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ABSTRACT
Introduction  Due to the increasing number of persons 
with dementia, the need for family and professional 
support is growing. Counselling services aim to support 
family dementia caregivers and the use of information 
and communication technology may improve accessibility 
to counselling. The effectiveness of technology-based 
counselling in dementia remains unclear so far. Few 
randomised controlled trials have been conducted 
assessing heterogeneous outcomes. Theoretical 
underpinnings for the development and evaluation of these 
complex interventions were lacking in most cases. We 
therefore aim to formulate an initial programme theory of 
a technology-assisted counselling intervention for family 
dementia caregivers and to create the data basis for the 
consensus process of a core outcome set.
Methods and analysis  The methodological approaches 
for developing a programme theory and a core outcome 
set will be integrated. In a scoping review, data on the 
characteristics, theoretical foundations of counselling 
interventions and outcomes of clinical studies will be 
collected. The lifeworld perception of relevant stakeholders 
on the importance of counselling in family caregiving 
will be explored in a phenomenological substudy using 
semistructured interviews. The synthesis of data from 
the literature review and the qualitative substudy will be 
performed by developing a logic model. Mechanisms of 
action and assumed causal relationships are explicated 
in the elements of programme theory (theory of change, 
outcomes chain and theory of action). An initial programme 
theory is then formulated. In addition, a ‘long list’ of 
outcomes and assessment instruments will be compiled.
Ethics and dissemination  The ethics committee of the 
Medical Faculty of the Martin Luther University Halle-
Wittenberg approved the study protocol (no. 2023–093).
Findings will be reported to participants and the funding 
organisation and disseminated in peer-reviewed journals 
and at national and international conferences.
Trial registration number  The ProCOS (Development 
and evaluation of a technology-assissted counselling 
intervention for family caregivers of persons with dementia 
- Programme theory and preparation of a core outcome 
set) project is registered with the Core Outcome Measures 
in Effectiveness Trials initiative (https://www.comet-​
initiative.org/Studies/Details/2884).

BACKGROUND AND RATIONALE
The number of persons living with dementia 
worldwide is expected to rise to 152 million by 
the year 2050.1 At some point in the course of 
the disease, the decline of cognitive functions 
and behavioural and psychological changes2 
result in an impaired ability to cope with 
everyday life and in an increasing need for 
family support. Due to the physical, mental 
and financial impact of dementia care,3 family 
caregivers may need professional support, 
but there are barriers to accessing and using 
formal care described in the literature.4

A common form of support for family 
caregivers is counselling services. Counsel-
ling can be defined as the ‘use of an interac-
tive helping process focusing on the needs, 
problems, or feelings of the patient and 
significant others to enhance or support 
coping, problem solving, and interpersonal 
relationships’.5 Counselling provided by 
professionals such as nurses, social workers 
or psychologists is based on multidisciplinary 

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ The phenomenological perspective will enable the 
exploration of the experiences of persons receiving 
and delivering counselling in dementia.

	⇒ An updated systematic literature search without 
date restrictions will provide a comprehensive over-
view of interventions using technology for delivering 
counselling.

	⇒ A novel approach is used to integrate the method-
ological strands for developing a programme theory 
and a core outcome set.

	⇒ A possible limitation might be that the logic mod-
el cannot fully represent the double complexity of 
interventions.

	⇒ It could be judged as a limitation that the consen-
sus process cannot be conducted within the limited 
timeframe of the ProCOS project.
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knowledge, and a systematic approach is applied by using 
instruments such as assessments, guidelines or proposals 
for individual use.6 Counselling can thereby be differenti-
ated from informal problem-solving or supportive conver-
sations, which are intended to facilitate social interaction 
and mutual learning based on similar experiences.7

Information and communication technology (ICT) has 
been used to improve accessibility to counselling. Tele-
phone helplines have been established decades ago8–10 and 
services that use videoconferencing software, email and/
or chats to deliver counselling have increasingly appeared 
in recent years.11 12 Due to the SARS-CoV-2 pandemic, 
the use of ICT in delivering healthcare interventions was 
discussed more intensively.13 14 Technology-based coun-
selling is considered a convenient way to provide services 
to persons who are homebound or to caregivers who do 
not have to arrange substitute care when counselling is 
provided remotely. In addition, persons living in rural 
areas with limited access to transport options may benefit 
from the use of ICT.6 15 Telephone helplines use a wide-
spread and undemanding technology16 and can provide 
anonymous support.17 The lack of visual and non-verbal 
cues is a limitation of telephone counselling,18 which may 
be overcome with the utilisation of videoconferencing 
software.19 Synchronous videoconferencing facilitates a 
more direct interaction19 but poses challenges in terms 
of technological requirements and digital literacy.20 
Asynchronously delivered counselling via email enables 
consumers to access services at any time but may prevent 
individuals from expressing themselves fully.21 22

