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ABSTRACT

Background There is limited evidence regarding the
outcomes and impacts of Patient and public involvement
(PPI) in research, mainly based on narrative studies.
Existing frameworks for supporting and evaluating

PPI often require adaptation to specific contexts, and
comprehensive instruments are needed. From an
international perspective, strengthening the scientific
foundation that underpins PPl is crucial to generate
stronger evidence to understand which approaches work
best, in which contexts, and with what effects.

Objectives To promote PPl implementation in German
health research, this project aims to (1) Establish an
evaluation framework, (2) Develop a modular evaluation
tool in the form of a questionnaire and (3) Pilot and
psychometrically validate the tool.

Methods and analysis A three-phase mixed methods
approach will be employed, integrating qualitative and
quantitative data. First, we will explore with researchers,
research partners and other stakeholders in health services
research what contributes to meaningful and successful
PPI through a web-based survey and focus groups.
Findings are discussed in a codesign workshop in which
participants agree on an evaluation framework based on a
LOGIC model. Second, items from international instruments
that evaluate PPI are deductively assigned to the evaluation
framework. Further items are developed based on the focus
groups from phase 1. Cognitive pretests and qualitative
review will be conducted with researchers and patients in
order to refine the item pool and develop the evaluation
tool. Third, the evaluation tool with modules for researchers
and patients will be piloted in a web-based survey. Data
analysis will include thematic analysis for qualitative data
and descriptive and psychometric analyses for quantitative
data. A participatory research team will provide ongoing
support throughout all project phases.

Ethics and dissemination Ethical approval has been
obtained from the Local Ethics Committee of the Centre
for Psychosocial Medicine, University Medical Centre
Hamburg-Eppendorf (LPEK-0889). The study will follow the
principles of the Helsinki Declaration and good scientific
practice. Results will be disseminated at national and
international conferences, public symposiums and in
peer-reviewed journals, contributing to the internationally
developing field of PPl in research and addressing relevant
research gaps.
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= This study employs a mixed methods approach,
integrating qualitative (eg, focus groups, cognitive
pretests) and quantitative (eg, surveys, psychomet-
ric validation) methods.

= It involves multiple stakeholders, including re-
searchers, research partners and patients, to ensure
comprehensive insights and participatory develop-
ment of the evaluation framework and modular tool.

= It addresses the lack of comprehensive frameworks
for evaluating patient and public involvement (PPI)
in German health research, providing essential tools
to support, report and systematically assess the im-

pacts of PPI.

BACKGROUND

Through patient and public involvement
(PPI) in research, the knowledge, skills and
expertise of those directly affected by health
issues and/or research outcomes can be
considered. Especially in the UK, the US and
Canada, it is widely accepted that involving
patients and the public in various roles' is
possible at all stages of the research process.”
They can prioritise research questions, assist
during study implementation, review and
interpret study results, and contribute to
the dissemination of findings.” As a conse-
quence, funders, policy-makers and research
organisations increasingly expect patients to
be involved, particularly in health services
research.

There are specific national programmes
that support PPI by promoting and providing
infrastructure. In the UK, support was initially
provided by INVOLVE, a national advi-
sory group funded by the UK government.
INVOLVE has since been integrated into
the National Institute for Health and Care
Research (NIHR) and its functions are now
part of broader NIHR initiatives. In the USA,
the government-sponsored Patient-Centred
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Outcomes Research Institute (PCORI) strengthens
patient and stakeholder relationships by building
networks. Moreover, PCORI guides and supports PPI
within the research it funds. In Canada, the Institutes for
Health Research Strategy for Patient-Oriented Research
(acts as a funder and facilitator for PPI in research.
Beneficial as well as challenging outcomes and impacts
of PPI have been demonstrated. Systematic reviews*
and umbrella reviews® suggest that researchers report
a greater understanding and deeper insights into their
research area as well as personal benefits such as motiva-
tion. Challenges include feeling uncomfortable sharing
power over research and investing additional time in part-
nerships.*° Patients, on the other hand, report benefits
including increased knowledge and skills, a more positive
attitude towards research, improved access to informa-
tion and personal benefits such as feeling empowered.
However, patients also reported feelings of not being
listened to or taken seriously by researchers, as well as
feeling overwhelmed by tasks and responsibilities during
the research process.*” In terms of outcomes and impacts
on the research process, PPI can lead to more patient-
centred research questions. Moreover, the comprehensi-
bility of patient information material, questionnaires and
interview schedules may be improved. PPI also accounted
for more appropriate recruitment strategies and
enhanced implementation and dissemination.® ” Addi-
tionally, PPI may improve the health-related outcomes of
the involved patients.® Challenges regarding the organ-
isation of research projects reflect the additional time
required and the insufficient financing of PPL”? Most
of the reported outcomes and impacts originate from
narrative studies. As a consequence, the evidence base in
PPI concerning the outcomes, impact and good practice
criteria is rather limited.*®”? '

