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Background: Clinical practice guidelines (CPGs) are designed to assist health care professionalsin medical decision-making,
but they often lack effective integration of shared decision-making (SDM) principles to reflect patient values and preferences,
particularly in the context of preference-sensitive CPG recommendations. To address this shortcoming and foster SDM through
CPGs, the integration of patient decision aids (PDAS) into CPGs has been proposed as an important strategy. However, methods
for systematically identifying and prioritizing CPG recommendations relevant to SDM and related decision support tools are
currently lacking.

Objective: Theaim of the project isto develop (1) atool for systematically identifying and prioritizing CPG recommendations
for which SDM is considered particularly relevant and (2) a platform for PDAs to support practical SDM implementation.

Methods: The project consists of 6 work packages (WPs). It isembedded in the German health care context but has an international
focus. In WP 1, we will conduct a scoping review in bibliographic databases and gray literature sources to identify methods used
to foster SDM via PDAsin the context of CPGs. In WP 2, we will conduct semistructured interviews with CPG experts to better
understand the concepts of preference sensitivity and identify strategies for fostering SDM through CPGs. WP 3, a modified
Delphi study including surveys and focus groups with SDM experts, aims to define and operationalize preference sensitivity.
Based on the results of the Delphi study, we will develop a methodology for prioritizing key questions in CPGs. In WP 4, the
tool will be developed. A list of relevant itemsto identify CPG recommendationsfor which SDM ismost relevant will be created,
tested, and iteratively refined, accompanied by the development of auser manual. In WP 5, a platform for creating and digitizing
German-language PDAs will be developed to support the practical application of SDM during clinical encounters. WP 6 will
conclude the project by testing the tool with newly developed and revised CPGs.

Results:. The Brandenburg Medical School Ethics Committee approved the project (165122023-ANF). An international
multidisciplinary advisory board is involved to guide the tool development on CPGs and SDM. Patient partners are involved
throughout the project, considering the essential role of the patient perspectivein SDM. Asof February 20, 2024, we are currently
assessing literature references to determine eligibility for inclusion in the scoping review (WP 1). We expect the project to be
completed by December 31, 2026.

Conclusions: Thetool will enable CPG devel opersto systematically incorporate aspects of SDM into CPG devel opment, thereby
providing guideline-based support for the patient-practitioner interaction. Together, the tool for CPGs and the platform for PDAs
will create a systematic link between CPGs, SDM, and PDAs, which may facilitate SDM in clinical practice.

International Registered Report Identifier (IRRID): DERR1-10.2196/57611

(JMIR Res Protoc 2024;13:€57611) doi: 10.2196/57611
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: care professionals in engaging in SDM [9-11]. Additionally,
Introduction datafrom implementation research and health care professionals
Background practicll  experience  with CPGs indicate that

guideline-associated barriers impede the implementation of
SDM in clinical practice: First, there commonly exists a risk
that hedth care professionals misunderstand CPG
recommendations as strict instructions to follow in any case,
regardless of patient preferences[4,12]. A survey among health
care professionals revealed that they perceive stronger and
weaker recommendations as equally binding [13]. Second,
depending on the health care system mode, the devel opment of

Clinical practice guidelines (CPGs) are systematically developed
statements that provide evidence-based recommendations for
decision-making by health care professionals and patients
regarding appropriate care for particular health problems[1,2].
However, CPG recommendations should be contextualized to
apatient’s personal circumstances, making it essential to apply
a person-centered CPG approach [3,4]. Therefore, CPGs aim

to support medical decision-making that considers the values
and preferences of patients [4].

Shared decision-making (SDM) isan established procedure that
supports patients and health care professionals in making joint
decisions on health issues [5,6]. To reach a shared decision,
discussing the possible options and supporting the patient to
become aware of their individual preferencesare essential SDM
steps to be considered in practice [6,7].

SDM is desired by patients and expected from hedth care
professionals when implementing CPG recommendations [8].
However, initial studiesindicatethat intheir current form, CPGs
are only suitable to a very limited extent for supporting health

https://www.researchprotocols.org/2024/1/e57611

guideline-based quality indicators and the resulting nonfinancial
and financia incentives for a hedth care facility (eg,
certification and remuneration) can contribute to health care
professionalsfollowing arecommendation rather than discussing
the available treatment optionswith patients[4,14]. In particular,
this appliesto possible legal consequences such as malpractice
claims [15]. From the perspective of SDM researchers, CPGs
have been repeatedly criticized for hindering rather than
promoting person-centered decision-making [4,11,16,17].

