep up their routine but .... there’s a few  o f  
them, I ’m not sure i f  they will continue and I  w on’t have the time to kind o f  
keep chasing them (61, p 18) 
patients

Control group
Although control group patients were said to understand that they were part o f a 
research project few were thought to be aware o f the project beyond the fact that they 
were receiving extra, free check-ups. For most, this was perceived to be the extent o f 
their knowledge or interest in the project as such

I  think they ju s t thought they were getting free check-ups and extra check-ups 
and they were delighted, you know? (5C, p l l )

Few were thought to have any interest or concern that they were in the control group 
rather than the intervention group. Because they were used to paying for 
consultations, private patients were considered to be more aware that they were 
involved in a research project with one patient enquiring about the intervention 
patients from time to time.

Benefits to the nurse/practice
Many nurse identified benefits that they themselves derived from involvement in the 
project. A nurse in a control practice described how involvement heightened her 
interest in diabetes which encouraged her to undertake a course in diabetes during the 
project. This, in turn, she felt made her more effective during the project

so it was great and it was nice then that I ’d  learnt more and then to come 
back and that helped us as well 1 suppose that 1 was able to come back and  
push patients a bit harder and s tu ff (5C, p8)
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Several nurses identified the benefits that they experienced from a sense o f helping 
the patients

and you felt you were doing something fo r  them (41, p4)

and from seeing the effect the project had on patients

seeing people getting better that was definitely the best part o f  it (5C, p9)

Others enjoyed the challenge o f a deeper interaction with the patients

it was ju s t nice to get the control over, you know seeing them regularly and, 
you know, being able to know that they were in about their diabetes and get 
your teeth into, you know, trying to get them under con tro l... because you  
don't often see them, you know, you see them maybe to take their bloods and  
then you don't really have anything to do with them . ..a  bit more interaction 
with them and you can kind o f  get your teeth into what they need to achieve ... 
. ..(3C,p7)

and getting to know them better as individuals

and I  suppose our relationship with them as w e ll.. we would have seen them a 
lo t .. I  suppose we've got to know them better as well, you know? (21, p i  I)

I liked the fact that it gave me more insight into that particular bunch o f  
people diabetes-wise, it definitely did (41, p20)

A nurse said the project ^piqued' her interest in the other patients with diabetes in the 
practice. She also found the information that was designed for the groups was o f 
benefit to her and served to deepen her own knowledge o f the condition

plus there was a whole lot o f  information there that was new to me as well as 
to the patients ...so  the book and the handouts and that were fantastic (41
p20)

Another welcomed the change o f routine which the project brought about

1 was very happy as well, 1 enjoyed the actual social part o f  it, going to 
meetings and having Gillian coming over and that, that was lovely, it was just 
a change from  routine (61, pi 2)

The payment
The fact that the nurses got paid for their involvement in this project was considered a 
unique and welcome aspect and an acknowledgement o f where the onus o f work falls
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nurses d o n ’t usually get paid ... and the doctors get paid  and they d o n ’t do 
any o f  it which is most unfair (41, p21)

I  think it was nice that the practice nurses were recognised, you  
know... certainly because we normally end up doing all the work ...fo r  
nothing. A ll the checking really does kind o f  get your goat really, so you know 
that was, you know, it was nice that the nurses were recognised that they were 
actually going to be doing the work ... (3,C, p i  1)

The issue o f the balance of the workload within the practice was one that was raised 
by both control and intervention nurses.

A practice nurse described plans within her own practice to develop a diabetic clinic 
with a 3 or 6 month recall o f patients with diabetes and she considered that an 
ongoing peer support programme would complement this nicely

a peer support group then is good back up fo r  that (41, p i  7)

and also focussing the responsibility for ongoing care onto the patient

and puts it back in their lap too, that "This is your condition, you ’re 
responsible fo r  a lot o f  i t”, you know, you can 7 be blaming the doctor for 
your sugars not being right i f  you are not doing the right thing (41, p i  7)

Running it again
Protected time and extra resources -  or a more equitable distribution o f available 
resources were identified as requirements to run such interventions again. However, a 
practice nurse did not believe that all practices would be interested in running the 
intervention

you 're going to get the practices that ’II do it and the practices that w on’t 
anyway ... and i t ’s the same with any course (41, p i  8)

Patients, however, were perceived to be keen for the intervention to continue

even like on a casual meeting kind o f  every couple o f  months or something 
like that would be ideal (61, p20)

Timing of course
The timing o f the commencement o f such a course or intervention was considered to 
be critical, avoiding predictably busy periods such as that when the flu vaccinations 
are given
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i f  you started these ones now you may forget it ... between the flu  injections 
and then this thing now, now a hope, not a hope (41, p i 9)