There are several reasons why adequate evidence has
not been generated thus far:

First, some researchers do not see a need to generate
evidence on the outcomes and impacts of PPI, as they see
it as a democratic right with intrinsic value.'” The inter-
national debate on the need to measure the outcomes
and impact of PPI is ongoing."' For example, Staley and
Barron emphasise that PPI supports mutual learning
between patients and researchers and does not require
measuring its impact.'? In contrast, Staniszewska points
out that measuring outcomes and impacts strengthens
the evidence base of PPL."* Boivin et al further emphasised
that meaningful involvement requires sound evaluation.'*
However, a compromise is that PPI evaluation should not
be limited to measuring outcomes and impacts, but should
also include the process and context."” Second, there
is a heterogeneous terminology’ and a poor reporting
of PPL’ ® ¥ '® Jimiting the detection of its outcomes
and impacts. Recently, consensus-informed guidelines
for reporting PPI in research (Guidance for Reporting
Involvement of Patients and the Public; GRIPP2) have
been published on the EQUATOR webpage (www.
equator-network.org). The GRIPP2 includes minimum

reporting requirements in a short form."” In addition
to defining the aims related to PPI and the methods
used, articles and reports should also include impacts
and outcomes—positive as well as negative—along with
their measurement. While challenges such as tokenistic
PPI may still exist,' this improves the quality, transpar-
ency and consistency of PPI reporting.' Third, there are
numerous frameworks for supporting PPI in research."
A comprehensive review and synthesis of PPI frameworks
identified five different types: power-focused, priority-
setting, study-focused, reportfocused and partnership-
focused frameworks. It also revealed that most published
frameworks are rarely used outside the groups that devel-
oped them. Therefore, the authors concluded that these
frameworks are difficult to transfer to other contexts and
require adaptation for specific settings."" Fourth, avail-
able tools for evaluating PPI do not take into account its
complexity, as both the process and the context need to
be described. Furthermore, outcomes and impacts on
patients, researchers and the research itself need to be
considered.”

There is an increasing number of tools available for
evaluating PPL*' For example, the Public Involvement
Impact Assessment Framework (PiiAF) aims to help
researchers plan and assess the impacts of PPI. It compiled
a set of questions on the values, approaches, focus, study
design and impacts. PiiAF can assist in documenting the
quality of PPI in research projects.” It can be tailored to
specific projects, but there are no defined items. PCORI
uses different templates to collect information about PPI
from researchers® and patients.** Stocks et al”® developed
an instrument to evaluate PPI from the patient’s perspec-
tive focusing on the quality of involvement.*® The instru-
ment accounts for both personal (eg, feeling valued,
achieving goals, feeling empowered) as well as contex-
tual factors (eg, research participation, previous experi-
ence). Outcomes and impact on the research process are
only implied.*® The Public Patient Engagement Evalua-
tion Tool (PPEET)?’ evaluates its quality, including four
principles: integrity of design and process, influence and
impact, participatory culture, collaboration and common
purpose. Different versions for researchers and patients
are available. Another Canadian instrument, the Patient
Engagement In Research Scale (PEIRS), is one of the
very few instruments that underwent psychometric eval-
uation.”® * The items reflect procedural requirements,
convenience, contributions, team environment and inter-
action, support, feelings of being valued and benefits.
While the PiiAF lacks standardisation, the WE-ENACT
tools do not account for the context. Similarly, the instru-
ment by Stocks et a® and the PPEET? fails to include
information on how PPI is conducted. The PEIRS* *
does not encompass the perspective of researchers.