To overcome these barriers, it is necessary to integrate tools
and use avariety of strategies, which enable SDM through CPGs
and facilitate the implementation of SDM in clinical practice
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[4,5]. Therefore, it is important to first identify the CPG
recommendationsthat are particularly relevant to SDM [4,7,18].
Evidence suggests that SDM is appropriate when faced with
preference-sensitive options, where the choice of option depends
largely on the individual preferences of the patient [4,5,7].
Preference-sensitive decisions are typically decisionsin which
there exist multiple options, but either the value that patients
place on the associated benefits and harms differ or the available
options are relatively balanced in terms of their benefits and
harms [4,7]. Regarding the Grading of Recommendations,
Assessment, Development and Evaluation methodology,
conditional recommendationsimply discussion of benefits and
harms with patients [19]. However, it must be emphasized that
the degree of preference sensitivity does not necessarily depend
on the certainty of evidence.

When faced with such preference-sensitive decisions, decision
support tools can be used to facilitate decision-making [4,18].
Decision support toolsinclude, for instance, patient versions of
CPGs, decision trees, and patient decision aids (PDAS) [4].
However, of thesetools, particularly PDAs used during clinical
encounters have the purpose of enabling SDM [4]. PDAs are
available in various formats, such as booklets, |eaflets, videos,
or web-based resources[20]. In this project, we focus on PDAS
that meet least the following elements[21-25]: (1) they provide
evidence-based information about available treatment options,
including their potential benefits and harms, to a specific patient
target group and (2) they aim to facilitate decision-making and
encourage SDM by empowering patientsto exploretheir values
and preferences regarding the avail able options.

PDAs cover different types of decisions (eg, prevention,
diagnosis, and treatment) and are available for many different
conditions and health problems (both acute and chronic) [22,25].

By establishing a more robust link between CPGs and PDAS,
it is possible to translate genera CPG recommendations into
personalized recommendations for SDM processes more
effectively [4,16]. Overall, thereis consensus that PDAs can be
avehicle by which CPGs and SDM can be linked [4,26].

In addition, there is high-quality evidence that PDAs as a tool
for SDM can improve patient-relevant outcomes [20,27].
However, research indicates that despite the proven benefits of
high-quality PDAS, they are not being used enough in practice
likely due to inadequate resources for continuous updating or
because of health care professionals' reluctance to accept them
when not having been involved in their development [28-30].
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In contrast, studies show that health care professionals consider
brief, guideline-based PDAsto bevaluablefor practice[12,31].

At expert workshops hosted by the German Network for
Evidence-Based Medicine (EbM-Network; on September 1,
2022, as part of the EbM Congress) and the Guidelines
International Network (GIN; on September 24, 2022, as part of
the GIN Conference) [32], national and international CPG
developers unanimously formulated a high need for atool that
could aid in the structured prioritization of CPG
recommendations according to their relevance for SDM aswell
as for a repository or database for guideline-based PDAS.
Currently, there are no tools available for the systematic
identification and prioritization of CPG recommendations with
high SDM relevance [4].

Objectives

We aim to develop atool that will enable CPG developers to
systematically identify and prioritize CPG recommendations
for which SDM is considered particularly relevant. Thetool for
CPGs will be generic and can be used regardless of the
underlying condition or health problem. In parallel, weaim to
develop aplatform for PDAs. Whilewe focus on German CPGs
for practical reasons, the project has aclear international focus
and aims to inform CPG devel opment worldwide.

Methods

Overview

The project, titled Development and testing of atool to foster
shared decision-making in clinical practice guidelines
[Entwicklung und Testung eines Instruments zum Einbezug
von Shared Decision-Making in Leitlinien; acronym EDELL],
is funded by the German Innovation Fund and affiliated with
the Brandenburg Medica School Theodor Fontane in
cooperation with 3 consortium partners, including the German
Agency for Quality in Medicine, Clinical Guideline Services
GmbH, and SHARE TO CARE Patient-Centered Care GmbH.
The guidelines working group of the German EbM-Network
supports the project as a cooperation partner.

Study Design

The project comprises 6 work packages (WPs) and will run over
3 years (Q4 2023 to Q4 2026; Figure 1). WPs 1 to 3 serve as
preparation for devel oping and testing the tool afterward in WPs
4 and 6. WP 5 runs parallel to the other WPs by developing a
platform for PDAs to complement the tool.
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Figure 1. Overview of the project course. API: application programming interface; CPG: clinical practice guideline; PDA: patient decision aid; Q:

quarter; SDM: shared decision-making.