Late Spring/early summer was identified as a good time to begin an initiative with 
roll-out happening in mid-to-late summer

O ptim al time span
Most nurses felt that the 2 year time period o f the intervention was appropriate for the 
condition and the type o f intervention. Less time would impact on the results, it was 
suggested

i f  you are going to squish it into a shorter timeframe you w o n ’t have the 
results that would be true results (41, p l9 )

Much the same reasons were given by another nurse to argue for having the 
programme delivered in a 6 week block

so 2 years down the road they weren ’t the same as they were when they 
initially registered, so we 7/ say, you know, different things prevented them 
coming to the meetings, leg ulcers, whatever (II, p4)

However, another nurse foresaw difficulties in trying to select a 6 week period that 
would suit the group

well I ’ll tell you, try and organise a 6 week block and then yo u 'd  know -  
they ’d  he going on holidays, they 'd be doing this, they ’d  be doing that and i t ’s 
very, very hard to know how you would  (61, pi 5)

The alternative o f a 1 year course was only favoured by one nurse

six meetings over a year instead o f  9 over 2 years (21, p l4 )

who felt that bringing the meetings closer together would minimise the risk of 
patients forgetting

but the fact that there’s gaps between them and they ’re out or doing 
something, they go ‘oh my God, I  must ask that question ’ but I  think the gaps 
were too long, they’d  forgotten no, I  thought the timing structure was fine, 
yeah, because i f  it had been a year it would have gone very quickly and you ’d  
only have ju s t got your teeth into it before you were finishing up ... (3C, p l8 )
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Guest speakers
A practice nurse suggested that having a occasional guest speaker at the meetings

would have actually crowned it (41, pi 1)

and suggested that such speakers could include dieticians, chiropodists, or 
pharmacists.

Reserve peer supporters
One practice nurse suggested that if the intervention was to run again, more peer 
leaders than required should be trained. This would allow for selection of peer leaders 
within the trained group and also provide a reserve pool o f trained leaders in the 
event o f a peer supporter having to pull out

say you wanted 3 peer supporters as we had, i f  you were to bring we ’ ’ say, 9 
to meet with Gillian or whoever and then ... give them all the information and 
then at least educate the 9 so that i f  2 drop out you have a follow-up (11, plO)

A further advantage o f such as action was also described a preventing extra work 
falling on a practice nurse who feels that they need to provide extra support to 
substitute leaders.

Conclusion
This report presented the data from interviews with six practice nurses who were 
involved in the Diabetes Peer Support project. The nurses described their 
involvement in the project in positive terms and noted benefits to the patients and to 
themselves as nurses. The organisation o f the project was unanimously acclaimed.
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APPENDIX 15 FREQUENTLY ASKED QUESTIONS

General Diabetes (21)
Can diabetes be prevented?
Heart disease may be stopped if  diabetes was diagnosed early, wiiy so late?
Why do some people get diabetes and some do not especially if  there is no family 
history or lifestyle issues?
Is there only type 1 and type 2 diabetes?
W hat is the difference between type 1 and type 2 diabetes?
Can you go from type 2 to type I diabetes?
Does diabetes take longer to heal from sickness and skin rash?
W hat causes thirst at night times?
People with diabetes when in an A&E or waiting to go to theatre can be left without 
food for long periods- any advice or solution for this?
W hat is ‘Brittle’ diabetes?
People with diet related diabetes, does it eventually become insulin dependent?
What are ketones and what harm can they do?
People with diet related diabetes, does it eventually become insulin dependent?
Whats HBA Ic and what is the reason for it and what does it show?
What is a hypokit?
Crisis/ worry can result in a craving for sugar items, discuss?
What is the mortality rate for people with diabetes?
In what age group would the highest death rate be?
Should people have a medallion saying they have diabetes?
M edallions- people with type 2 diabetes should carry a standard wallet type identity 
card?
Can official identity cards be got?

