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ABSTRACT FOR PROTOCOL

Introduction

Information included in a PDA can significantly influence patients’ decisions and is, therefore, expected to be
evidence based and rigorously selected and summarized. Yet patient decision aid developers have not yet
agreed on a standardized process for the selection and summarization of the supporting evidence. We intend to
generate consensus on a process (and related steps and criteria) for selecting and summarizing evidence for
patient decision aids using a modified Delphi survey.

Methods and Analysis

We will develop an evidence summarization process specific to PDA development by using a consensus-based
Delphi approach, surveying international experts and stakeholders with two to three rounds. To increase
generalizability and acceptability, we will distribute the survey to the following stakeholder groups: patient
decision aid developers, researchers with expertise in shared decision making, patient decision aid development
and evidence summarization, members of the International Patient Decision Aid Standards group, policy makers
with expertise in patient decision aid certification, and patient stakeholder groups. For each criterion, if at least
80% of survey participants rank the criterion as most important/least important, we will consider consensus
achieved.

Ethics and Dissemination

It is critical for patient decision aids to have accurate and trustworthy evidence-based information about the
risks and benefits of health treatments and tests, as these decision aids help patients make important choices.
We want to generate consensus on an approach for selecting and summarizing the evidence included in patient
decision aids, which can be widely implemented by decision aid developers. Dartmouth College’s Committee for
the Protection of Human Subjects approved this protocol. We will publish our results in a peer-reviewed journal.

Words: 265

Article Summary

® Gap: There is no standardized method for selecting and summarizing the evidence in patient decision
aids.

e Solution: We're developing a process to ensure patient decision aids have the most up-to-date,
trustworthy evidence available.

e Clinical implications: This will help patients and clinicians know they can trust the information in patient
decision aids, so they can make the best decisions together.

® Health systems implications: Knowing that the evidence selection and summarization process is
rigorous, healthcare systems may feel more comfortable including patient decision aids in routine care.

e Strengths: Systematic involvement of patient stakeholders.

e Limitations: Limitations of online surveys include selection bias.

INTRODUCTION

Patient Decision Aids (PDAs) are tools that help patients and their clinicians make preference-sensitive decisions
together. They provide information about the harms and benefits of reasonable health-care options and help
patients compare options and clarify their values and preferences. They promote patient engagement in medical
decision making, collaboration between patients and their care team, increase knowledge and align patients’
choices with their preferences [1]. Therefore, the information included in PDAs can significantly impact patients’
decisions. For this reason, patients and clinicians expect the information in PDAs to be evidence based and
rigorously selected and summarized.
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The approach that PDA developers use to select and summarize the evidence in PDAs, however, appears
inconsistent. A recent international cross sectional survey of 15 PDA developers confirms that they do not have
an agreed-upon, standardized process to select and summarize evidence. They also do not always document the
evidence selection and summarization process [2]. Most organizations reported using existing systematic
reviews and clinical practice guidelines to select and summarize information for PDAs. Less than half reported
using a standard, documented approach to guide the evidence selection and summarization. When the
approach was documented, the documents offered varying levels of detail. Common evidence summarization
steps identified were: tool-relevant question formation, search strategies, evidence appraisals, and updating
policies. There was no standardized process across organizations to summarize evidence for PDAs. Although
agreed-upon approaches and tested methods for evidence summarization exist in other areas, such as clinical
practice guidelines, there is no agreed process (including steps and criteria within each step) for the selection
and summarization of evidence for PDAs.

The International Patient Decision Aids Standards (IPDAS) collaboration developed criteria for assessing the
quality of PDAs [3]. These criteria are also used by PDA producers to guide the development of the
interventions. However, only six items of the IPDAS checklist cover the selection and synthesis of evidence, and
do not provide any guidance about recommended methods for the evidence selection and summarization of
PDAs [3]. Further, the IPDAS instrument and the IPDAS minimum standards do not offer additional information
or guidance on the steps required to select and summarize evidence-based information for PDAs [4, 5]. Other
efforts to evaluate or certify the quality of PDAs have emerged [6], but none of those standards or certification
bodies describe recommended methods and criteria that PDAs producers should follow when selecting and
summarizing evidence for patient-facing interventions.

Evidence synthesis in other medical contexts is increasingly standardized, such as the selection and
summarization of evidence for clinical practice guidelines and systematic reviews. This process minimizes the
risk of bias in the end product [7-16]. The same level of scrutiny is justified when developing PDAs, as they may
directly influence patient care and decision making. Tasks such as the selection and identification of patient-
relevant outcomes, analysis of patient concerns and priorities, description of the quality of evidence, and
communication of uncertainty in ways that patients understand warrants the development of an agreed process
and related steps and criteria that are specific to PDAs. Efforts to develop an agreed evidence summarization
process for PDAs should incorporate the substantial body of related evidence summarization guidance
previously developed by other groups, and notably for clinical practice guidelines [9].