WP 1: scoping review
Q4/2023 — Q3/2024

Conduct:
Study selection in duplicate

.
+  Standardized data extraction
+  Narrative data svnthesis

WP 2: qualitative study
Q1/2024 — Q3/2024

Conduct:

*  Recording, transcription, coding, analysis (Mayring)

WP 3: modified Delphi study
Q1/2024 — Q4/2024

CPGs
Conduct:
Project team synthesizes findings of WP 1, 2

Discussion of survey results in focus groups

. s o

WP 1, 2, 3 — knowledge creation

Objective: To identify and map methods used to foster SDM via PDAs in the context of CPGs

Scoping literature search in bibliographic databases, gray literature, call for further literature

Objective: To determine how experts identify preference-sensitive recommendations and integrate SDM aspects into CPGs

+  Semistructured interviews with experts in CPG (development) and SDM

Objective: To determine how experts define and operationalize preference sensitivity and how they prioritize key questions in

Distribution of a survey to experts to vote on statements related to preference sensitivity

Further surveys with subsequent focus groups until agreement on statements

v

v

WP 4, 6 — tool for CPGs

WP 4: CPG tool development
Q4/2024 — Q4/2025

relevant recommendations in CPGs
Conduct:

preference sensitivity and prioritization issues

feedback loops, finalization of the list (ie, the tool)

testing

+  Formation of a multidisciplinary testing group

+  Testing of the tool to identify preference-sensitive
recommendations

+  Group discussion and feedback loops

Objective: To develop a tool enabling CPG developers to identify SDM-

*  Project team compiles a preliminary list of items relevant to
. Pilot test of the preliminary list of items on CPGs, iterative

*  Subsequent development of a user manual for the tool

$ PDAs in the database of the
U ) platform
WP 6: CPG tool testing *  Develop interface where new
Q1/2026 — Q4/2026 ) . PDAs can be developed
Objective: To test the tool on CPGs currently being developed or revised; «  Develop quality criteria that
integrate SDM strategies into CPGs PDAs need to fulfill to be entered
Conduct: ) i to the platform
+  Selection of German CPGs under revision or development for the «  [dentification of takeover

WP 5

platform for PDAs

WP 5: PDA platform development
Q12024 — Q22026

Objective: To develop a platform for PDAs
based on which it is possible to (1) newly
develop PDAs based on CPG evidence and
(2) integrate already existing PDAs to the
database

Conduct:

+  Conception, programming, and
testing of the platform (front and
back end; API system)

+  Search for PDAs; collect existing

opportunities for organizations or
companies to continue the
platform after the project end

In WP 1, we aim to summarize the methods currently used to
foster SDM via PDAsin the context of CPGs. In WP 2, we will
conduct interviewswith international expertsto determine how
preference-sensitive recommendations can be identified and
how SDM can be successfully implemented in CPGs. INnWP 3,
amodified Delphi study with SDM experts will be conducted,
aiming to define and operationalize preference sensitivity and
develop amethodology for prioritizing key questionsin CPGs.
WP 4 will concern the actual development of the tool by
generating items that are relevant for the identification of
SDM-relevant recommendations. Subsequent eval uation of the
tool’s first version will follow. In WP 5, our aim is to develop
a digital platform that will provide (1) a toolkit for the
development of PDAs and (2) adatabase for German language
PDAs. Findly, in WP 6, practical testing of the tool within
selected CPGs will follow.

https://www.researchprotocols.org/2024/1/e57611
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WP 1: To Identify and Map Methods Used to Foster
SDM Through PDAsin the Context of CPGs—A
Scoping Review

Objective, Literature Search, and Eligibility Criteria

In WP 1, we will conduct a scoping review, which adheres to
the PRISMA-SCR (Preferred Reporting Items for Systematic
Reviews and Meta-Analysis Extension for Scoping Reviews)
[33] and follows the updated methodological guidance for the
conduct of scoping reviews proposed by the JBI (formerly
Joanna Briggs Institute) [34].

To provide an overview of methods to foster SDM via PDAs
in the CPG development process, we will use the GIN Public
Toolkit—Patient and Public Involvement in Guidelines as a
starting point [4]. To account for the progress after the
publication of the GIN Public Toolkit, wewill update the current
state of knowledge by conducting a scoping review in relevant
scientific databases (PubMed and Embase; see Multimedia
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Appendix 1 for full search strategy). To account for
research-relevant information that is not formally published
[35], wewill additionally search in Google and Google Scholar.
The search will be restricted to studies published since 2000,
as the link between CPGs and PDAs is relatively new [3,4].
References will be eligible for inclusion if they meet all the
following criteria: they are published from the year 2000
onward, provide information about the methodology of
developing and integrating PDAs in the context of CPGs, are
available in German or English, and have full texts available.
The exclusion will apply to studies not focusing on PDAs but
on other patient-directed knowledge tools, such as the patient
version of CPGs.