To date, none of these tools provides a comprehensive
evaluation of PPI with regard to the context, process,
outcomes or impacts from different perspectives. More-
over, their scientific rigour in the development and valida-
tion process requires improvement.”’ In summary, from
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an international perspective, there is a need to strengthen
the science behind PPI to generate stronger evidence to
understand which PPI approaches work best, in which
contexts and with what effects.'® *' ** In addition to
these general methodological aspects, country-specific
contexts must also be considered. The implementation
of PPI is heterogeneous. For example, in Germany, PPI
has not yet been systematically implemented in health
services research. Among the 683 studies (published
up to 2009) included in the extensive review on PPI
conducted by Boote et af® only two originated from
Germany. This has not changed over the past decade. In
2021, Biddle et al concluded that the implementation of
PPI is very heterogeneous and not yet firmly established
or formalised in European health services research. They
refer to a lack of infrastructure, guidance and support as
potential barriers.”

Recently, German research funders have introduced
PPI into health research as a requirement within project
proposals, aiming to drive its practice. Meanwhile, some
documents and principles have been published that
provide orientation for participatory health research in
Germany.”*** However, despite these important contribu-
tions, a comprehensive and systematic framework for eval-
uating PPI in health service research in Germany remains
absent. The lack of an overarching evaluation concept
may risk tokenistic approaches to PPI, as we have learnt
from international research.'® *3 % Therefore, an evalua-
tion framework for PPI is needed to adequately support,
report and evaluate PPI'' in health services research in
Germany. Furthermore, while realising PPI has been
central in various of our previous studies, " we were also
confronted with the lack of adequate instruments to eval-
uate the process, perceived impact and potential harms
of PPI. Thus far, there is a limited understanding of
what constitutes meaningful and successful PPI from the
perspectives of both researchers and patients in health
services research in Germany.

OBJECTIVES

Therefore, the study objectives are (1) To establish a

theoretical evaluation framework, (2) Based on this, to

develop a modular evaluation tool as a practical ques-

tionnaire for various stakeholders and (3) To pilot the

modular evaluation tool including psychometric testing.
We would like to prepare an evaluation framework for

PPI in health services research in Germany, considering

the context, process, outcomes and impacts. The objec-

tive of establishing an evaluation framework is related to
the following research questions:

1. What does meaningful and successful involvement in
health services research look like for researchers and
patients in Germany?

2. How should the evaluation of PPI be approached in
health services research in Germany?

We will acknowledge the international literature and
will explore the specifics of PPI in health services research

in Germany. Items will be devised acknowledging existing
instruments as well as qualitative survey and interview
data. Related research questions are:
3. Do the devised items address the consented evaluation
framework?
4. Are the devised items of the modular evaluation tool
comprehensive and relevant?
The developed modular evaluation tool will undergo
validity and reliability testing.
5. Does the modular evaluation tool produce stable and
consistent results?
We will place further emphasis on PPIin the evaluation
design and reporting by involving a participatory research
team in all phases of the research process.

METHODS AND ANALYSIS

Study design

The proposed 3-year mixed-methods project comprises
three phases. Each phase examines one of the objectives
described above (figure 1).

Study population

The study will focus on the perspectives of researchers,
patients and stakeholders with PPI experience within the
context of German health services research. Adult patients
(=18 years) with lived experience in treatmentrelevant
health conditions and experience with the healthcare
system will be included. Patients with limited proficiencyin
the German language, as well as those with severe impair-
ments (eg, cognitive impairment or lower quality of life
due to illness), will be excluded. Researchers and patients
will be recruited through databases on publicly funded
health services research and via recently established PPI
networks (eg, Deutsches Netzwerk Versorgungsforschung
(DNVF) patient advisory board, personal contacts).
Detailed information regarding specific study population
and recruitment strategy will be provided aligning with
the description of the three phases and work packages
presented below.