Blood sugar (17)
Why do blood sugars drop very low in some people?
Why would some people with diabetes eat sweets?
Does alcohol lower or raise your blood sugars and if  it lowers your sugars does it 
cause trem ors or shakes?
W hat do you do if  you find a person who has fainted and you have no sweets on your 
person?
W hat is the best blood sugar reading in the m orning and the night time?
Can stress or worry raise your blood sugar?
Why is it that blood sugar levels fluctuate from day to day?
Why is it that blood test targets are being reduced?
Most o f  the time my reading is under 4 mmol/1?
If somebody regularly has low blood sugars is it sufficient to take Lucozade without 
medical reference?
Does stress increase blood sugar levels?
How many hours should it take for blood sugars to return to less than 7 after eating? 
What do you do if  your blood sugars are high, like over 20?
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W hy does your blood sugar take so long to come down after taking insulin?
Do fluctuations in sugar levels (high and low) contribute to a feeling o f  exhaustion? 
Why if  you keep to the recommended foods and take exercise do your sugar levels 
still go high?
One group m em ber checked his blood sugar in left hand and it was 17.7mmol/l and 
7.4 in right hand. Five m inutes later it was 11.2 mmol/1 in left hand and 7.1 in right 
hand. Later both readings were normal. Explain!

Diet (24)
Fish is becoming so expensive in recent times. Any alternatives?
Confusion on fruit- Apples, oranges, grapes, kiwis, prunes. Varying views on what to 
take or eliminate.
Is your water intake important?
W hat foods/ carbohydrates are suggested before going to bed?
Is white bread recommended for people with diabetes?
Why are fish oil supplements not recommended?
Are Omega supplements and Benecol etc good or necessary for people with proper 
diet?
W hat are the beneficial effects o f  foods such as Benecol?
Is the use o f  diabetic chewing gum considered acceptable or a danger?
General info on ‘trans’ fats- what are they and which products contain them?
What fruits have low potassium levels which are contra indicated when somebody 
potassium levels are too high?
Can we eat dark chocolate in moderation?
Are all fruits such as bananas or kiwis ok?
W hat is MSG and should people with diabetes avoid it?
Artificial sweeteners such as canderel and Hermesetas are banned in Canada, has this 
any implications for people with diabetes?
Is fish coated in breadcrumbs such as Donegal Catch suitable for people with 
diabetes?
Is honey recommended?
W hat m easurem ent is used in products to determine low, moderate or high blood 
sugar?
Do bananas give you headaches?
Are Hermasetes or Canderel a problem as regards cancer?
Is Splenda or Cologran safe to take as a sweetener and if  so is there any caveat 
attached to it, like for example Hermasetes or Canderel?
W hat can we have as a treat?
Is it true that porridge at breakfast time in the summer is not good to take?
Is it true that over ripe bananas have a very high sugar content and how many should 
you have per week?

Exercise (2)
Are there any recom mended alternative ways o f exercising other than walking?
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How can people with type 2 diabetes who also have another problem such as a stroke 
do exercise?

Medication (16)
Is there any other way o f  taking Aspirin other than in tablet form? This is a serious 
issue for one person in the group
W hy do I have to take my ‘cholesterol tablet’ at night and not in the am with my 
other medicines? (unlike the other statins, Lipitor can be taken anytime)
The question was posed as to whether the use o f  insulin was better than other 
m edications because it allowed the following o f  a better lifestyle under the heading o f 
diet and other restrictions?
W hy are m edicines not explained properly?
Why do doctors differ so much about what medication to take?
Is Lipitor safe to take?
If you have consumed a lot o f  sugary foods is it ok to increase your diabetes tablets? 
W hat place do ‘Ace Inhibitors’ have in the treatment o f  diabetes?
Should your diabetes tablets be taken before, after or with food and why so?
Do some m edications make your blood sugar go up? (Particularly interested in 
W arfarin)
Is itching a side effect o f  Glucophage?
Does Lipitor cause nightm ares and sleep disturbances?
Unlike Diamicron tablets Diamicron MR tabs should be taken with food, why the 
difference?
Does Lipitor have to be taken at night as it tends to keep one awake going to the 
toilet?
Is it alright for people with type 2 diabetes to take glucosam ine to relieve arthritis? 
Can Glucophage cause long term damage to the kidneys?

Insulin (7)
As people get older do they have to have insulin?
One m em ber o f  the group has to inject insulin on a daily basis. He does this in the 
stom ach area and now finds that in the area he injects some small lumps (some quite 
hard are developing. He raised this issue with his consultant. His response was that 
this occurs and is basically a fact o f  life. The group m em ber did not find this 
completely satisfactory and would like some advice, (the peer supporter wants me to 
send this question back to him rather than include it in the answer sheet circulated to 
all the groups)
Does the fact that my Diamicron has been increased to the ‘m aximum  dose’ suggest 
that I’ll soon be on insulin?
Is Lantus a form o f  insulin?
Can you become immune to insulin?
If you bleed from the injection site can you lose insulin as well?
Does every person with diabetes have to go on injections eventually?