The effectiveness of technology-based counselling 
in dementia has not yet been proven.23 We conducted 
a systematic review and included five randomised 
controlled trials. Meta-analyses revealed no significant 
effects of technology-based counselling interventions on 
depressive symptoms, burden and self-efficacy/mastery 
perceived by family caregivers of persons with dementia.23 
Individual studies suggest some beneficial effects on 
outcomes, such as caregiver reaction to dementia-related 
behaviour and resource use.23 A wide range of outcomes 
(n=14) was examined in studies using different assess-
ment instruments (n=21).23 In most cases, we found no 
theoretical basis guiding the development and evaluation 
of these complex interventions.23

The heterogeneity in outcomes examined in clin-
ical studies and lack of theoretical foundation can be 
addressed in different ways:

The use of a core outcome set (COS) can reduce 
heterogeneity between trials and enhance comparability 
and thus, synthesis of evidence.24 A COS is ‘an agreed 
standardised collection of outcomes which should be 
measured and reported, as a minimum, in all trials for a 
specific clinical area’.24

COS for healthcare interventions in dementia, listed in 
the database of the Core Outcome Measures in Effective-
ness Trials (COMET) initiative,25 predominately focus on 
outcomes of persons with dementia, as does the COS for 
the evaluation of non-pharmacological community-based 

health and social care interventions for people with 
dementia living at home.26 In addition, a set of measures 
has been recommended to evaluate psychosocial inter-
ventions for persons with dementia and their family 
caregivers.27

Non-pharmacological health and social care interven-
tions include psychosocial and psychological interventions, 
educational and social programmes, case management 
and care coordination as well as assistive technology.26 
Psychosocial interventions may address persons with 
dementia, family caregivers or both and are derived from 
diverse theories targeting a broad range of outcomes such 
as well-being, mood or behaviour.28 A COS that specifically 
focuses on technology-assisted counselling interventions 
for family dementia caregivers may contribute to assess 
the effectiveness of these interventions and to fill this gap 
in knowledge. In addition, outcomes associated with the 
use of ICT in delivering counselling may be identified in 
the developmental process. By drawing on existing COS, 
we assume that there will be overlapping domains but also 
areas, which may be complementary.

Theory-led approaches are essential to successfully 
develop, implement and evaluate complex interven-
tions. This has been highlighted by the Framework for 
Developing and Evaluating Complex Interventions, 
which identifies programme theory as a core element 
of complex interventions.29 A programme theory is an 
‘explicit theory of how an intervention is understood to 
contribute to its intended or observed outcomes’.30 The 
explication of assumed causal relationships and mecha-
nisms of action allows for the quality of the theory to be 
critically reviewed, fosters a shared understanding among 
stakeholders and guides the implementation and evalua-
tion of the intervention.29 30

In the ProCOS study, we build on previous work,31 which 
focused on the effectiveness23 and the implementation 
success6 of technology-based counselling interventions. 
To integrate findings of different modalities in deliv-
ering counselling, we differentiated the following types 
of interventions: counselling via telephone or email and 
counselling via videoconferencing; web-based psychoso-
cial intervention: information, communication and coun-
selling; videoconference or telephone-based counselling 
combined with tele-monitoring or psychoeducation and 
technology-based counselling as part of a comprehensive 
programme with non-technology-based components.6 
By updating the former literature search,31 we expand 
the data basis to address the shortcomings of previous 
research described in the preceding sections. Therefore, 
we aim at bringing together the developmental processes 
of a COS and a programme theory for technology-assisted 
counselling interventions for family caregivers of persons 
with dementia.

There are two sets of questions guiding the research 
interest and informing the selection of methods within 
the ProCOS study:
1.	 What interventions that use ICT to provide counsel-

ling for family dementia caregivers are described in 
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literature? What are the characteristics (frequency and 
duration, type of technology used, components of the 
interventions, stakeholders involved, adaptations to 
the context) of these interventions? What theoretical 
underpinnings for intervention development and im-
plementation are explicated in the form of theoretical 
references, programme theories and/or logic models? 
What outcomes have been examined in clinical trials? 
What assessment instruments have been used?

2.	 How do family caregivers for persons with dementia 
and counsellors experience counselling services? What 
mutual expectations have persons seeking or provid-
ing counselling? Which outcomes should or could be 
achieved through counselling, and how can these out-
comes be achieved? Which factors have an impact on 
the effectiveness of counselling? What are appropriate 
outcomes for assessing the effectiveness of counselling 
interventions?