Relevance of sex, gender and/or diversity

Special attention will be given to considering the diverse
perspectives of researchers and patients. In web-based
surveys, researchers and patients with relevant experien-
tial knowledge about patient involvement can contribute.
The community of health services researchers in
Germany is heterogeneous,51 but diversity has not been
investigated thus far. Patients involved in this research
are often white, female and retired.” It is therefore likely
that, in aiming to engage individuals and community
groups already experienced in participatory research,
participating patients may have a narrow set of socio-
demographic characteristics, and the views of a more
diverse population may be underrepresented. We will
include diversity aspects in questions regarding sociode-
mographic characteristics and will therefore be able to
at least describe them in the survey sample. Setting up a
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Frameworks

International perspective

Instruments

Health services researchers

German perspective

Patients Stakeholders

S

Phase 1: Establishment of an evaluation framework

a. Web-based survey

b. Focus groups

c. Co-design workshops

V2 | N V2 | R

Phase 2: Development of a modular evaluation tool

a. Item development

b. Cognitive pretests

¢. Qualitative review

Phase 3: Piloting a modular evaluation tool

a. Web-based survey

Figure 1 Overview of the study design.

web-based survey will not produce selection bias among
researchers. However, patients who have previously been
involved in research will presumably be familiar with the
technique.

For the qualitative study parts, we will stratify our
sampling strategies based on relevant sociodemographic
aspects to reflect diversity. We will sample researchers
with regard to gender, age/research stage and the field
of expertise/research methods. With regard to patients,
we consider gender, age and education to be relevant. In
addition, we will include patients with different health
conditions and associated networks (individual patient
vs member/representative in a patient organisation). By
asking for sociodemographic characteristics, we will be
able to report on diversity in the qualitative study parts.

Moreover, we aim to identify a diverse group of people,
by gender, age and educational background, to join the
PPI group that we are calling the participatory research
team. This team should also include experience with
different kinds of diseases and networks as well as expe-
rience with being a patient partner. On the one hand,
we assume that patient partners acquire knowledge that
is useful for future participatory research teams.’® **
On the other hand, we will recruit additional persons
without prior experience in PPI. We assume that skills
such as confidence in articulating oneself in a formal
meeting would support an interest in joining a partici-
patory research team. As suggested by Thompson et al”
and Lander et al,55 we will reflect on which input will be
most useful, provide reasons for why certain participants
were selected and discuss how potential recruiting and
representativeness limitations impact the process and
results.

Phase 1: establishing an evaluation framework

Aim and methods

We aim to contribute to a scientifically sound, compre-
hensive evaluation framework for PPI in health services
research in Germany based on a logic model.”® It will be
used to describe the causal processes through which PPI
produces outcomes and impacts. Information on mean-
ingful and successful PPI in health services research from
the perspective of researchers and patients will be gath-
ered by conducting a web-based survey and focus group
interviews. Results will be presented in a co-design work-
shop to establish an evaluation framework (see figure 1).

Web-based survey

The web-based survey consists of different modules for
researchers and patients. They will be recruited through
several time-shifted strategies: (a) Identification and
invitation of principal investigators of publicly funded
health services research, (b) Identification and invita-
tion of researchers and patients (or their representatives)
involved in publicly funded health services research that
implements PPI and (c) Through personal knowledge
(eg, DNVF), including its patient advisory board).

Recruitment and procedures

Principal investigators of publicly funded projects in
the field of health services research (German Research
Foundation (Deutsche Forschungsgemeinschaft, DFG),
Federal Ministry of Research, Technology and Space
(Bundesministerium fir Forschung, Technologie und
Raumfahrt, BMFTR), Federal Ministry of Health (Bunde-
sministerium fiir Gesundheit, BMG), innovation fund
of The Federal Joint Committee (Gemeinsamer Bunde-
sausschuss, G-BA) can be identified using databases (eg,
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funded projects information system (GEPRIS), funding
catalogue of the BMFTR). The inclusion criteria specify
that the project must be conducted in Germany, initi-
ated in 2010 or later, and aimed to gain knowledge about
healthcare. In the GEPRIS Database, 78 researchers
are currently listed, while the BMBF funding catalogue
contains 571 projects. Researchers will be contacted via
email and invited to participate in a linked web-based
survey. With regard to sampling strategy 2, these prin-
cipal investigators can name further researchers and
patients for participation in the survey. Four weeks after
the second reminder email has been sent to the prin-
cipal investigators, sampling strategies (b) and (c) will
be applied. Links to the web-based survey will be sent via
email. Two reminders will be sent.”” The web application
Research electronic data capture (REDCap) will be used
to implement the web-based survey.”® Informed consent
will be obtained online.