Objective
The purpose of the study is to generate consensus on a process (and related steps and criteria) for selecting and
summarizing evidence for patient decision aids using a modified Delphi survey.

2 METHODS

Study Design and Procedures

We will develop an evidence summarization process specific to PDA development by using a consensus-based
Delphi approach previously used in the development of a quality criteria framework for PDAs [17, 18].
Consensus methods can harness the views of international experts on a wide range of information and
questions in order to make decisions that are based on expert consensus [19]. We will conduct a multi-round
modified Delphi survey (two to three rounds). Compared to the nominal group technique, it is the most practical
and scalable method to obtain feedback from a large number of stakeholders in different geographic locations.
During the multiple rounds of online questionnaires, relevant stakeholders will be consulted to provide feedback
about the evolving set of evidence summarization steps and criteria. The anonymous responses from
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participants will be fed back to them in subsequent rounds. Depending on the level of consensus after two
rounds (see Data Analysis section), we will determine whether to conduct a third survey round.

Study Management

To oversee the tasks of 1) generating an initial set of criteria for the Delphi process and 2) managing the Delphi
survey distribution and analysis, we convened a steering group. This group will oversee the project and will
make strategic decisions about the study design, data collection and analysis processes, as well as agree a final
process and related set of steps and criteria. An invitation to join this group was posted on social media
(Shared@Shared Decision Making Network Facebook group: 745 members) on 30 June 2017. The post invited all
Facebook group members to join an in-person meeting about evidence summarization during the International
Shared Decision Making conference, held in Lyon, France, between July 2, and July 5, 2017. For those who were
not able to join the meeting but expressed an interest in evidence summarization of PDAs, a high-level summary
was posted on Facebook. The steering group was convened in September 2017. The study steering group
includes international experts in PDA development, evaluation and implementation, evidence summarization
and clinical practice guidelines, and patient representation. Google drive will be used to facilitate the exchange
and review of information and documents as well as facilitate real-time collaboration and version-control.

Participants

To maximize the generalizability and applicability of the criteria, we plan to invite participation in the survey
from the following groups: 1) all known developers of PDAs who created or updated a tool within last five
calendar years (using existing inventory), 2) all members of the of the IPDAS group, 3) the Shared Decision
Making listserv; 4) the Society for Participatory Medicine listserv ; 5) an overdiagnosis google group ; 6) the
evidence-based healthcare listserv ; 7) the Society for Medical Decision Making ; the 8) the Society of Behavioral
Medicine (Health Decision Making Interest Group), 9) HTAI-ISG Patient Involvement listserv, 10) GRADE Working
group, 11) the Guidelines International Network, 12) convenience sample of policy makers with interest and
expertise in PDA certification; 13) the BMJ patient group; 14) the ProPublica Patient Safety Community.

For all participants, the survey invitation (Supplementary File 1) will provide a brief outline of the study, a link to
the online survey (Supplementary File 2), and a brief participant information sheet as the first page of the
survey. Consent will be inferred by participants’ completion of the survey. The ethics application form and
protocol were submitted to Dartmouth College’s committee for the protection of human subjects on 27 April
2018. Approval was granted on 23 May 2018 (STUDY00031042).

Patient and Public Involvement

Design

Our patient partner, SC, was involved in the development of the Delphi survey and provided meaningful
feedback on iterative drafts of the online questionnaire. SC is a core member of our study steering group and an
author on this manuscript.

Participants

We also plan to make a concerted effort to recruit patient participants. We will reach out to online patient
groups, including the BMJ Patient group, the ProPublica Patient Safety Community (more than 6,000 members).
We will also engage a patient and family advisor group at Dartmouth-Hitchcock Medical Center.

Analysis
Our patient partner will be a critical part of our analysis team, and will be involved in all steering group
meetings.

Survey Development
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The main output of the original Lyon evidence summarization meeting was the creation of a spreadsheet that
detailed all evidence-summarization steps inherent to PDA development. The first draft of this spreadsheet,
iteratively developed by the steering group members, included 18 criteria. Combining those 18 criteria with the
eight existing standards for the summarization of clinical practice guidelines as outlined by the National
Academy of Medicine (formerly IOM) & US Preventive Services Task Force Standards led to the creation of the
first draft of the proposed process and steps. This draft was shared in a Google doc with all members of the
steering group and iteratively refined and finalized. Three separate iterations of the process (phases, steps and
criteria) were created, reviewed and discussed by the steering group members until no additional revisions were
suggested. A final internal version of the criteria (n=48), categorized into four phases and 13 steps was finalized
in April 2018 (see Supplementary File 3).