METHODS AND ANALYSIS
Study design
To answer the aforementioned questions, a literature 
review and a qualitative substudy will be conducted. 
Results will be synthesised by developing a logic model, 
which comprises the elements of a ‘purposeful program 
theory’.30 Mechanisms of how changes can be achieved 
are described in the theory of change. The outcomes 
chain illustrates (possible) outcomes of the intervention, 
thereby constituting the ‘long list’ for the COS consensus 
process. The theory of action delineates what will be done 
within the programme or intervention to activate the 
theory of change and to achieve the outcomes.30 Based on 
the logic model, the preliminary programme theory of a 
technology-assisted counselling intervention in dementia 
will be formulated. A graphical presentation of the four 
working steps is displayed in figure 1.

The Preferred Reporting Items for Systematic reviews 
and Meta-Analyses extension for Scoping Reviews,32 the 
Standards for Reporting Qualitative Research33 and the 

COS-STAndardised Protocol Items: the COS-STAP State-
ment34 were used to structure this protocol. Populated 
checklists are provided in the online supplemental file 1.

Scoping review
To map the evidence on characteristics and theoretical 
foundations of counselling interventions as well as the 
outcomes examined in clinical studies, a scoping review 
will be conducted following the Joanna Briggs Institute 
methodological guidance.35 This approach was chosen 
based on the definition that characterises scoping reviews 
as a type of evidence synthesis aiming ‘to systematically 
identify and map the breadth of evidence available on a 
particular topic, field, concept, or issue, often irrespective 
of source’.36

Eligibility criteria
Studies on counselling interventions for caregivers of 
persons with dementia will be included, irrespective of 
their design. Due to language capacities of the research 
team, we will include publications written in English 
or German. Table  1 displays the inclusion and exclu-
sion criteria according to the PCC scheme (population, 
concept and context).35

Information sources and search strategy
The databases CINAHL, MEDLINE, Cochrane Library 
and PsycINFO will be searched in combination with 
forward and backward citation tracking.37 In addition, 
free web searching via Google and Google Scholar will 
be conducted in order to identify grey literature, such 
as reports. For non-published material such as manuals, 
handbooks and training materials, authors will be person-
ally approached.

We will update the literature search of a previous 
systematic review.31 This search was conducted without 
date restrictions, and the database-specific search strate-
gies as well as the search terms of the free web search are 
provided elsewhere.23

Figure 1  Working steps within the ProCOS study.
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Selection of sources of evidence
Screening of titles, abstracts and full texts will be 
performed independently by two researchers using the 
Rayyan web app.38 Discrepancies in decisions will be 
resolved by discussion.

Data charting process and data items
An extraction sheet will be developed based on the 
previous work. Data on study characteristics (year of 
publication, country of study conduct, design and 
methods and number of participants), outcomes exam-
ined and characteristics of interventions will be extracted. 
Criteria from the Template for Intervention Descrip-
tion and Replication checklist39 and from the revised 
Criteria for Reporting the Development and Evaluation 
of Complex Interventions guideline40 will be applied to 
extract information on objectives, components, theoret-
ical underpinnings of counselling interventions as well 
as technology and materials used for delivering counsel-
ling and frequency/duration of sessions. Data extraction 
will be performed by one reviewer and cross-checked by 
another researcher.

Qualitative substudy
By this substudy, we aim to explore the lifeworld percep-
tion of relevant stakeholders on the importance of coun-
selling in family caregiving from a phenomenological 
perspective.

Qualitative approach and research paradigm
Phenomenology is an approach ‘where the subject is 
understood as an embodied and socially and culturally 
embedded being-in-the-world’.41 A central concept of 
phenomenology is that of the lifeworld, which is under-
stood as the world we take for granted in everyday life and 
that we do not question.41 Based on Schütz’s phenomeno-
logical sociology, we will focus on the essential structures 
of participants’ lifeworld.42

Context, researcher characteristics and reflexivity
The study will be conducted at an institute with a focus 
on dementia research. Assumptions and presuppositions 

resulting from the authors’ long-term engagement in this 
research field will be reflected and disclosed. The primary 
investigator has had experience in phenomenological 
research. This approach was chosen for the substudy 
because it allows the exploration of the lived experience 
of family dementia caregivers who have received counsel-
ling, and of persons who are providing counselling.

Units of study and sampling strategy
Interviews will be conducted with family dementia care-
givers and persons who provide counselling in the field of 
family dementia care. To gain a deeper understanding of 
different approaches in the provision of counselling, we 
will include persons who have received or delivered coun-
selling via technology, in person or both. Participants 
will be recruited by purposive sampling.43 A variance 
regarding the caregivers’ characteristics (age, gender, 
socioeconomic status, duration of caregiving and rela-
tionship to the care-receiving person) and those of the 
counsellors (professional qualifications and socialisation, 
duration of occupational experience, characteristics of 
employing organisations such as welfare organisations, 
municipal and private providers and healthcare insur-
ances) is intended. Caregivers living with or near the 
person with dementia as well as long-distance caregivers 
will be included. Underaged persons (under 18 years old) 
and persons unable to consent for language reasons will 
not be included.