As part of the scoping review, handbooks, method manuals,
and other documents of international CPG organizations that
are known for providing patient-directed knowledge tools [36]
(see Multimedia Appendix 2 for alist of organizations) will be
sought via their websites. To obtain additional information on
methods for the development and integration of PDAS in the
context of CPGs, we will contact experts via the
earlier-mentioned CPG organizations[36] and viaGIN. Ideally,
thiswill help to identify CPGsthat have already systematically
integrated PDAS, as the applied methods for doing so cannot
be easily identified using other research techniques. After
removing potential duplicates, 2 reviewers (LF and LVS) will
independently screen all identified literature based on title and
abstract for eligibility. They will independently continue with
a full-text screening of references found to be eligible at the
title and abstract screening stage. A list with the reasons for
excluding full textswill be compiled, while disagreements will
be resolved through discussion and by contacting a third
reviewer (DP) for advice.

Data Callection and Analysis

Onereviewer (LF) will extract findingsinto standardized tables,
which the second reviewer (LVS) will double-check. The
extraction tables will contain categories of general study and
method manual characteristics, such as title, publication year,
authors, and their corresponding CPG organization.
Additionally, information concerning the methods for
developing and integrating PDAs in the context of CPGs will
be extracted. Disagreements will be again resolved through
discussion, and consensus will be reached by the judgment of
a third reviewer (DP). The generated information will be
narratively synthesized.

WP 2: To Determine How Experts | dentify
Preference-Sensitive CPG Recommendations and
Integrate SDM Strategies Into CPGs—A Qualitative
Study

Objective

In WP 2, we aim to explore experts perspectives on the
identification of preference-sensitive CPG recommendations
and the successful integration of SDM strategies into CPGs by
conducting a qualitative study via semistructured interviews.
We will use COREQ (Consolidated Criteria for Reporting
Qualitative Research) for planning and reporting [37].

https://www.researchprotocols.org/2024/1/e57611
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Sampling

For recruitment, we will develop a sample plan to ensure that
relevant experts of national and international CPG organi zations
are adequately presented (ie, selective sampling). By contacting
the 17 CPG organizations mentioned earlier [36] and potential
other identified relevant organizations, we will continue to
recruit experts until we reach data saturation. However, we
expect that 10-15 experts will be sufficient to reach data
saturation. Their expertise concerns the areas of CPGs, PDAS,
and SDM. For example, experts can be either methodol ogists
or health care professionalsinvolved in CPG devel opment.

I nterview Guide

The consortium and al collaborators will conceptualize an
interview guide before the interview. The devel oped interview
guide will be piloted in the first interviews and adapted if
necessary. The guide will include preformulated open questions
related to the project topic but will focus in particular on
guestions concerning (1) What is meant by preference
sensitivity? and (2) How can SDM be successfully integrated
into CPGs? All interviewees will receive the interview guide
in advance.

Data Callection and Analysis

The interviews will be conducted by telephone or
videoconference and digitally recorded. The interviewer will
take notes during or immediately after theinterview. Conducted
interviews will be transcribed, coded, and analyzed using
MAXQDA analysis software (standard version 18.2.4; Verbi
GmbH). The interviews will be analyzed using qualitative
content analysis according to Mayring [38]. A category system
will be developed deductively based on the core themes or
questions. Further subcategories may be developed inductively.
Category building will be discussed within the research team.

WP 3: To Determine How Experts Define and
Operationalize Preference Sensitivity and How They
Prioritize Key Questionsin CPGs—M adified Delphi
Study

Objective

WP 3 will start with aworkshop to synthesize the results of WP
1 and preliminary results of WP 2, based on which amultistage
Delphi study including Delphi focus groups will be conducted.
As there has been limited research in the area of preference
sensitivity and prioritization of CPG questions with regard to
the provision of PDAs, WP 3 aims (1) to provide a clear and
generic definition of preference sensitivity and (2) to identify
clear criteriafor prioritizing CPG recommendationswhere PDAS
may be required. To systematically develop statements on the
topics of preference sensitivity and prioritization of CPG
guestions regarding the provision of PDASs, all members of the
core team and the patient partners of the project will participate
in the workshop. The subsequent modified Delphi study will
be based on the internationaly proven RAND/UCLA
Appropriateness Method [39]. Wewill use ACCORD (Accurate
Consensus Reporting Document) for reporting [40].
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Sampling

Expert pandists will be recruited through GIN and the
International Shared Decision Making Society and invited by
email to participate in the Delphi study. We will select the
panelists on the basis of their expertise while ensuring
representation of relevant perspectives (ie, selective sampling
of CPG or SDM methodol ogists and health care professionals).
The Delphi survey rounds will each consist of 20-30
participants, approximately half of whom will actively
participate in the Delphi focus groups.