Data Collection

Round One Survey

The round one survey will include a brief information page and a summary of the process that led to the
development of the phases, steps and criteria. Participants will be asked to provide their input on the phases,
steps and criteria (including inclusion, wording, grouping, order and any other comments). Specifically, they will
be asked to indicate using a four-point Likert scale (omit, possible, desirable, essential) whether each criterion
included in the proposed process should be omitted or kept (and whether it is considered possible, desirable or
essential). The criteria will be grouped into relevant phases and steps. For each phase and for each step,
participants will be given the opportunity to provide rewording suggestions, suggest additional phases, steps or
criteria, comment on the order of those elements or provide additional comments, or questions. Email
addresses will be collected so participants can participate in further rounds. At the end of each round, we will
confirm participants' interest to participate in the next round. Participants will also be asked to complete basic
demographic questions. Each round of the survey will be open for three weeks, and two reminders will be sent.

Round Two Survey (and round three, as necessary)

Round one participants will be invited to complete a second survey, in which feedback will be provided about
the results of the first round (percentage of participants who thought a criterion should be included or excluded)
and about the changes made based on the qualitative feedback. Participants will be invited to indicate whether
to omit or include (omit, possible, desirable, essential) the items, including the new items proposed by
participants in the first round, and to provide additional rewording suggestions, comments, or questions. As
mentioned above, the survey will be open for three weeks, and two email reminders will be sent. Depending on
the level of consensus, a third round may be conducted.

Data Analysis

Following round one, the ratings will be summarized using percentages. If at least 80% of participants rate the
item in the lower two categories (omit, possible) or in the higher two categories (desirable, essential), we will
consider consensus to be achieved and the item will be removed or retained, respectively. The steering group
will discuss the ratings and qualitative feedback received, including rewording suggestions per criterion,
suggestions to add new phases, steps or criteria and more general comments or questions. Criteria will be
revised if two or more respondents suggest it, or if the steering group members agree that the item would
benefit from rewording or merging.

Following the second survey round, a consensus meeting involving the steering group will be held. Decisions on
whether to conduct a third round and retain items in the scale will be made based on the ratings in the survey
rounds and feedback/comments from participants. The ratings will be summarized using percentages and the
views of all participants will be given equal weight. If at least 80% of participants rate the importance of the item
in the lower two categories, or in the higher two categories, we will consider consensus to be achieved and the
item will be removed or retained, respectively. If no consensus is achieved, the steering group will decide
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; whether or not to retain a criterion, basing this decision on qualitative feedback from the participants where
3 possible, and the steering group’s views.

4

5

6

7 DISCUSSION

8 Patient decision aids must have accurate and trustworthy evidence-based information about the risks and

9 benefits of health treatments and tests, as these tools help patients make important healthcare choices. We
10 want to generate consensus on an approach for selecting and summarizing the evidence included in patient
1; decision aids, which we hope can be widely adopted by decision aid developers.

12 STRENGTHS AND LIMITATIONS

15 A strength of this study is the systematic involvement of patients and relevant stakeholders in planning the
16 modified Delphi survey. We plan to include a diverse sample of participant stakeholders including patients,
17 researchers, patient decision aid developers and health policy makers. Limitations of online surveys always
18 include the possibility of selection biases, meaning participants who opt to take the survey may be

19 systematically different than the target population. In our case, the participants may be more engaged and more
20 interested in the outcome of the Delphi survey. There is also a possibility that their views will be stronger than
;; those who opted not to participate.

23

24 CONCLUSION

25 Patients should be able to trust the information they receive from patient decision aids. Together with their
26 clinicians, family and caregivers, they rely on these tools to make decisions that are aligned with their informed
27 preferences. We believe standardizing a process for selecting and summarizing the evidence included in patient
28 decision aids is therefore a worthwhile effort. Bringing all relevant stakeholders to the table - patients,

29 researchers, patient decision aid developers, and healthcare policy makers - will ensure that the ultimate

2(1) outcome is rigorous and rooted in consensus, to promote widespread adoption.

32

33 ETHICS AND DISSEMINATION

34 Dartmouth College’s Committee for the Protection of Human Subjects approved this protocol. We plan to

35 publish our results in a peer-reviewed journal.
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1
2 Supplementary File 1: Survey Invitation

3 . . ,

4 SUBJ: Help us make more trustworthy patient materials: provide your feedback through a survey

5

? To the members of [group name/list-serv name] —

8

9 We are an international workgroup, led by Marie-Anne Durand and Glyn Elwyn at The Dartmouth Institute for Health Policy and
1‘1) Clinical Practice in Lebanon, N.H. We noticed a need for more clarity about how to select and summarize the evidence included
12 in patient decision aids. Patient decision aids influence the decisions that patients make - so the need for trustworthy tools is

13 important.