We will draw on existing contacts and networks to get 
access to the research field. We intend to recruit about 
15 caregivers of persons with dementia and about 10 
persons delivering counselling. The final sample size will 
be determined by saturation of information during the 
data collection process.44

Data collection methods and data processing
Semistructured interviews will be conducted.45 Open-
ended questions will be asked in order to prompt narratives 
and to give the interviewees room to share their experi-
ences.45 Questions will address experiences in receiving 
and providing counselling as well as stakeholders’ mutual 

Table 1  Inclusion and exclusion criteria according to the PCC scheme35

Inclusion Exclusion

Population Family caregivers of persons with dementia Professional caregivers

Concept Tailored and individualised counselling on various issues 
in caring for persons with dementia (such as dealing 
with behavioural changes, coping strategies, reconciling 
caregiving responsibilities with family and/or professional 
engagement, available support and transition to nursing 
home)

Therapeutical approaches (such as psychotherapy, 
cognitive-behavioural therapy);
standardised counselling interventions;
interventions exclusively delivering information/
education and
counselling on diagnostics or genetic issues

Counselling is provided via ICT (combined with personal 
contacts)

Counselling is provided via personal contacts 
exclusively

Context Home care arrangements and
institutional care

No limitations

ICT, information and communication technology; PCC, population, concept and context.

copyright.
 on O

ctober 10, 2024 at U
LB

 S
achsen-A

nhalt. P
rotected by

http://bm
jopen.bm

j.com
/

B
M

J O
pen: first published as 10.1136/bm

jopen-2023-081526 on 6 A
ugust 2024. D

ow
nloaded from

 

http://bmjopen.bmj.com/


5Bauernschmidt D, et al. BMJ Open 2024;14:e081526. doi:10.1136/bmjopen-2023-081526

Open access

expectations. Sociodemographic characteristics and 
information on the care arrangement and professional 
situation will be collected. Time and place of the inter-
views will be arranged at participants’ convenience. All 
interviews will be recorded and transcribed verbatim.

Data analysis
An interpretive phenomenological analysis will be 
performed applying a modified version of the seven-stage 
process described by Diekelmann.46 The analysis aims 
to identify themes representing shared practices and 
common meanings in participants’ lifeworld. Stages of 
analysis are displayed in figure 2.

Synthesis of data through logic model development
The synthesis of data from the literature review and 
the qualitative substudy will be performed through the 
development of a logic model. Logic models are used for 
data synthesis in systematic reviews and are suitable for 
mapping the complexity of interventions and promoting 
conceptual thinking.47–49 Data extracted from included 
publications of the scoping review will be treated as 
qualitative data50 and synthesised with findings from 
the interpretive phenomenological analysis. Methods 
such as charting and categorising50 as well as thematic 
synthesis51 will be applied to assign data to the elements 
of a programme theory.

The elements of programme theory are represented in 
the logic model: the theory of change explains the central 
mechanism of how the intended changes can be achieved 
and the theory of action describes how the intervention is 
designed to initiate the theory of change. These elements 
are linked by the outcomes chain, which maps the imme-
diate and intermediate outcomes and ultimate impacts 
as well as the assumed or hypothesised relationships 
between outcomes.30

The developmental process of the logic model draws 
on a variety of published examples and templates30 52 53 
and will be accompanied by continuous documentation 
(memos) which will be used for formulating the prelimi-
nary programme theory.

The starting point in developing the theory of change 
is a situation analysis of the nature and scope, causes, 
influencing factors and consequences of the problem to 
be addressed by the intervention. Questions described by 
Funnell and Rogers30 will be applied to guide the situa-
tion analysis.

In the second step, the desired and intended outcomes 
will be identified. The identification of relevant outcomes 
is based both on the procedure recommended by Funnell 
and Rogers30 and in the COS methodology24 on a list of 
outcomes ('long list'), which is compiled on the basis 
of literature and supplemented by additional outcomes 
named by stakeholders.54 In the ProCOS study outcomes 
extracted within the scoping review will be supplemented 
by outcomes provided by participants of the qualitative 
substudy. Challenging here is the translation of the inter-
viewees’ statements into clinical outcomes24 in order to 
include them as accessible statements55 in the subsequent 
consensus-building process. To adequately address the 
stakeholder perspectives, the members of the study advi-
sory board will be consulted.

The outcomes of the ‘long list’ will be then assigned 
to domains24 and structured by distinguishing short-term 
and long-term outcomes,30 thus forming the chain of 
outcomes of the intervention.