Delphi Process

Based on the workshop conducted in advance, statements on
the topic of preference sensitivity will be developed and put to
vote. Before distributing the survey to the panelists, the
developed statements will be pilot-tested by the Brandenburg
Medical School Theodor Fontane and consortium partners to
ensure clarity, usability, and functionality. Asafirst step in the
Delphi study, a group of national SDM experts will evaluate
and, if necessary, expand criteriathat are considered appropriate
for SDM. In the second step, international panelists will be
asked to consider and vote on the inclusion of statements in
web-based Delphi rounds in order to achieve a high level of
agreement. Voting will take place on a scale from 1=no
agreement to 8=full agreement. To specify the statements for
the second Delphi round and the Del phi focus group discussion,
afree-text option will be offered for each item. For a statement
to be accepted, 75% (n=15-23) of the participants must agree
with the statement, defined asavalue of 5 or higher. Participants
in the Delphi rounds will be sent the respective preliminary
resultsand asked for feedback. Asthe number of Delphi rounds
isdifficult to estimate apriori, wewill flexibly adapt the number
of rounds needed to reach an agreement for statements put to
vote. However, most Delphi studies reach agreement within 2
or 3 rounds, which is also assumed to be the case here. A new
vote will be taken in each round.

In addition to the written feedback, the Delphi focus group will
be held viavideoconference. The purpose of the focusgroup is
to reach an agreement on statements that were not agreed upon
in the previous survey rounds. With an agenda, background
information, consent form, and survey results provided in
advance, participantswill discussthe statements before averbal
summary and final vote. The results of this Delphi focus group
will be recorded and incorporated into the methods to be
developed.

WP 4: To Develop a Valid and Reliable Tool Enabling
CPG Developersto I dentify SDM-Relevant
Recommendationsin CPGs—Item Generation, User
Manual, and Testing

Objective

Thefindings from the previous WPs will form the basis for the
development of the tool to identify recommendations in CPGs
that are most relevant to SDM. The methodol ogy for devel oping
thetool isbased on the methodsfrom the AGREE |1 (Appraisal
of Guidelines for Research and Evaluation I1) portfolio [41].
The process that we will follow, as described below, is geared
on the development of the AGREE-REX (Appraisa of

https://www.researchprotocols.org/2024/1/e57611
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Guidelines for Research and Evaluation-Recommendations
Excellence) [42,43]. A small working group (consisting of the
project partners) will compile a preliminary list of initially
relevant items, which will mainly be derived from the results
of WPs 1-3. Subsequently, the list will be revised and reduced
in terms of focus and objectives as well as potential overlaps
between items. At the same time, a user manua will be
produced, presenting the itemswith background, rationale, and
explanation.

ltems

Items will reflect relevant aspects of preference sensitivity as
identified in WPs 1, 2, and 3 aswell as aspects of prioritization
such as relevance of the clinical decision, burden of disease or
treatment, and others. Items will be assessed using a Likert
scale. An overall score may be calculated by summing up the
individual scores. The use of weighing different items will be
assessed by the devel opment team. The higher the total score,
the greater the need to provide SDM support for the respective
recommendation. The possibility to generate a total score will
facilitate the use and interpretation of the tool for subsequent
application.

Prioritization

The number of PDASs developed or integrated into a CPG will
depend highly on the resources available. The tool will reflect
this by providing the possibility to prioritize those
recommendations for which decision support seems most

needed. Whether a cut-off value or aranking according to total
scores is more helpful will have to be considered.

Testing

The items on the list (i, the preliminary tool), including the
user manual, will be tested on 5 completed CPGs within the
working group and then revised. We will ensure that the sel ected
CPGs cover a broad spectrum of (1) conditions and (2) areas
of application (diagnosis, prevention, and treatment).

The tool will be applicable to all recommendations of a CPG,
regardless of the grade of recommendation. However, it may
be discussed whether strong negative recommendations,
probably recommendations for emergency settings, are worth
rating, given that the addressed intervention is no sensible
alternative (no benefit but relevant harm) or the urgency to act
does not alow for SDM. The resulting version of the tool will
be circulated among the project partners. They will be asked to
provide feedback with regard to clarity, compl eteness, relevance,
and user-friendliness. This includes both the items and the
overal structure. The group will use the feedback received to
revisethetool. Thisversion will then be circul ated to the project
partners to test the tool against 2 CPGs and provide feedback,
whichwill befollowed by another revision and refinement loop.
The project partners will finalize the items in a concluding
workshop.