14

15 _ . ,

16 We wish to have your perspective, as an expert, patient, or other stakeholder.

17

13 Please could you provide feedback via 2-3 surveys over the next few weeks? Each survey should take less than 25

20 minutes.
Please click the link below for more information and the first survey.
25 Many thanks,

28 The Evidence Summarization workgroup

45 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Dartmouth

INSTITUTE

FOR HEALTH POLICY & CLINICAL PRACTICE

Evidence Summarization Survey

Information Sheet

SURVEY INFORMATION

What is the study about?

We want to generate consensus on an approach for selecting and summarizing the
evidence included in patient decision aids. Our workgroup developed a proposed set
of Phases, Steps and Criteria, based on the methods used to develop trustworthy
clinical practice guidelines. The purpose of this survey is to gain your perspective, as
an expert, patient or other stakeholder.

What is involved?

If you participate, we'll ask you to complete two or three surveys. In the first survey,
we'll ask for your perspective on the proposed Phases, Steps and Criteria. This will
include rating importance, suggesting wording changes and suggesting additional
items. In the second and third surveys, we'll ask similar questions except we'll also
share some results from the first survey.

How long will it take?
Completing this survey should take less than 25 minutes.

Do | have to take part?
No. Taking part is voluntary.

Will | be compensated?
You won't be compensated. However, we hope you'll take part. Your contributions
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will improve the process of developing reliable, high-quality decision aids for
patients.

Are there any risks?
We don't anticipate any risks from participating in the study.

How will my privacy be protected?
We won't name any individuals in any publications or presentations.

How can | contact you?

If you have questions, please feel free to contact Michelle Dannenberg
(Michelle.D.Dannenberg@dartmouth.edu), Research Coordinator, The Dartmouth
Institute for Health Policy and Clinical Practice, Dartmouth College.

If you would like to speak to the researchers leading this study, please contact Prof.
Marie-Anne Durand (Marie-Anne.Durand@dartmouth.edu) or Prof. Glyn Elwyn
(glynelwyn@gmail.com), The Dartmouth Institute for Health Policy and Clinical

Practice, Dartmouth College.

What happens if | do not respond?
You'll receive two automated email reminders to complete the survey.

Do you want to participate?

~ Yes

No

Background Questions

BACKGROUND QUESTIONS

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Which of the following best describes you? Please select all that apply.

Patient Decision Aid (PDA) developer

Researcher

oNOYTULT D WN =

International Patient Decision Aids Standards (IPDAS) collaboration member
1 Policy maker

13 Patient
16 Clinician, please specify specialty:

Other, please specify:

Which country do you live in?

[}
o
<>

30 What is your gender?

33 ~ Male
36 Female

38 - Other

What is your race/ethnicity? Please select all that apply.

American Indian or Alaska Native

48 Asian

30 Black or African American

53 Native Hawaiian or Other Pacific Islander
55 Hispanic, Latino/a or Spanish Origin

> White
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~] Other, please specify:

BACKGROUND QUESTIONS

We're requesting your email address so we can contact you for the next phase of
this project. We will not share your email with anyone outside the study team, and
we will not contact you about anything other than the study.

Please provide your email:

Overall Proposed Phases, Steps and Criteria

INFORMATION ON PROPOSED PROCESS

Decision aids are tools that help patients make choices. They provide
information about the risks and benefits of health treatments and tests.

Accurate and clear information is critical. It's important for decision aids to have
accurate and trustworthy information from research evidence about the risks and
benefits of health treatments and tests.

We're trying to make evidence summarization easier. We're doing this by
developing a process to guide decision aid developers in evidence summarization.

We're building on the good work that's already been done. This process
includes the existing work of the International Patient Decision Aid Standards
(IPDAS) collaboration.

We sketched out a proposed process, see Figure below. We are interested in

your feedback on ALL elements of this, including the Phases, Steps and Criteria, as
For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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well as the order and grouping.

Here's how you can help. In the questions that follow, we will ask for your
perspective on how important each criterion is to include in the proposed
process. We will also ask for feedback on the wording of all parts. Nothing is final.
9 Everything is up for discussion, and we are looking forward to hearing from you.

oNOYTULT D WN =

12 Below is a visual representation of the proposed process. Review it carefully.
14 There are four proposed phases, each with one to five proposed steps. Each step
16 has a number of proposed Criteria. In the visual representation below, we show the
first Criteria for each step. The tabs represent additional Criteria.