From these two steps, the theory of action will be 
designed. For this purpose, the characteristics of the 
intended outcomes as well as unintended consequences 
will be described, influencing factors identified and 
activities defined that are implemented to achieve the 
outcomes.30 The key is to define criteria of success to 
make the effects of an intervention visible or measur-
able and to designate measures of how these effects 
are to be achieved.30 The outcomes of the outcomes 
chain are specified with attributes on quality, quantity 
and timeliness, among others, and it is determined 
what, when, where, how, why and for whom is to be 
achieved.30 Another important factor in determining 
effectiveness is the definition of comparisons, for which 
norms and standards or the extent of change over time 
can be used.30

Figure 2  Stages of the interpretive phenomenological analysis, modified after Diekelmann.46
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Formulation of a preliminary programme theory
An initial programme theory will be formulated based 
on the logic model and the memos produced during its 
development process. Theories and concepts identified 
in the extracted data of the scoping review are included. 
Causality assumptions and mechanisms of action as well 
as interactions among intervention components29 will be 
explicated. Aspects significant to the implementation of 
the intervention will also be included in the programme 
theory.

Patient and public involvement
A study advisory board will be established. Persons with 
experience in caring for a family member with dementia 
and in delivering counselling, as well as an experienced 
dementia researcher will be recruited based on the 
networks from previous projects and from a caregiver 
support group moderated by a researcher from the Insti-
tute of Health and Nursing Science in Halle (Saale). These 
persons will act as advisory board members throughout 
the project. As a co-production team representing the 
perspectives of different stakeholder groups, the advi-
sory board members will be involved in appraising the 
adequacy and feasibility of approaches to data collection 
and in reviewing the results. Meetings will be scheduled 
prior to data collection, during and after completion of 
the analysis in order to obtain feedback on the planned 
procedures and (interim) results. In advance, emails 
announcing topics and the expected duration of the 
planned meetings will be sent. The members of the study 
advisory board will also be engaged in the dissemination 
of study findings.

Techniques to enhance trustworthiness
By consulting the members of the study advisory board, 
strategy expert consultation and peer debriefing will be 
applied to enhance the trustworthiness of the findings. 
Experts and peer researchers will be involved throughout 
all stages of the research process, that is, to review the 
research questions and the interview guide as well as 
the findings of the analysis and the results of the data 
synthesis.

Ethics and dissemination
The ProCOS study has been approved by the ethics 
committee of the Medical Faculty of the Martin Luther 
University Halle-Wittenberg (no. 2023–093).

Persons interested in participating will be informed 
of the procedures at the first contact and given time to 
decide whether or not to participate. Written informed 
consent will be obtained at the time of the interview and 
participants will be informed that the consent to partici-
pate can be withdrawn at any time.

Security of data will be maintained. Data will be stored 
in a secure setting, and audio recordings will be pseud-
onymised during the transcription process.

The findings of the ProCOS study will be reported to 
all participants and the funding organisation. Results 

will be disseminated by peer-reviewed international jour-
nals and by presentations at national and international 
conferences. By actively engaging the advisory board 
members, study findings will also be presented to stake-
holder groups to reach a wider audience.

DISCUSSION
The ProCOS study focuses on technology-assisted coun-
selling for family caregivers of persons with dementia—a 
support service likely to become increasingly important 
due to the rising number of persons with dementia and 
the growing support needs, the regional differences in 
the availability of support services and the advancing 
digitalisation.

Methodological approaches in the ProCOS study follow 
accepted guidelines.24 30 In trying to address the short-
comings of previous research, the methodological strands 
for developing a programme theory and a COS will be 
integrated. This innovation is a strength of this study, 
ensuring a theory-led approach to the development, 
implementation and evaluation of a technology-assisted 
counselling intervention for family caregivers of persons 
with dementia.56

Logic models have been used to synthesise data 
in systematic reviews,47–50 57 and as a visualisation of 
programme theory29 30, they represent a core element 
in developing and evaluating complex interventions.29 
It has been debated whether logic models can represent 
the double complexity resulting from interacting compo-
nents of complex interventions and adaptations of inter-
ventions to the context.58 Methodological approaches 
to develop more dynamic logic models have been 
proposed,52 and we will reflect on possible limitations in 
using logic models to capture double complexity.

Expected results include a systematic overview of the 
components of counselling interventions and their 
intended effects as well as the theoretical foundations. 
Apart from this, a compilation of outcomes (‘long list’) 
will be created, summarising outcomes already examined 
and outcomes suggested by the stakeholders interviewed. 
Furthermore, commonalities and differences in the stake-
holder subjective perspectives and relevance structures 
will become visible.

