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Abstract

Background: Combining trial re-
sults to direct people with oropha-
ryngeal dysphagia (OD) in Parkin-
son’s disease (PD) for treatment is
di�cult because of a high variabil-
ity of how outcomes are being de-
fined and measured, missing infor-
mation on adverse events and possi-
ble outcome-reporting bias. There-
fore, as a first step in the estab-
lishment of a Core Outcome Set for
Dysphagia Interventions in Parkin-
son’s Disease (COS-DIP), a scoping
review will be conducted to system-
atically map the research done in
this area and to identify any exist-
ing gaps in knowledge.

Objective: This scoping review
aims to report on swallowing out-
comes, their assessments and applied
timepoints in (quasi-) Randomised
Controlled Trials (RCTs) and Con-
trolled Clinical Trials (CCT) in peo-
ple with OD in PD and ultimately
develop a COS-DIP.

Methods: All clinical interven-
tions with a (quasi-) RCT and CCT
design for people of 18 years or older

with OD in PD will be included.
Key electronic databases and trial
registries without any date or lan-
guage restrictions will be searched.
Two independent reviewers will as-
sess articles for eligibility. The out-
come measures applied in the in-
cluded studies will be extracted fol-
lowing the taxonomy by Dodd et al.
(2018). Additionally, information on
the chosen verbatim and definition
of the outcome, the applied assess-
ments, frequency and timepoints of
measurement will be charted.

Conclusions This scoping re-
view will inform the establishment
of the COS-DIP as a first step. Ul-
timately this has immense potential
to change how trials are conducted
for OD in PD worldwide as it will
translate to higher quality meaning-
ful trials and increase consistency
among trials.
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Introduction

Oropharyngeal dysphagia (OD) is
a common and clinically significant
symptom in people with Parkinson’s
disease (PD) [9]. The prevalence
varies between 11-81% according to
severity of the disease, definition of
dysphagia and assessment tools used
[10]. Nearly 50% of people with PD
experience aspiration [12], increas-
ing the risk of developing aspiration
pneumonia, which is a leading cause
of death in people with PD [3, 6, 7].

Dysphagia interventions aim for
safe, e�cient, and su�cient intake
of food and fluids while maximiz-
ing quality of life (QoL) for the pa-
tient, their carers and their family
[3]. For people with PD, dyspha-
gia therapy comprises surgical, phar-
macological, rehabilitative, compen-
satory and adaptive approaches [2].
Overall, clinical decisions on the
safety and e�cacy of interventions
are based on selected outcomes, thus
the choice of outcomes to be mea-
sured and reported in clinical trials
is critical [13].

Furthermore, comparing, and
synthesizing study results to direct
treatment for people with OD in
PD is necessary. So far, no sys-
tematic review in this research field
was carried out. This is, to our
understanding, because combining
trial results for systematic reviews is
still challenging as applied outcomes
are heterogenous between the trials.
Some trials focus directly on medi-
cal aspects of OD while others ignore
them. Outcomes are also measured
di↵erently using partly methods of
poor validity with vague descriptions
of treatment e↵ects. Additionally, in
a neurodegenerative condition such
as PD the longer-term treatment ef-
fects, including adverse events, must
be known. For example, an inter-

vention for OD may not work be-
yond the 4-week trial but outcomes
might be assessed only at the im-
mediate end of the experimental pe-
riod. Lastly, in clinical trials on OD
in PD the patients themselves and
their carers are rarely consulted on
what outcomes matter to them in
these trials most.

In summary, a solution to the
depicted challenges is the develop-
ment and use of an agreed stan-
dardised Core Outcome Set for
Dysphagia Interventions in Parkin-
son’s Disease (COS-DIP) devised by
key stakeholders including patients,
carers and healthcare professionals
amongst others. This will result in
higher quality meaningful trials, in-
crease the consistency across trials
which will then enhance combining
individual study results to reach con-
clusions on the safety and e↵ective-
ness of the interventions. It will not
prevent or restrict researchers from
examining other outcomes [5, 13].

In order to establish a COS-DIP
the first step is a scoping review of
the literature on the applied out-
come measures in clinical trials in
OD and PD. A scoping review is cho-
sen as the most appropriate method
to systematically map the research
done in this area, as well as to
identify any existing gaps in knowl-
edge [1]. A preliminary search of
MEDLINE, the Cochrane Database
of Systematic Reviews and JBI Ev-
idence Synthesis was conducted and
no current or underway scoping re-
views on the topic were identified.
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Figure 1: Overview of the research questions that will be addressed by the scoping

review

The objective of this scoping re-
view is to report on the swallow-
ing outcomes, their definitions, as-
sessments, timepoints and frequency
of assessment that are applied in all
(quasi-) RCTs and CCTs in OD in
PD. See Figure 1 for an overview of
the research questions. Ultimately
the aim is to develop a COS-DIP.

Methods

The proposed scoping review will
be conducted in accordance with
the Preferred Reporting Items for
Systematic Reviews and Meta-
analysis extension for Scoping Re-
views (PRISMA-ScR) checklist [11].

Table 1 provides an overview
of the eligibility criteria in accor-
dance with the patient, concept and
context framework. The types of
sources that will be included are all
RCTs, quasi-RCTs and CCTs. An
additional scoping review including
all study designs except those in-
cluded in this study will be con-
ducted in adjunction by Karir and
colleagues from University College
London, UK.