In module B, all participating principal investigators
and researchers and patients will provide information on
individual characteristics. Researchers will answer ques-
tions on age, gender, seniority19 and patients will be asked
questions with regard to age, gender, health condition
with lived experience and membership of self-help organ-
isation. In module C, the participants are presented with
information on PPI and will be asked to rate different
elements of the frameworks for supporting PPlin research
according to their relevance."' ***' For both aspects, a
nine-point Likert scale (1=not relevant; 9=very relevant)
will be used. In addition, open-ended questions will be
asked about whether any relevant aspects are missing. At
the end of the web-based survey, participants can consent
to be contacted for further interviews or surveys in the
project, which requires storing their email address and
further details (such as project and investigator character-
istics) in a project database and/or for receiving informa-
tion about the project results.

Data analysis

To analyse the project and participant characteristics, we
will calculate the median, mean and SD for the interval
data and frequencies for the nominal items. In the anal-
ysis of the ratings (module C), the median, mean and SD
will be calculated. All data will be analysed using IBM SPSS
Statistics 29.” The descriptive analysis of the web survey is
intended to provide an overview of the relevant domains
of internationally developed PPI frameworks from the
perspective of health services researchers in Germany.

Focus groups

Focus groups” will be conducted to validate and expand
the findings of the web-based survey. Researchers, as
well as patients experienced in PPI, will be recruited. An
interview guide will be developed based on the different
elements of the logic framework and will be adapted for
researchers and patients. The conduction of focus groups
with patients will be discussed and planned together with
the participatory research team.

Recruitment and procedures

Six focus groups will take place, separately with
researchers and patients, with 5 to 7 participants moder-
ated by two members of the project team. Empirical
studies have shown that 3 to 6 focus groups will be
enough to discover 90% of the themes.”" We will recruit
participants as outlined. We aim to include a broad
range of researchers and patients experienced with PPI
in health services research. We will aim for maximum
variation in the researcher sample with regard to early-
stage and advanced researchers, different fields of exper-
tise (eg, mental health services research) and diversity
with regard to individual participants (eg, gender). The
patient sample is planned to include diversity with regard
to health conditions and associated networks (eg, indi-
vidual patients vs member/representative in/of patient
organisation) as well as sociodemographic factors (eg,
gender, age, educational background). The interview
guide will be tailored to the participant groups. The core
questions concern the context, process, outcomes and
impact of PPI. A detailed interview guide will be devel-
oped involving the participatory research team.

Data analysis

The focus group interviews will be audio-recorded and
transcribed verbatim by a professional transcription
company. Afterwards, qualitative thematic analysis®
will be applied. Relevant passages will be coded using
a deductive category system derived from the interview
guide. Furthermore, inductive coding to refine the main
categories will be applied. There will be two coders, and
intercoder reliability will be assessed before the consensus
discussions take place within the project team. For the
documentation and analysis of the data, the software
MAXQDA 2020% will be used.

Codesign workshop

The codesign workshop is planned according to the
suggestions of Greenhalgh and colleagues.'’ It will be
carried out with approximately 16 researchers, patients
and further relevant stakeholders (eg, representatives of
the funding bodies or health insurances) in the field of
health services research in Germany.

Recruitment, procedures and data analysis

Researchers and patients who consented to participate
in the previous study parts will be considered; written
informed consent will be obtained during each focus
group and codesign workshop via paper-pencil. At least
four persons from each group should participate in the
codesign workshop. Criteria with regard to diversity, only
gender and age, will be applied due to the low number
of participants in the codesign workshop. Stakeholders
should reflect the field of health services research, for
example, representatives of the funding bodies or health
insurance. The codesign workshop will be a whole day
workshop (6hours). It will start in plenary to present
the condensed results of the web-based survey and the

Seeralan T, et al. BMJ Open 2025;15:6110547. doi:10.1136/bmjopen-2025-110547

5

" (e140SU0D ZI7S3AN)
811ysplojiiaH o ANISIaAIuUN Te G202 ‘v laquadaq uo jwod fwqg uadolwqgy:diy woly papeojumoq 'GZ0zZ 1aquiadad € Uo /#S0TT-S20g-uadolwag/9eTT 0T Se paysiignd 1siiy :uado NG