The results of the ProCOS study will form the basis for a 
consensus process, which is to be conducted in a follow-up 
project. Using the Delphi methodology, relevant stake-
holders will be involved in determining the important 
clinical outcomes and critically reviewing the preliminary 
programme theory. The instrument used in the consensus 
process is the logic model. Logic models are considered 
suitable for facilitating communication among stake-
holders.47 The elements of the logic model will be gradu-
ally integrated into the consensus process of the COS so 
that the selection of appropriate outcomes is informed 
by stakeholder perspectives and theory—a requirement 
which has been formulated in the Framework for Devel-
oping and Evaluating Complex Interventions.29
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The finalised programme theory will guide the develop-
ment and implementation of a technology-assisted coun-
selling intervention for family caregivers of persons with 
dementia. The consented COS will be used to assess the 
effectiveness of the intervention and may inform further 
research in the area of technology-assisted counselling in 
dementia.
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SUPPLEMENTARY MATERIAL 

 

A. Preferred Reporting Items for Systematic reviews and Meta-Analyses extension for Scoping 

Reviews (PRISMA-ScR) Checklist 
 

SECTION ITEM PRISMA-ScR CHECKLIST ITEM 
REPORTED 

ON PAGE # 

TITLE 

Title 1 Identify the report as a scoping review. N/A 

ABSTRACT 

Structured 

summary 
2 

Provide a structured summary that includes (as 

applicable): background, objectives, eligibility 

criteria, sources of evidence, charting methods, 

results, and conclusions that relate to the review 

questions and objectives. 

1/2 

INTRODUCTION 

Rationale 3 

Describe the rationale for the review in the context 

of what is already known. Explain why the review 

questions/objectives lend themselves to a scoping 

review approach. 

3/4 

Objectives 4 

Provide an explicit statement of the questions and 

objectives being addressed with reference to their 

key elements (e.g., population or participants, 

concepts, and context) or other relevant key 

elements used to conceptualize the review 

questions and/or objectives. 

5 

METHODS 

Protocol and 

registration 
5 

Indicate whether a review protocol exists; state if 

and where it can be accessed (e.g., a Web 

address); and if available, provide registration 

information, including the registration number. 

2 

Eligibility criteria 6 

Specify characteristics of the sources of evidence 

used as eligibility criteria (e.g., years considered, 

language, and publication status), and provide a 

rationale. 

6 

Information 

sources* 
7 

Describe all information sources in the search (e.g., 

databases with dates of coverage and contact with 

authors to identify additional sources), as well as 

the date the most recent search was executed. 

6 

Search 8 

Present the full electronic search strategy for at 

least 1 database, including any limits used, such 

that it could be repeated. 

6 
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2 

SECTION ITEM PRISMA-ScR CHECKLIST ITEM 
REPORTED 

ON PAGE # 

Selection of 

sources of 

evidence† 

9 

State the process for selecting sources of evidence 

(i.e., screening and eligibility) included in the 

scoping review. 

6 

Data charting 

process‡ 
10 

Describe the methods of charting data from the 

included sources of evidence (e.g., calibrated forms 

or forms that have been tested by the team before 

their use, and whether data charting was done 

independently or in duplicate) and any processes 

for obtaining and confirming data from investigators. 

6/7 

Data items 11 

List and define all variables for which data were 

sought and any assumptions and simplifications 

made. 

6/7 

Critical appraisal 

of individual 

sources of 

evidence§ 

12 

If done, provide a rationale for conducting a critical 

appraisal of included sources of evidence; describe 

the methods used and how this information was 

used in any data synthesis (if appropriate). 

N/A 

Synthesis of 

results 
13 

Describe the methods of handling and summarizing 

the data that were charted. 
8/9 

RESULTS 

Selection of 

sources of 

evidence 

14 

Give numbers of sources of evidence screened, 

assessed for eligibility, and included in the review, 

with reasons for exclusions at each stage, ideally 

using a flow diagram. 

N/A 

Characteristics of 

sources of 

evidence 

15 

For each source of evidence, present 

characteristics for which data were charted and 

provide the citations. 

N/A 

Critical appraisal 

within sources of 

evidence 

16 
If done, present data on critical appraisal of 

included sources of evidence (see item 12). 
N/A 

Results of 

individual sources 

of evidence 

17 

For each included source of evidence, present the 

relevant data that were charted that relate to the 

review questions and objectives. 

N/A 

Synthesis of 

results 
18 

Summarize and/or present the charting results as 

they relate to the review questions and objectives. 
N/A 

DISCUSSION 

Summary of 

evidence 
19 

Summarize the main results (including an overview 

of concepts, themes, and types of evidence 

available), link to the review questions and 

objectives, and consider the relevance to key 

groups. 