WP 5: To Develop a Platform for PDAs

Objective
A key strategy to promote SDM in CPGs is to attach or link

PDAs to SDM-relevant recommendations so that health care
professionals can directly find the PDA and use it as support
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for the SDM process when their patient is facing a medical
decision. In addition, thereis currently no platform in Germany
that (1) collects already existing PDAS, (2) makesthem easy to
find, (3) systematically compiles them, and (4) facilitates the
creation of machine-readable PDAs through a user-friendly
web-based editor. Taken together, we recognized the need to
develop a platform for PDAs. With this platform, it will be
possible to develop PDAs semiautomatically and to digitize as
many of the existing formats of German-language PDASs as
possible in a database in order to make them ubiquitously
available viaan interface for other applications (eg, hospital or
physician information systems). Theaimisto create avaluable
possibility, in particular for those who create CPGs, to link
existing PDAs and create new PDAS on key issues with little
effort from the evidence syntheses that have been done in
advance as part of the CPG work. WP 5isof central importance
for the project, as the development of the tool for CPGs alone
misses the point of care practice. Without such a platform, the
CPG tool would be able to identify and prioritize the
recommendations for which SDM seems most relevant in the
CPG devel opment process, but the bridgeto support the practical
SDM process between health care professionals and patients
would be missing. The platform also corresponds with the idea
that all CPGs should be digitized so that PDAs can ultimately
be better integrated or linked with CPGs and thus be more
readily available at the point of care. An example of such a
platformisPADA (formerly Collaborative Platform for Authors
of Healthcare Decision Aids), which can be used to create new
PDAs [44]. However, our target database aims to take another
step forward by integrating already available PDAS, which may
also differ in their formats, into the database.

Platform Development

Tothisend, adata structure is being devel oped that can be used
to map the majority of existing PDA formats and make them
digitaly available. Asacentral function, the database will allow
PDAs to be linked to each other and to externa resources, for
example, to the respective recommendation in the CPG and vice
versa, when possible.

Three forms of presentation for PDAs are planned for the first
version of the platform: (1) digital user-friendly option
overviews, (2) multistage and partially digital user-friendly
PDAs, and (3) option for information based exclusively on a
sequence of texts, tables, and graphics.

To fill the database, known authors of PDAs will be contacted
and invited to enter their PDAs in the German language.
Additionally, a simultaneous search will be conducted in
bibliographic databases such as PubMed and Embase,
complemented by a Google search. A selection of PDAs
identified in this way will be entered into the database when
agreed by the PDA authors. The PDAs will be selected
according to quality criteria defined during the project phase.

For the specific implementation of important functions, such
as import, maintenance, linking of literature sources, data
structuresfor study results or effect measures, and word export,
previous knowledge of the consortium partners can be used.
The platform should allow registered authors to independently
enter PDAs into the system. For this purpose, a back end will
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be developed that includes a team-based user administration,
an input system for PDAs in the 3 modes described earlier, as
well asareleaseworkflow for the PDAsand aversioning system
for tracking changes. A literature management system for citing
literature referencesin the PDA and aglossary function are also
planned.

The front end with the interface for searching and retrieving
PDAs should include a simple and comprehensive search with
filter options using keywords and metadata (eg, subject area,
year, and publisher). Users of the platform should be able to
rate and review the PDAs (honpublic). Possible improvements
in presentation and compl eteness can be suggested by automated
feedback mechanisms aimed at continuously evaluating and
improving the quality of PDAs. Theinterfacewill be devel oped
in a responsive design, making it possible to be displayed on
mobile devices, tablets, and PCs. In addition, it should be
possible to export the PDA as a PDF and other formats.

The system should provide an interface (application
programming interface), through which third-party systems can
access the system and retrieve PDASs. For example, integration
into hospital information systems, decision support systems, or
similar would be possible. The interface should have an
authentication mechanism and allow access to the PDA and its
metadata in a structured form.

To meet the needs of CPG developers and patients, they will
beinvolved in the planning and subsequent test phase. To ensure
the continuation of the platform after the end of the funding
phase, it is intended to evaluate possibilities for further
development and continued operation. A viable concept for this
will be developed during the funding phase. In our view,
possibleinstitutionsthat could beinterested in the continuation
of such a platform include the EbM-Network, the German
Network for Health Literacy, and the Association of the
Scientific Medical Societies (AWMF), in addition to their
digitization strategy.

Platform Quality Criteria

For theintegration of PDAsinto the platform, inclusion criteria,
intermsof minimum requirements, will be developed in advance
and applied to the identified PDAs. The Good Practice Health
Information of the EBM-Network [45] and the International
Patient Decision Aid Standards criteria[46], among others, will
be used to develop the quality criteria.

WP 6: To Test the Tool on CPGs Currently Being
Developed or Revised

Objective

The last WP will serveto test the tool on approximately 12-15
German CPGs. Applying the tool in practice will allow to gain
insightsinto its handling and application. At the sametime, the
actual integration of PDAsto CPG recommendationsidentified
by thetool as sensitiveto individual preferenceswill be realized.