Search strategy

The text words contained in the ti-
tles and abstracts of relevant arti-
cles, and the index terms used to de-
scribe the articles will be used to de-
velop a full search strategy for rel-
evant databases and trial registries

with the assistance of a subject li-
brarian. The search strategy (see
Appendix I for an example), includ-
ing all identified keywords and index
terms, will be adapted for each in-
cluded database. The reference lists
of all included sources of evidence
will be screened for additional stud-
ies. It is planned to contact the
study authors for additional infor-
mation, if required. Studies pub-
lished in any language from incep-
tion will be included as this will
increase the diversity of informa-
tion obtained. The databases to be
searched include AMED, CINAHL,
EMBASE, MEDLINE, Web of Sci-
ence and ProQuest Dissertations
& Theses. Additionally, Clinical-
Trial.gov will be searched for unpub-
lished studies.

Study selection

Following the search, all identi-
fied citations will be collated and
uploaded to an online platform
(www.covidence.org) and duplicates
will be removed. Following a pilot
test of a random sample of 25 ti-
tles and abstracts with an agreement
of at least 75%, all titles and ab-
stracts will be screened by two inde-
pendent reviewers (JAH, JMH) for
assessment against the inclusion cri-
teria for the review. The full text
of selected citations will be assessed
in detail against the inclusion crite-
ria by the same two independent re-
viewers.
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Table 1: Eligibility criteria for study inclusion in scoping review

Patient Concept Context

All types of OD in idiopathic
PD of 18 years or older

Any clinical interven-
tions in OD in PD

Any clinical context

Reasons for exclusion of sources
of evidence at full text that do not
meet the inclusion criteria will be
recorded and reported in the scop-
ing review. Any disagreements that
arise between the reviewers at each
stage of the selection process will be
resolved through discussion, or with
an additional reviewer (MW). The
results of the search and the study
inclusion process will be reported in
full in the final scoping review and
presented in a PRISMA-ScR flow di-
agram [11].

Data Extraction

Data will be extracted from stud-
ies included in the scoping review by
two independent reviewers using a
data extraction tool developed pre-
viously and applied by Hofacker et
al. [8] (see Appendix II). The data
extracted will include details about
the first author’s name, year of pub-
lication and country of origin, study
design, population and sample size
and applied outcome measures. The
draft data extraction form will be
trialed independently on 3 included
sources by JAH and JMH and will
be modified and revised as necessary
during the process of extracting data
from each included evidence source.
Modifications will be detailed in the
scoping review. Any disagreements
that arise between the reviewers will
be resolved through discussion, or
with an additional reviewer (MW).
If appropriate, authors of papers will
be contacted to request missing or
additional data.

Data Analysis and Presentation

The outcome measures used in the
studies will be extracted as ver-
batim as suggested by the Core
Outcome Measures in E↵ectiveness
Trials Handbook (COMET Initia-
tive) [13]. The COMET initiative
also recommends using the taxon-
omy proposed by Dodd et al. [4]
as it provides the granularity needed
for the development of a COS later
on. Therefore, this taxonomy will
be used to classify the outcomes in
di↵erent thematic groups. All ex-
tracted data will be categorized in an
excel spreadsheet also previously de-
veloped and applied by Hofacker et
al. [8] (see Appendix III) compris-
ing information regarding core area
of the outcome and outcome domain,
number and verbatim of chosen out-
come, definition of outcome, way
of measurement, timepoints of mea-
surement and frequency of measure-
ment. Furthermore, the amount and
percentages of used outcomes within
the respective core area will be cal-
culated and listed in a table. De-
spite the numerical presentation of
the results, a narrative summary of
the results will accompany the tab-
ulated and charted results and will
describe how the results relate to the
reviews objective and questions.

Discussion

This scoping review aims at system-
atically mapping the research done
on clinical dysphagia interventions
in people with OD in PD and to
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identify any existing gaps in knowl-
edge. More specifically, outcomes
that are being applied in all (quasi-)
RCTs and CCTs will be extracted
and their definitions, assessments,
timepoints and frequency of assess-
ment will be charted. This will allow
to further on establish a COS-DIP.
The availability of the COS-DIP
has immense potential to change
how trials are conducted for OD
in PD worldwide. It will translate
to higher quality meaningful trials,
make it easier to combine individ-
ual study results to direct decision-
making about interventions. It will
not prevent or restrict researchers
from examining other outcomes.
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Appendices

Appendix I: Exemplary search strategy for PubMed

1. ”Deglutition Disorders”[Mesh]

2. dysphagi*[Title/Abstract]

3. deglutition[Title/Abstract]

4. swallow*[Title/Abstract]

5. OR/1-4

6. ”Parkinson Disease”[Mesh]

7. idiopathic parkinson’s disease[Title/Abstract]

8. idiopathic parkinsons disease[Title/Abstract]

9. idiopathic parkinsons’ disease[Title/Abstract]

10. idiopathic parkinson disease[Title/Abstract]

11. OR/6-10

12. 5 AND 11

Appendix II: Data extraction form

Included Study: 1st au-
thor’s name, year, country

Study design, popula-
tion, sample size

Applied outcomes
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Appendix III
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