N/A 
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SECTION ITEM PRISMA-ScR CHECKLIST ITEM 
REPORTED 

ON PAGE # 

Limitations 20 
Discuss the limitations of the scoping review 

process. 
N/A 

Conclusions 21 

Provide a general interpretation of the results with 

respect to the review questions and objectives, as 

well as potential implications and/or next steps. 

N/A 

FUNDING 

Funding 22 

Describe sources of funding for the included 

sources of evidence, as well as sources of funding 

for the scoping review. Describe the role of the 

funders of the scoping review. 

11 

JBI = Joanna Briggs Institute; PRISMA-ScR = Preferred Reporting Items for Systematic reviews and Meta-
Analyses extension for Scoping Reviews. 
* Where sources of evidence (see second footnote) are compiled from, such as bibliographic databases, social 
media platforms, and Web sites. 
† A more inclusive/heterogeneous term used to account for the different types of evidence or data sources (e.g., 
quantitative and/or qualitative research, expert opinion, and policy documents) that may be eligible in a scoping 
review as opposed to only studies. This is not to be confused with information sources (see first footnote). 
‡ The frameworks by Arksey and O’Malley (6) and Levac and colleagues (7) and the JBI guidance (4, 5) refer to 
the process of data extraction in a scoping review as data charting. 
§ The process of systematically examining research evidence to assess its validity, results, and relevance before 
using it to inform a decision. This term is used for items 12 and 19 instead of "risk of bias" (which is more 
applicable to systematic reviews of interventions) to include and acknowledge the various sources of evidence 
that may be used in a scoping review (e.g., quantitative and/or qualitative research, expert opinion, and policy 
document). 
 
 

From: Tricco AC, Lillie E, Zarin W, O'Brien KK, Colquhoun H, Levac D, et al. PRISMA Extension for Scoping Reviews 
(PRISMAScR): Checklist and Explanation. Ann Intern Med. 2018;169:467–473. doi: 10.7326/M18-0850. 
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B. Standards for Reporting Qualitative Research (SRQR) Checklist 

 

 Standards for Reporting Qualitative Research (SRQR)*  

 http://www.equator-network.org/reporting-guidelines/srqr/  

  Page 

Title and abstract  

 

Title - Concise description of the nature and topic of the study Identifying the 

study as qualitative or indicating the approach (e.g., ethnography, grounded 

theory) or data collection methods (e.g., interview, focus group) is recommended  N/A 

 

Abstract  - Summary of key elements of the study using the abstract format of the 

intended publication; typically includes background, purpose, methods, results, 

and conclusions  1/2 

   
Introduction  

 

Problem formulation - Description and significance of the problem/phenomenon 

studied; review of relevant theory and empirical work; problem statement  3/4 

 

Purpose or research question - Purpose of the study and specific objectives or 

questions 5, 7 

   
Methods  

 

Qualitative approach and research paradigm - Qualitative approach (e.g., 

ethnography, grounded theory, case study, phenomenology, narrative research) 

and guiding theory if appropriate; identifying the research paradigm (e.g., 

postpositivist, constructivist/ interpretivist) is also recommended; rationale**  7 

 

Researcher characteristics and reflexivity - Researchers’ characteristics that may 
influence the research, including personal attributes, qualifications/experience, 

relationship with participants, assumptions, and/or presuppositions; potential or 

actual interaction between researchers’ characteristics and the research 
questions, approach, methods, results, and/or transferability  7 

 Context - Setting/site and salient contextual factors; rationale**  7 

 

Sampling strategy - How and why research participants, documents, or events 

were selected; criteria for deciding when no further sampling was necessary (e.g., 

sampling saturation); rationale**  7 

 

Ethical issues pertaining to human subjects - Documentation of approval by an 

appropriate ethics review board and participant consent, or explanation for lack 

thereof; other confidentiality and data security issues  10 

 

Data collection methods - Types of data collected; details of data collection 

procedures including (as appropriate) start and stop dates of data collection and 

analysis, iterative process, triangulation of sources/methods, and modification of 

procedures in response to evolving study findings; rationale**  7/8 
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Data collection instruments and technologies - Description of instruments (e.g., 

interview guides, questionnaires) and devices (e.g., audio recorders) used for data 

collection; if/how the instrument(s) changed over the course of the study  N/A 

 

Units of study - Number and relevant characteristics of participants, documents, 

or events included in the study; level of participation (could be reported in results)  7 

 

Data processing - Methods for processing data prior to and during analysis, 

including transcription, data entry, data management and security, verification of 

data integrity, data coding, and anonymization/de-identification of excerpts  7/8 

 

Data analysis - Process by which inferences, themes, etc., were identified and 

developed, including the researchers involved in data analysis; usually references a 

specific paradigm or approach; rationale**  8 

 