21 Feel free to click here to view the representation of the proposed Phases, Steps

>3 and Criteria in a separate window. You can click on the image to zoom. You can
refer back to this image as you answer questions about the proposed process. Don't
26 worry, if you accidentally close the window, there are links to the figure on each page
28 of the survey.

60 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

\:Define the Question

Phase 1

Criteria
Tabs represent additional criteria

[ 1/3 The question is defined according to which population is relevant for this PDA.

[Document Process and Policies

[ 1/4 The evidence ization process is

Define Process and Manage COI

Assemble Team

[ 1/4 A multidisciplinary team is assembled.

Scope %
(

Phase 2

Define the SCOpe Of Patient DeCiSiOn Ald Content (1/6 The population for whom the PDA is designed for is appropriate.

[1/4 The conflicts of interest of people who summarize evidence are collected. ] ]

[Search for Evidence

J [ 1/6 There is a systematic search for evidence that relates to the options included in
the PDA.

Finding and Appraising

Evidence [Select Evidence

1/4 There is a systematic process for selecting evidence for outcomes or patient
concemns to include in the PDA.

[Appraise Evidence

W | S § W—
— S S
D || S —
hd S et

} [ 1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol.

Phase 3

Articulate the Information

1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each

option is summarized in balanced ways, not expected to bias the interpretation.

Presenting Evidence

| [ 113 The conflicts of interest of people who summarize evidence are collected again
| before ishing the PDA.

Report

reported.

{
[Manage Ccol
{
(

Review

Phase 4

(1/1 The PDA is reviewed externally.

] [1/4 The methods used to translate evidence to risk communication formats are ] ] l]

Updating [Update

J [1/1 The PDA content is updated when new evidence becomes available. ]

Phase 1

PROPOSED PHASE 1
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Phase 1 Define the Question

Define Process and Manage COI

Scope

Assemble Team

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Document Process and Policies

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

o Phase 1: Defining Process and Scope
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Do you have any comments on the Steps below, including their wording or order? Or
suggestions for additional steps? If so, please share them.

Step 1: Define the Question

Step 2: Document Process and Policies

Step 3: Manage COI

Step 4: Assemble Team

Step 5: Define the Scope of Patient Decision Aid Content

PROPOSED PHASE 1 STEP 1

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Phase 1

Define Process and Manage COI

Scope

Assemble Team

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Document Process and Policies

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 1: Define the Question
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion, a
desirable candidate for inclusion or is essential for inclusion.

Omit Possible Desira

The question is defined according to which population is
relevant for this PDA.

The question is defined according to which options are
relevant for this PDA.

The question is defined according to which outcomes or
patient concerns are relevant for this PDA.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 1 STEP 2
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Phase 1

Define Process and Manage COI

Scope

Assemble Team

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Document Process and Policies

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 2: Document Process and Policies
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C
The evidence summarization process is documented. ' '
The evidence summarization process minimizes bias.

The evidence summarization process minimizes conflicts of
interest.

The conflict of interest policy applying to people who summarize
evidence is documented.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 1 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Phase 1

Define Process and Manage COI

Assemble Team

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Document Process and Policies

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 3: Manage COI
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C

The conflicts of interest of people who summarize evidence are
collected.

Actions are taken to manage relevant conflicts of interest.
The actions taken on relevant conflicts of interest are documented.

Conflicts of interest are monitored over the course of PDA
development.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 1 STEP 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Phase 1 Define the Question

Define Process and Manage COI

Scope

Assemble Team

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Document Process and Policies

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 4: Assemble Team
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible [
A multidisciplinary team is assembled. ] '
The team comprises clinicians.
The team comprises methodological experts.

The team comprises patient or consumer representatives.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 1 STEP 5
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Phase 1 Define the Question

Define Process and Manage COI

Scope

Assemble Team

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Document Process and Policies

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 5: Define the Scope of Patient Decision Aid Content
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C
The population for whom the PDA is designed for is appropriate. ' '

There is a systematic process to reduce bias in the definition of the
population for the PDA.

The options for inclusion in the PDA are appropriate for the
intended population.

There is a systematic process to reduce bias in the definition of the
options for the PDA.

The outcomes or patient concerns for inclusion in the PDA are
appropriate for the intended population and options.