Selection of Suitable CPGs

For pragmatic reasons, the selected CPGs should be close to
completionin order to test the developed tool. It isaprerequisite
that the CPG group is currently working on the CPG, but at the
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sametime, new or updated CPG recommendations have already
been established so that individual recommendations or entire
CPG chapters can already be used. Given theincreasing number
of living guidelines [47], this selection process seems realistic
and has the advantage of not having to wait for the entire CPG
to be finalized or updated. We will consider S3 CPGs (which
represent the highest level of a systematic approach in the CPG
development process according to the AWMF) registered inthe
AWMF registry or CPGs under revision, including the National
Program for Disease Management Guidelines (NDMG) and
CPGs of the German Guideline Program in Oncology (GGPO).
For this purpose, an overview of these CPGs will be obtained
from the AWMF registry and sorted by planned publication
date (or aternatively expiry date of the CPG to be updated). In
this way, the CPG organizations that are closest to finalizing
the respective CPG will be contacted first. The relevant CPG
organizationswill be contacted consecutively but in such away
that at least 3 CPGs of the NDM G and GGPO will beincluded.
Pragmatic aspects, such as the willingness to participate in the
testing of thetool, will be particularly important in the selection
process. The number of CPG recommendationsincluded in the
testing will vary from chapter to chapter, both within and across
the CPGs. Approximately 30 recommendations per CPG should
be included in the test. To achieve the planned number of
recommendations for testing the tool, we may also decide to
use several chapters of a CPG.

Testing Phase

Similar to the development of quality indicators [48] or patient
versions of CPGs [49] during the initial CPG devel opment
process, asmall multidisciplinary team will be formed for each
CPG, on which the tool will be tested. For this purpose, in
addition to the person responsible for the respective CPG chapter
(ie, CPG methodologist and health care professiona), the
involvement of patientsand patient partnersis planned. Patients
or patient partners who are aready involved in the CPG
devel opment will be contacted first. Otherwise, aternativeswill
be sought through patient organizations. The team will be
completed by a person involved in the development of the tool
(ie, one member of our project team) and an SDM expert. At
the beginning of the testing phase, the latter 2 group members
will present the SDM concept and the developed tool to the
multidisciplinary team. Using the tool, the multidisciplinary
team approachesa CPG that isbeing revised or newly developed
and screensall CPG recommendations. This meansthat the tool
will be applied to every single recommendation. Ratings will
be given by health care professionals and patients. Theseratings
will be used to prioritize preference-sensitive recommendations.
The SDM expert and amember of our project team will support
the rest of the team in gathering continuous feedback with the
intention of refining the tool during the application phase, if
necessary. Each test group will provide (1) verbal feedback
directly during the testing phase and (2) written feedback viaa
guestionnaire after the testing phase.

In a final workshop, the findings and experiences will be
reflected upon with representatives of the NDMG, GGPO, and
AWMF. The aim of the workshop (or several workshops, if
necessary) is to implement the tool in the respective manuals
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of the CPG organizations, taking into account their digitization
strategies.

Ethical Consider ations

For the qualitative studies (ie, WPs 2 and 3), ethics approval
was given by the Brandenburg Medical School on January 29,
2024 (165122023-ANF). Wewill obtain informed consent from
all participants prior to conducting these WPs, and participants
will have the opportunity to opt out at any point in time without
giving reasons. Data are deidentified and cannot be traced back
toindividuals. Participantsin WPs 2 and 3 will not receive any
compensation; patient partners in the project will receive an
honorarium to compensate for the time they devote to the
project. We will conduct our research in accordance with the
Declaration of Helsinki, respect the General Data Protection
Regulation and findability, accessibility, interoperability, and
reusability principlesfor datamanagement [50]. Ethicsapproval
is not required for the other WPs, as we will not be collecting
personal data. In WP 1, the scoping review involves secondary
research based on aready published material, whereas WPs 4,
5, and 6 focus on technical development and testing processes
that will be directly overseen by our project team. The findings
from each WP of the project will be published in peer-reviewed
journals and presented at scientific conferences. Results will
also be made available early in prepublication repositories.