'salfojouyoal Jejiwis pue ‘Buiurel) |y ‘Buluiw elep pue 1xa1 01 pale|al sasn Joj Buipnjoul ‘1ybluAdoos Agq paloslold


http://bmjopen.bmj.com/

themes identified in the focus groups. Participants will
have the opportunity to ask questions and to discuss the
themes. Following the suggestions,'' each participant will
be asked to choose up to 10 themes that they think are the
most important as indicated by multichoice voting. Partic-
ipants can indicate their preferences by marking points at
the respective themes, which are displayed on flip charts.
Accordingly, votes are collected from all participants and
will be available in real-time. This information will be
available for the following group work aiming at relating
the identified themes to the logic model. Participants
will work in four groups of approximately four people.
Each group should include a mix of researchers, patients
and further stakeholders. Each group will be assigned to
one of the domains of the logic model (context, process,
outcome and impact). Participants can use the presented
themes and choose those that reflect the respective
domain of the logic model. Afterwards, the preliminary
version of the evaluation framework will be presented and
discussed in plenary. In particular, themes that have been
chosen by more than one group will be discussed and
specified. Then, participants will return to the groups to
refine their domain based on the discussions. Again, the
group will present their domain. The process is repeated
if participants bring up further discussion points. It
is possible that the evaluation framework will include
different domains for researchers and patients. Finally,
the framework as a whole will be discussed in plenary and
accepted in consensus.

Phase 2: development of a modular evaluation tool

Aim and methods

The development of the modular evaluation tool in the
form of a questionnaire is based on Streiner’s™ recom-
mendations, including devising and reviewing items.
Aspects of validity will also be considered.*”

Item development

In the first step, we generate an item pool based on the
existing instruments. In the second step, we will use the
themes developed within the analysis of the free-text
answers in the web-based survey and focus groups to
develop additional items. As numerous instruments have
already been developed internationally, as displayed in
the review by Boivin et al*' we will acknowledge these by
linking their items to the developed framework.

Procedures and data analysis

Since PPI is a dynamic field and several instruments have
not been included® * in a previous systematic review,”
we will first update the review alongside the data collec-
tion during the first phase of the project (see figure 1).
Afterwards, the items of all identified instruments will be
systematically collected. Then, qualitative thematic anal-
ysis®® will be applied using a deductive category system
derived from the components of the consented evalua-
tion framework (see phase 1). Each item will be linked
to the content areas. The results will be displayed in a

matrix.®* There will be two coders, and intercoder reli-
ability will be assessed before consensus discussions will
follow. For the documentation and analysis of the data,
the computer programme MAXQDA 2020% will be used.
Second, items from existing questionnaires for PPI evalu-
ation that match the evaluation framework will undergo
a standardised translation procedure, including forwards
and backwards translations.”® Additionally, the research
team will formulate additional items based on the themes
derived from the free-text answers of the web-based
survey and the focus groups. Ideally, the phrasing of the
items is close to the original statements of the partici-
pants. This process will result in a comprehensive item
pool and the next step includes eliminating redundant
or poorly worded items. An iterative process including
the participatory research team will be used to refine
the items. Afterwards, scaling will be specified. Finally, a
preliminary version that undergoes cognitive pretesting
will be defined. With regard to the proposed modular
character of the evaluation tool, separate modules can be
developed for researchers and patients.

Cognitive pretests

Procedures and data analysis

Cognitive pretests will use the “Think Aloud’ technique.
We will invite 5 researchers and 5 patients who have
already participated in the previous study phases to the
first round; consent will be obtained on-site using paper-
pencil forms. The researchers and patients will be asked
to verbalise their thoughts that lead them to the answer
while filling out their questionnaires. We plan to conduct
cognitive pretests in person. Therefore, we will primarily
recruit patients locally. The ‘Think Aloud’ will be
recorded in writing and evaluated. Using the data from
the cognitive pretests, the researchers and the participa-
tory research team will discuss and decide on revisions.
The decisions will be reached by consensus. The revised
items will be presented in a second round of cognitive
pretests involving another 5 researchers and 5 patients.
After a further revision, the pretested and revised modular
evaluation tool will undergo qualitative review.