There is a systematic process to reduce bias in the definition of the
outcomes or patient concerns for the PDA.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

Phase 2

PROPOSED PHASE 2
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria
113 Tha cussiion is dafined accoring 1o which papustion is relevant for s PDA. | |
114 The evidence summarzation process & documenied . ||
14 The conflicts of interest of people who summarize evidence are collected. ] |
114 4 multdisciplnary tsam is sssembied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

116 Thare is a systematic search for avidence tht rstes 1 e optons ncluced
the PDA.
114 There is  sysiemalic process for selecting evidence far cultomes or palient

J1]
CONCAME 10 include in the PDA. ]] ]
I1]

IT)
-

1)

/S Evidence seected for inclusion in the PDA is criticaly appraised with 2 defined
protocol

WS The evidiance (of evidantiary gaps) aboul potential benefits ralavant 1o sach |
aphion & summarizad in balanced ways, nol axpecied o bias the inberpretation.

13 The conficts of inberesd of pecpls who summarize evidence are collecled again | |
hefara publishing the PDA

Ui The methods wsed ta ranskale evidence b risk communicalion formals are |
reporied, y

11 The POA & reviewsd extamaly. |

1M Tha FOA content is updatad whan new avidence becames available

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

o Phase 2: Finding & Appraising Evidence
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Do you have any comments on the Steps below, including their wording or order? Or
suggestions for additional steps? If so, please share them.

o Step 1: Search for Evidence
o Step 2: Select Evidence
o Step 3: Appraise Evidence

PROPOSED PHASE 2 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step Criteria
Tabs represent additional criteria
Define the Question 113 The quaslion is dafined accandng 1o which papustion |6 relevant for this PDA, |
Document Process and Policies 104 The muiriancs summarzatian process & documsiag 1]
Manage COI 114 The conficts of interest of people wha summarize evidence are collected. | |
Assemble Team 114 & mudlidiscipinary team is ssambied. |

Define the Scope of Patient Decision Aid Content 16 The population for whom the PDA s designed for is appropeiate. T1177)

Phase 2
: 178 There is a systemalic search for avidence that rdates 1o e cplians Incluged
L r ey  Search for Evidence ot — — [1117)
Evidence Select Evidence P ] ] ] ] *
Appraise Evidence S Evidence selected for nchisian in the PDA s criticaly appraised with a defined ] ] ] ] ]

S The exidence (of evidantiary Gaps) aboul potantial benefils relevant 1 ach

Articulate the Information aption & summarizad in balanced ways, ot axpected tn bias the interpratation. || |
W3 The corficts of inlerest of pacpie wha SUMManze avidence are collailed again
Manage COI hiefara publishing the POA | |
1id The methods wsed to transkale evidence fa risk communicalion formals are
Report reported |
Review 111 The PDA i rewiewed extamaly. |
Update 1M Tha PO content is updatad whan new avidence becomes available
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12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 1: Search for Evidence

The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C

There is a systematic search for evidence that relates to the options
included in the PDA.

There is a systematic search for evidence that relates to the
outcomes or patient concerns included in the PDA.

If the PDA is customizable to individual patient factors, there is a
systematic search for evidence of how individual patient factors
influence the expected outcomes.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.
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PROPOSED PHASE 2 STEP 2

1

2

3

4

5

6 - -

. Proposed Phases, Steps and Criteria

g For the Evidence Summarization of Patient Decision Aids

10

11 . .

0 Phase Step Criteria

13 Tabs represent additional criteria

14 Define the Question 11 The queton s dalied accoring 1o whih popaton s elovant o s POA. |

15 Document Process and Palicies 114 Tha svicence summarzatian process & documented _ |

16 Manage COI 114 The conflicts of interest of prople wha summarize evidence are colleced. |

17 Assemble Team 114 & mudlidiscipinary team is svsembled. |

18 Define the Scope of Patient Decision Aid Content 16 The popuiatin for whom the PDA s sesigned for is appropriate. 1177

19

20

21 Phase 2

22 Finding and Appraising St ‘:"IEEDE“:: ;MhTGZ: M.: =-==: ; — m: 1111 ] J

23 Evidence Select Evidence T e ) 4-

24 Appraise Evidence mm selecied for inclusion in the POV is criticaly appraised with 2 defined ] ] ] ] ]

25

26

27

28 Articulate the Information 2ok b renarton Bt ot ot peced t i v Iowrrtiocr | | |
Manage COI m{:sﬂ:mﬁ;c‘wﬁ of peopke who survnarte svidence are oolectad egain | ] )

;g Report if;;l;mlhuds used ta ranshaie evidencs wo risk communicalion formals are |

31 Review 11 The POUA is reviewsd extamally. |

32

33

34

35

36 Update 1M The POA content is updatad whan new avidence becomes avallable

37

38

39

40

41

42

43

44

22 Feel free to click here to view a visualization of the proposed Phases, Steps and

47 Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share
>3 them.