CAM (4)
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W hat about alternative m edicine for treatm ent o f  diabetes, for example Chromium, 
Cinnamon as according to Patrick Halford, complementary therapist?
Are primrose oil or seven seas tablets ok?
Is it ok to take Cod Liver Oil and Evening Primrose Oil in conjunction with the 
following medications: Glucophage, Simvastatin, Cozaar, Eltroxin, Istin and Nuseals 
aspirin?
Does camomile tea or green tea reduce blood sugar?

F eet(16)
Are hot shooting pains in the feet a problem?
When there is burning, tingling and numbness in your feet due to diabetes is there 
anything that can be done for this?
Is there allowance for people with diabetes in term s o f  food/ footware?
Darts in the big toe?
Chiropody- some m em bers expressed difficulties in securing appointments for foot 
care
Is it possible to use a massage foot bath if  you have diabetes?
Is it normal to have loose skin (sometime smelly) between your toes and if  not is 
there treatment for it?
What is the best treatm ent for athlete’s foot?
Can a foot spa be used with salt water?
What cream is the best to put on your feet and can you put baby or coconut oil on 
your feet?
Do cold feet indicate a problem for people with diabetes?
Is it ok to wear socks with a hot water bottle in bed?
Is it safe for people with diabetes to use an electric blanket?
W hat are the signs o f  diabetic foot problems?
Can damage caused by neuropathy ever be reversed by medication and if  so do you 
have to stay on m edication for the rest o f  your life?
Can you use compression stocking when flying if  you have diabetes?

Eyes (1)
Why are eye drops not used by opticians?

Kidneys (2)
High blood sugars can cause retinopathy and nephropathy. If a patient dam ages their 
kidney or eyes can lowering their blood sugars improve these conditions and rectify 
the damage that has occurred?

Sex (3)
W hat effect does diabetes have on male libido?
Does diabetes medication effect male libido?
Do all men who have neuropathy develop erectile dysfunction?

Blood sugar monitoring (6)
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Is it important to do blood test everyday and if  so how many tim es should this be 
done as it seems people do it at different tim es some 3 or 4 tim es a day?
Where can you get blood sugar record books apart from the hospital or GP as they 
often run out o f  them ?
Is there any need to replace meters regularly?

How often should we check blood sugar levels?
My hands are so cold and 1 find it difficult to get blood for testing, have you any 
ideas, ? other sites?
How long does your glucose monitor last and where can you get a new one? 

Social (1)
Do you need to tell your car insurance company that you have type 2 diabetes?

Research (1)
Diabetes research- any possible vaccines com ing on stream, particular for teenagers 
and children?

Medical (2)
Tingling in right jaw  (cheek) in the afternoon after exercise- any cause for concern?
Is there any advice for someone, who when out walking finds it difficult to keep a 
straight line and tends to weave?

Medical diabetes related (15)
Small sore on head, is this related to diabetes?
Are diabetics open to skin infections?
Are leg cramps at night due to diabetes or other medical problems?
Can diabetes cause problems with your teeth?
Is arthritis a part o f  diabetes?
Is fluid retention a part o f  diabetes and should everybody with diabetes be on fluid 
tablets?
Are cram ps in the shins a consequence o f  having type 2 diabetes?
Leg cram ps seem to be a problem- treatm ent recommended by one persons GP was to 
take some tonic water (quinine) daily which appears to work. W hat about the use o f 
quinine sulphate tablets or bananas?
Is Gout related to type 2 diabetes?
Are periods o f persistent yawning a consequence o f  diabetes type 2?
W hat causes a sweet taste in your mouth, is it from medication or diabetes?
Is there a link between sleep apnoea and diabetes?
Are leg cramps a cause for concern?
Is weakness in the m orning and other tim es during the day normal for people with 
type 2 diabetes and what can be done for it?
Is there a connection between headaches, sweaty feet and type 2 diabetes?

Health service issues (13)
Why do doctors no longer check my heart (eg. With a stethoscope)?
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Why do consultants have to be reminded to check patients’ eyes and feet? And why 
do you only get 2 m inutes for a consultation even if you are a private patient?
Why are there such long delays in arranging eye specialist appointments at the 
Mater?
Should there be or is there counselling for people with diabetes especially when 
problems arise?
Why are there such difficulties arranging eye tests at the hospital?
Why are there such difficulties arranging chiropody visits?
Why is the nurse’s reading o f  my BP (using a machine) always much higher than the 
G P’s recording o f  my BP (using the sphygmometer)?
Why do we have to pay for blood tests when we have a medical card?
Are people with type 2 diabetes entitled to free chiropody visits and if  so how many 
visits a year?
W here can people get their eyes tested? Is there comm unity ophthalmology services 
as transport to Dublin can be difficult for people living in rural areas?
Can you get your blood taken at your local GP instead o f  going to the hospital and 
queuing for hours?
Are there any tips on how to secure chiropody appointments?
Are specially hand made shoes available free o f  charge if prescribed by your doctor?