67

Qualitative review

Procedures and data analysis

An online qualitative review will be conducted to investi-
gate the face validity of the developed items. Researchers,
patients and stakeholders who participated in the code-
sign workshop will be invited for the qualitative review.
A web-based survey including all items will be adminis-
tered using REDCap; informed consent will be obtained
online.”® Participants will judge each item with regard to
its relevance on a 4-point scale (1: not relevant, 2: some-
what relevant, 3: quite relevant, 4: highly relevant). They
will also be asked whether any important questions are
missing. To ensure that all items are relevant and reflect
the evaluation framework, the Content Validity Index
(CVI) will be calculated.®® The CVI is computed as the
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number of experts giving a rating of ‘very relevant’ for
each item divided by the total number of experts. Values
range from 0 to 1 where CVI >0.79, the item is relevant;
between 0.70 and 0.79, the item needs revisions and if the
value is below 0.70, the item is eliminated. Nevertheless,
there should be at least three items per domain. Based on
the scores, a revision will be made.

Phase 3: piloting a modular evaluation tool

Aim and methods

The pilot study is intended to provide information on the
reliability and validity of the developed modular evalua-
tion tool. We will consider the relevant literature on the
quality criteria for health outcome measurements.” *
With regard to reliability, we will focus on internal consis-
tency and retest reliability, as there are no measurement
standards for PPI evaluation tools. Additionally, we will
account for the additional aspects of construct validity:
factorial validity and convergent validity.

Web-based pilot study

Recruitment and procedures

Researchers and patients will be recruited by updating
identifying the principal investigators of ongoing publicly
funded health services research. Additionally, snowball
sampling and sampling through personal knowledge will
be applied. Researchers and patients will be invited to
take part in web-based pilot testing of the modular eval-
uation tool. They will receive emails and individualised
links. Reminders will be sent to improve the response
rates.”’ Participants are eligible when they are involved in
a currently ongoing health research project that imple-
ments PPI. At the end of each survey, participants can
also generate a code for specific ongoing projects and
send links to the web-based pilot study to identify other
project members. The code can be used to merge eval-
uations on specific projects. Moreover, participants can
choose whether they would like to receive a score sheet
after closure of the pilot study.

Overall, the pilot study is intended to collect a total of
at least 200 responses. Modules that can be answered by
researchers or patients only should be answered by at
least 100 participants. This will constitute an appropriate
sample size providing insights into psychometric testing.
A randomly chosen subsample of n=50will be invited to
fill in the core modules a second time after approximately
Iweek. REDCap”® will be used to implement the web-
based survey. Informed consent will be obtained online.

The survey will include the items from the developed
modular evaluation tool items as well as the PPEET?’
to establish convergent validity. The PPEET has previ-
ously been used for validation studies,29 and an autho-
rised German version of the PPEET exists. Participating
researchers and patients will also be asked to provide
information on individual characteristics, such as age and
gender, as well as seniority for researchers and patients’

health condition with lived experience for patients,
respectively.

Data analysis

For sample characteristics, we will consider descriptive
data. For item analysis, we will use descriptive data (N,
mean, SD, range, skewness, kurtosis and item difficulty).
Internal consistency will be evaluated by Cronbach’s o or
the Kuder Richardson coefficient for dichotomous items.
To assess test-retest reliability and construct validity, we
will calculate correlations. We assume moderate correla-
tions of the modules with related items of the PPEET. With
regard to factorial validity, we will perform exploratory
factor analysis. Further relevant aspects for reliability and
validity testing, for example, additional scales to be used
and strengths of correlation, will be determined when
the evaluation framework is agreed upon. All data will
be analysed using IBM SPSS Statistics 29.” The aim is to
obtain a modular tool with internally consistent scales
(Cronbach’s o >0.70) that captures a broad spectrum
of factors relevant for PPI as identified in the evaluation
framework.