56 o Step 2: Select Evidence
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1

2

3

;‘ The proposed Criteria for this step are below. Please indicate whether each

3 Criterium should be omitted, or whether it is a possible candidate for inclusion,

g a desirable candidate for inclusion or is essential for inclusion.

10

1 Omit Possible L

13 There is a systematic process for selecting evidence for outcomes
14 or patient concerns to include in the PDA (where evidence is not
16  available, can directly ask patients).

18 There is a systematic process for selecting evidence (or evidentiary
19 gaps) about potential benefits relevant to each option.

21 There is a systematic process for selecting evidence (or evidentiary

22 gaps) about potential harms relevant to each option.
;fj‘ If the PDA is customizable to individual patient factors, there is a

26  Systematic process for selecting relevant risk predictors to include
27 in the PDA.

3, Do you have any comments or suggestions on the Criteria above? If so, please
33 share them.

41 Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

o PROPOSED PHASE 2 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step Criteria
Tabs represent additional criteria
Define the Question 13 The queslion is defined accardng 1o which papuiation |6 relevant for this POA, |
Document Process and Policies 114 The svidence summarzation process & documented 1]
Manage COI 114 The conflicts of interes of propile wha summarize evidence are coliected. |
Assemble Team 114 & mudlidiscipinary team is ssambied. |

Define the Scope of Patient Decision Aid CONtent 16 The pouston for whom the PO is desgnee fo is sppropeste 1117)

Phase 2
) 18 There is a systematic snarch for avidence that reiates 10 e cptions NCIuGed N
gy 1 Search for Evidence
Finding and Appraising o e S e [1111)
" I 15 & sys| C process for select envhence Comes or
Evidence Select Evidence e T T, & = ] ] ] ] *
f i 15 Evignce sslecied for inclisian in the POA is crilicaly appraised with 2 defined
Appraise Evidence nce s or inchusian in s app wi i ] ] ] ] ]
" s A5 The evidance (or evidantiary Gaps) SDoUT pobenlial benenls relevant 10 aach
Articulate the Information aption ks sumwnarioed In bolarioed ways, nal axpectd o bias tha intepratation, || |
MEII'IEQE col :&:en:::rr?;?nrm ol pacple wha summarize evidence are collacled again | |
Report g;;n;mmud: Lssesd B ranslale evidence io risk communication formals are ] |
Review 111 The POA i rewiewed extamaly. |
Update M T POA cortent is updatad whan new avkience becomes available

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share
them.

o Step 3: Appraise Evidence
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible L

oNOYTULT D WN =

9 Evidence selected for inclusion in the PDA is critically appraised
1 with a defined protocol (such as GRADE).

13 The protocol for critical appraisal of evidence accounts for risks of
14 bias in study design.

16 The protocol for critical appraisal of evidence accounts for risks of
17 bias in study analysis and reporting.

19 The protocol for critical appraisal of evidence accounts for
21 assessment of certainty of evidence with attention to risk of bias,
22 precision, directness, consistency, and publication bias.

24 The conflicts of interest of study authors related to selected
evidence is appraised.

30 Do you have any comments or suggestions on the Criteria above? If so, please
3  Share them,

39 Do you have any suggestions for additional Criteria to include in this Step? If so,
41 please share them.

48  Phase 3

22 PROPOSED PHASE 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step Criteria

Tabs represent additional criteria

Define the Question 1/3 The question is defined according to which population is relevant for this PDA. ] l l
Document Process and Policies 1/4 The evidence ization process is 1))
Manage COI 1/4 The confiicts of interest of people who summarize evidence are collected. l ] | ]
ASSemble Team 1/4 A multidisciplinary team is assembled. ] I

Define the Scope of Patient Decision Aid Content 116 The poputation for whom the PDA s designed for is appropriate. 1)) ] ]

. 1/6 There is a systematic search for evidence that relates to the options included in
Search for Evidence the PDA. )
: 114 There is a systematic process for selecting evidence for outcomes or patient ] ] ] ]
Select Evidence concemns to include in the PDA.
Appraise EVidenCe ;lrg‘s:(iience selected for inclusion in the PDA is critically appraised with a defined J l l ] ]

P h (o - 115 The evidence (or evidentiary gaps) about potential benefits relevant to each
ase 3 [ Articulate the Information R e

1/3 The conflicts of interest of people who summarize evidence are collected again

Presenting Evidence ‘Manage COI et i me 5o 171)
111) '
)

(Report ‘ [ 1/4 The methods used to translate evidence to risk communication formats are
'Repo reported.

| Review | [111 The PDA is reviewed externally.