Results

The project has started on December 1, 2023, and is ongoing.
To ensure that the patient perspective is taken into account,
patient partners areinvolved throughout the project and provide
input for each WP. For example, patient partners will be
consulted when compiling the list of items as part of the tool
development in WP 4 or when setting up and designing the
platform for PDAs in WP 5. As the project has international
relevance, an international advisory board is convened. The
members of the advisory board are internationally recognized
expertsinthefield of CPGsand SDM. Asof February 20, 2024,
we are currently assessing literature references to determine
eligibility for inclusion in the scoping review (WP 1). Upon
completion of WP 1 and WP 2, we expect to provide key
methodological considerations that will enable the linked
development of CPGs and guideline-based PDAs. At the end
of WP 3, a methods paper on the definition and
operationalization of preference sengitivity and the prioritization
of CPG key questions for PDAs will form the basis for the
subsequent WP 4. Once developed in WP 4 and tested in WP
6, the tool for CPGs will provide a methodologically valid
identification of CPG recommendationsfor which SDM appears
to be particularly relevant during the CPG devel opment process.
The platform for PDAs (WP 5) translates the objective of
supporting SDM into practice by providing tools to support
joint decision-making between patients and heath care
professionals. The PDAS on the platform can also be used to
link to the recommendations in the CPG that the tool has
identified as most relevant for SDM. We expect all parts of the
project to be completed by December 31, 2026.
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Discussion

Main Findings

This protocol outlines amultistage project aimed at developing
atool for CPGs to systematically identify and prioritize CPG
recommendations for which SDM is particularly relevant. It
describesthe parallel creation of aplatform for PDAsto support
the application of SDM in clinical practice. It outlines how both
thetool for CPGs and the platform for PDAs can work together
to foster SDM between patients and health care professionals.

The Project in Context

To our knowledge, thisis the first project to provide atool for
CPG developers to systematically consider SDM during CPG
development. The tool addresses the issue that current CPGs
often do not adequately facilitate deviations from
recommendations when appropriate[9]. By using thetool, CPG
recommendations that are particularly sensitive to individual
patient preferences can be highlighted, helping health care
professionals apply CPGs correctly and practice SDM. The
outputs of each WP will be able to support both evidence-based
and person-centered care [51,52].

Drawing on the proven effectiveness of PDAs [22], we
anticipate that the platform for PDAs has the potentia to
improve decision-making by providing adigital toolkit for the
devel opment of guideline-based PDAswhile serving asacentral
repository for high-quality PDAs at the sametime. This project
isinlinewith international effortsto support a person-centered
approach to CPGs [53] as well as efforts to use digital support
for the development of CPGs and PDAs (eg, computable
guidelines[54] and MAGICapp [55]). In the broader health care
context, this project represents one of several strategies needed
to strengthen SDM in practice [27].

Implications During and After the Project Phase

Although the aimisto devel op ageneric tool, we recognize that
during the development process, it may become apparent that
the tool needs to be adapted or modified due to the wide range
of conditions or health problems addressed in CPGs. We will
test the tool during the ongoing update or creation of CPGs.
Thiswill have the advantage that the tool can be tested directly
in practice but will be accompanied by the difficulty that CPG
development groups will be confronted with an increased
workload. While the tool will only be developed and tested on
CPGsin the project phase, we anticipate that these efforts will
also lead to the integration of PDAS into patient versions of
CPGs.
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Input from an international advisory board that collaborates
across countries to advise on the development of the tool will
ensure an international perspective on CPGs and SDM. Once
tranglated, the tool for CPGs will also be available in multiple
languages. We plan to keep updating, maintaining, and
disseminating the tool after this project. Further quantitative
validation will also be helpful. With regard to PDAs, more
research appears to be needed on issues such as “Which type
or format of PDA ismost effective (for which patient group)?’
“When to best useit?’ and “What is itsimpact, depending on
thetype of decision, condition, and other patient-rel ated factors
(such as socioeconomic factors and health literacy)?’

Limitations

Within the project, each WP has some limitations. These will
be discussed further in the publication of each WP. In WP 1,
limited resources may prevent the identification of all relevant
documents, as we cannot search al international CPG
organi zation websites. In WPs 2 and 3, a selective sample may
not fully reflect all health care contexts and stakeholder
perspectives, although we will mitigate this through careful
recruitment at the international level. In WPs 4 and 6, we will
develop and test the tool for CPGs primarily in the context of
German CPGs. However, CPG recommendations may differ
depending on the geographical context [56], and cultural
influences may contribute to a different operationalization of
preference sensitivity [57-59]. To overcome this shortcoming,
the international project advisory board will be consulted for
its expertisein al phases of the project. Similarly, the platform
for PDAs (WP 5) will be limited to German-language PDASs
for pragmatic reasons.

Conclusions

This project will produce a generic tool to promote SDM as
part of the CPG development process, with the potentia to
improve the quality of health care by enabling CPG developers
to systematically incorporate aspects of SDM into CPGs. This
will offer users, particularly health care professionals,
guideline-based support for the patient-clinician interaction.
The platform for PDAs will systematically link PDAs to
SDM-relevant CPG recommendations, thereby facilitating the
use of PDAs in practice. In the long term, this project intends
to raise awareness among international CPG organizations to
make SDM and related tools an integral part of CPGs and to
foster international collaboration to improve SDM practices
worldwide.
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