Techniques to enhance trustworthiness - Techniques to enhance trustworthiness 

and credibility of data analysis (e.g., member checking, audit trail, triangulation); 

rationale**  9 

   
Results/findings  

 

Synthesis and interpretation - Main findings (e.g., interpretations, inferences, and 

themes); might include development of a theory or model, or integration with 

prior research or theory  N/A 

 

Links to empirical data - Evidence (e.g., quotes, field notes, text excerpts, 

photographs) to substantiate analytic findings  N/A 

   
Discussion  

 

Integration with prior work, implications, transferability, and contribution(s) to 

the field - Short summary of main findings; explanation of how findings and 

conclusions connect to, support, elaborate on, or challenge conclusions of earlier 

scholarship; discussion of scope of application/generalizability; identification of 

unique contribution(s) to scholarship in a discipline or field N/A 

 Limitations - Trustworthiness and limitations of findings N/A 

   
Other  

 

Conflicts of interest - Potential sources of influence or perceived influence on 

study conduct and conclusions; how these were managed  11 

 

Funding - Sources of funding and other support; role of funders in data collection, 

interpretation, and reporting  11 

   

 

*The authors created the SRQR by searching the literature to identify guidelines, reporting 

standards, and critical appraisal criteria for qualitative research; reviewing the reference 

lists of retrieved sources; and contacting experts to gain feedback. The SRQR aims to 

improve the transparency of all aspects of qualitative research by providing clear standards 

for reporting qualitative research.  
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**The rationale should briefly discuss the justification for choosing that theory, approach, 

method, or technique rather than other options available, the assumptions and limitations 

implicit in those choices, and how those choices influence study conclusions and 

transferability. As appropriate, the rationale for several items might be discussed together.  

   

 Reference:    

 

O'Brien BC, Harris IB, Beckman TJ, Reed DA, Cook DA. Standards for reporting qualitative 

research: a synthesis of recommendations. Academic Medicine, Vol. 89, No. 9 / Sept 2014 

DOI: 10.1097/ACM.0000000000000388  
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 Core Outcome Set-STandards Protocol Items: The COS-STAP Statement Checklist  

 

SECTION/TOPIC 
ITEM 

No. 
CHECKLIST ITEM 

REPORTED ON 

PAGE NUMBER 

TITLE/ABSTRACT 

Title 1a Identify in the title that the paper describes the 

protocol for the planned development of a COS 

1 

Abstract 1b Provide a structured abstract 1/2 

INTRODUCTION 

Background and 

objectives 

2a Describe the background and explain the rationale 

for developing the COS, and identify the reasons 

why a COS is needed and the potential barriers to 

its implementation 

3/4 

2b Describe the specific objectives with reference to 

developing a COS 

3/4 

Scope 3a Describe the health condition(s) and population(s) 

that will be covered by the COS 

3/4 

3b Describe the intervention(s) that will be covered 

by the COS 

3/4 

3c Describe the context of use for which the COS is 

to be applied 

3/4 

METHODS 

Stakeholders 4 Describe the stakeholder groups to be involved in 

the COS development process, the nature of and 

rationale for their involvement and also how the 

individuals will be identified; this should cover 

involvement both as members of the research 

team and as participants in the study 

9 

Information 

sources 

5a Describe the information sources that will be used 

to identify the list of outcomes. Outline the 

methods or reference other protocols/papers 

5-8 

5b Describe how outcomes may be 

dropped/combined, with reasons 

8/9 

Consensus process 6 Describe the plans for how the consensus process 

will be undertaken 

N/A 

Consensus 

definition 

7a Describe the consensus definition N/A 

7b Describe the procedure for determining how 

outcomes will be added/combined/dropped from 

consideration during the consensus process 

N/A 

ANALYSIS 

Outcome 

scoring/feedback 

8 Describe how outcomes will be scored and 

summarised, describe how participants will 

receive feedback during the consensus process 

N/A 

Missing data 9 Describe how missing data will be handled during 

the consensus process 

N/A 

ETHICS and DISSEMINATION 

Ethics 

approval/informed 

consent 

10 Describe any plans for obtaining research ethics 

committee/institutional review board approval in 

relation to the consensus process and describe 

how informed consent will be obtained (if 

relevant) 

10 
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Dissemination 11 Describe any plans to communicate the results to 

study participants and COS users, inclusive of 

methods and timing of dissemination 

10 

ADMINISTRATIVE INFORMATION 

Funders 12 Describe sources of funding, role of funders 11 

Conflicts of 

interest 

13 Describe any potential conflicts of interest within 

the study team and how they will be managed 

11 

 

From: Kirkham JJ, Gorst S, Altman DG, et al. (2019) Core Outcome Set-STAndardised Protocol Items: the COS-

STAP Statement. Trials 20, 116. https://doi.org/10.1186/s13063-019-3230-x 
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