Patient and public involvement

This researcher-initiated study was discussed with partic-
ipatory research teams and patient advisory boards of
previous and ongoing studies. For the proposed 3year
project, a participatory research team comprising eight
patient partners will be set up. The first meetings will
be used to offer a research training to all patient part-
ners. During the different phases of the project, they
will, for example, give feedback on study information
and consent forms for the web-based survey, the patient
focus groups and the codesign workshop. They will assist
in recruiting strategies, discussing qualitative analysis,
evaluating cognitive pretests and discussing the proposed
findings of this study’s dissemination of project progress
and results. Further involvement can be agreed on during
the research process. They will assist in writing papers by
reviewing early drafts and providing feedback. We plan
to involve the participatory research team in all phases of
the project through in-person and virtual meetings. Addi-
tional feedback from the participatory research team can
be obtained via email between the meetings for specific
aspects. Members of the participatory research team will
be offered an expense allowance to acknowledge their
contributions. The participatory process will be continu-
ously evaluated through short surveys after each meeting
and systematic reflections on process aspects, for example,
team interactions, changes and impacts.” 7

ETHICS AND DISSEMINATION

Ethical considerations

Researchers and patients will participate in the study. This
study does not involve any medical or psychological inter-
vention that poses risk or harm to participants. The study
will be conducted in accordance with the principles of
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the Helsinki Declaration and the standards of good scien-
tific practice. All participants will be informed about the
meaning, purpose and procedure of the study as well as
the handling of the collected data. Informed consent will
be obtained from all participants prior to taking part in
the study. Approval from the Local Ethics Committee of
the Centre for Psychosocial Medicine, University Medical
Centre Hamburg-Eppendorf (LPEK-0889) and data secu-
rity officer has been obtained (LPEK-0889).

Data handling
New data will be generated in the empirical parts of the
proposed project (survey, interviews). Researchers and
patients will provide quantitative (eg, ratings) as well
as qualitative data (eg, text, speech) in the web-based
surveys, focus groups and co-design workshops. The
web-based surveys conducted in phase 1 and phase 3,
along with the qualitative review, will use the REDCap.
REDCap supports data collection in accordance with the
law (ie, DGSVO), protecting the privacy of respondents
(eg, secure infrastructure, no cookies, no IP addresses
in log files). For transcription of the focus groups, audio
recordings will be uploaded to a secure and encrypted
network and handled, ensuring data protection regula-
tions. Quality checks of the transcripts will be performed
by the interviewers and, if agreed on, by the interviewees.
Audio recordings will be deleted after transcription, and
the transcripts will be anonymised. Protocols will be made
available for those who took part in the workshops or
cognitive debriefings. This allows a quality check.
Informed consent for participation in the online
surveys, focus groups, co-design workshops, cognitive
debriefing and qualitative review will be obtained. The
project team will store all data on a secure and encrypted
network drive, with access to project team members.
Declarations of consent and transcripts or protocols will
be archived separately for 10 years before deletion. When
compiling the results, no information will be published
that could allow conclusions to be drawn about individual
persons.

Dissemination plan

Attention will be given to effectively disseminating project
results to researchers and patients. In accordance with
open science practices, study deliverables, especially the
evaluation framework and the evaluation tool, will be
licensed under a creative commons licence and made
available on the project website. For both deliverables,
patientfriendly accompanying material developed with
the participatory research team will be available. After
the piloting of the modular evaluation tool, it is aimed
at providing an online tool that allows researchers and
patients to evaluate PPI in specific projects. This holds the
opportunity to monitor PPI in health services research
in Germany, but also to enable researchers and patients
to receive individual feedback. The implementation of
the online evaluation tool will be envisaged for a second
funding period.

The study results will be presented to the participating
researchers and patients in a public symposium, dissem-
inated at national and international conferences and
published in peer-reviewed journals. Moreover, there will
be open access to the scientific results (eg, open access
articles), and we will provide lay-friendly summaries of
published scientific articles on the project website. As is
customary, the results will be reported back to the funder
on project completion.

Status of the study

The study started on 1 January 2025, data collection is
planned to start on 22 September 2025 and the project
is scheduled for completion on 31 December 2027
according to the current timeline. To date, approval from
the Local Ethics Committee of the Centre for Psycho-
social Medicine, University Medical Centre Hamburg-
Eppendorf (LPEK-0889) has been obtained. We have
started contacting interested patient partners for the
participatory research team and initiated collaborations
with international colleagues and cooperation partners.
No substantive work within the different study phases has
begun prior to the publication of this study protocol.
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