Miscellaneous (6)
What is BMI?
With regard to urine testing does the colour o f the urine at the tim e o f  testing have 
any bearing on the result?
It is very hard for people with diabetes to keep up to date with continuous 
developm ents in the treatm ents/ medications o f  diabetes which may benefit them. Is 
there anything that can be done to keep up to date with developm ents on a regular 
basis?
What are doctors looking for when they test liver function? Sometimes the figure can 
be high or low and what does this signify?
What are enzymes?
What does potassium actually do?
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APPENDIX 16 QUALITATIVE SUMMARY- PROCESS EVALUATIONf
KAREN KEOGH) 

SUMMARY OF FOCUS GROUPS ANALYSES
A number o f similar themes emerged during the analysis o f the focus groups with 
intervention participants and the focus group leaders. For the purposes o f the process 
evaluation and assessment o f treatment fidelity, these themes are subsumed and 
discussed under three major headings for focus groups with both sets o f participants: 
(1) elements o f the intervention that worked; (2) elements of the intervention that 
could benefit from change and (3) effects o f the intervention.

(1) Elements of the intervention that worked

Overall, results from the analyses indicate that the intervention was delivered per- 
protocol, in line with procedures specified in the intervention manual. The 
intervention was found to be acceptable to the participating patients and the peer 
support leaders, who both reported that the idea o f “peer support” was the most 
beneficial aspect o f the intervention. The intervention participants did not explicitly 
use the theoretical term “peer support”. However, despite this, the aspects o f the 
intervention that both participants and peer support leaders identified as being the 
crucial active ingredients would all be considered to be key elements of peer support 
e.g: “Everyone is the same "You 're not alone sharing experiences and 
information; non-medical. Other elements o f the intervention that participants and 
leaders both reported to be helpful were: the literature provided, including the 
Frequently Asked Questions; the peer support leaders; the community/primary care 
setting; and the frequency o f the meetings. The peer support leaders identified two 
additional beneficial elements o f the intervention: the social aspect o f the peer 
support meetings, and the organisation and support provided by the research team and 
the practice staff

(2) Elements of the intervention that may benefit from change

Overall, participating in the study was a very positive experience for the peers and the 
leaders. However, both groups identified a number o f similar elements o f the 
intervention that may benefit from change. These include: firstly, the poor attendance 
at meetings; secondly, the inclusion o f healthcare professionals at meetings; thirdly to 
continue the meetings and extend them to other members o f the community; fourthly 
to target the intervention to other diabetic populations, such as those newly 
diagnosed. In addition, the peer support leaders suggested that in future, increased 
input and collaboration from practice staff may be beneficial at improving attendance 
rates. The research team were also interested in two specific issues; firstly whether 
participants would be interested in other peer support formats (e.g. internet, 
telephone, one-on-one), and secondly, whether participants thought that people would 
be willing to pay for meetings or not. There was a clear consensus that participants 
preferred the group format for peer support, and that they would not be interested in 
other formats. However, there was mixed responses as to whether or not people 
would be willing to pay. Some would be happy to pay a small fee, where as others 
were unsure.
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(3) Effects of the intervention

The intervention participants outlined three main effects o f  the intervention. Firstly, 
participants said that they learnt an enormous amount o f  new information related to 
diabetes m anagements, as the m eetings provided them with a huge amount o f 
information. Secondly, as a result o f  participating in the meetings, participants 
reported decreased levels o f  anxiety or distress related to diabetes and its 
management. Finally, some participants reported that the meetings had helped them 
to make lifestyle changes and improve their diabetes management. However, there 
were also some participants who reported that they had not made any behavioural 
changes or improvements to their diabetes management.
Compared to the intervention participants, the peer support leaders spoke less about 
the effects o f  the intervention. The main effect that the leaders spoke about was 
behavioural changes related to diabetes management, in themselves, and also in the 
group participants. The leaders described how they had improved their own diabetes 
management, as they felt that as a leader they would be seen as “roles m odels” and 
that they should “practice what they preach.” As was the case with the intervention 
participants, there were mixed responses from the peer support leaders with regards 
to whether or not participants had improved their diabetes as a resuh o f  the 
intervention. Some leaders reported that there groups participants had made 
behavioural changes, while other leaders reported that they were unsure if this was 
the case.
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