Update 1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share
them.

e Phase 3: Presenting Evidence
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19
20
21
22
23
24
25

27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

Do you have any comments on the Steps below, including their wording or order? Or

do you have suggestions for additional steps? If so, please share them.

o Step 1: Articulate the Information
o Step 2: Manage COI

o Step 3: Report

o Step 4: Review

PROPOSED PHASE 3 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step Criteria

Tabs represent additional criteria

1))

/1))
/)

Define the Question 113 The question is defined according to which population is relevant for this PDA.
Document Process and Policies 1/4 The evidence ization process is

Manage COI 1/4 The confiicts of interest of people who summarize evidence are collected. ]
Assemble Team 1/4 A multidisciplinary team is assembled.

Define the SCOpe Of Patient DeCiSiOn Ald Content 1/6 The population for whom the PDA is designed for is appropriate.

l
)
]17T]

1/6 There is a systematic search for evidence that relates to the options included in

] )

J)

Search for Evidence the PDA. [11])
. 114 There is a systematic process for selecting evidence for outcomes or patient ] ] l ]
SeIECt Evidence concerns to include in the PDA.
Appraise Evidence 1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined l ] l ] ]
protocol
P h 3 n n | (1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each
ase \\Artlculate the Informatlon | | option is summarized in balanced ways, not expected to bias the interpretation.

) (113 The conflicts of interest of people who summarize evidence are collected again
; ; Manage COI [ St
Presenting Evidence ‘~ g | bofore the PDA.
( | (174 The methods used to translate evidence to risk communication formats are
' Report | aportmn, ] ] ] ]
\ Review \ {1/1 The PDA is reviewed externally. ]
Update 1/1 The PDA content is updated when new evidence becomes available.
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1

2

i Feel free to click here to view a visualization of the proposed Phases, Steps and
Z Criteria in a separate window while you complete the questions below.

7

8

?O Do you have any comments or suggestions on the Step below? If so, please share
N them.

12

13

1;‘ o Step 1: Articulate the Information

16

17

18

19 Z

,3  I'he proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
26 a desirable candidate for inclusion or is essential for inclusion.

29 Omit Possible [

31 The evidence (or evidentiary gaps) about potential benefits relevant
to each option is summarized in balanced ways, not expected to
34 bias the interpretation.

36  Ihe evidence (or evidentiary gaps) about potential harms relevant
37 to each option is summarized in balanced ways, not expected to
5o  Dbias the interpretation.

The evidence (or evidentiary gaps) is summarized in ways that are
42 easy to understand.

44 The certainty of the evidence is described in ways that are easy to
4> understand.

47 The evidence summarization process is described in ways that are
49  €asy to understand.

51 The funding used to summarize the evidence (and develop the
52 PDA) is reported.

Do you have any comments or suggestions on the wording or order of any of the
58 Criteria above? If so, please share them.
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Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

oNOYTULT D WN =

. PROPOSED PHASE 3 STEP 2

I Proposed Phases, Steps and Criteria
21 For the Evidence Summarization of Patient Decision Aids

24 Phase Step Criteria

25 . .
% Tabs represent additional criteria
27 Define the Question 1/3 The question is defined according to which population is relevant for this PDA. ] l l
28 Document Process and Policies 1/4 The evidence ization process is ] ] ] |
29 Manage COl 1/4 The conflicts of interest of people who summarize evidence are collected. ] ] l ]
30 Assemble Team 1/4 A multidisciplinary team is assembled. ] l
31 Define the Scope of Patient Decision Aid Content 1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
32
33
34 . . :
35 SearCh fOr Evidence t1h/: ;I'E\;{e is a systematic search for evidence that relates to the options included in ] l l l ] l
. 1/4 There i temati f lecti id fc It tient
36 Select Evidence mncerenrse:: ;;ﬁ::’r‘\ani%oofss for selecting evidence for outcomes or patient ] ] ] ]
Appraise Evidence 115 Evidence selected for inclusion in the PDA is critically appraised with a defined J ] J ] ]
3 7 protocol.
38
39
40 Phase 3 Articulate the Information | e e e J1]1)
41 . . ( 1/3 The cor_\ﬂlcts of \nteresl of people who summarize evidence are collected again
49 Presenting Evidence ‘Manage COI ) }before PDA % ]] ]] ]
‘ R ep ort ‘ :é:(;ll"‘:edme(hods used to translate evidence to risk communication formats are
43 ‘ Review ‘ [1[1 The PDA is reviewed externally. ]
44
45
46
47
48 U pdate 1/1 The PDA content is updated when new evidence becomes available.
49
50
51
52
53
54
55
56
57

53 Feel free to click here to view a visualization of the proposed Phases, Steps and
59

s Criteria in a separate.-windawhwhile yaibsampletesthe.qlestians helow.
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Do you have any comments or suggestions on the Step below? If so, please share
them.

o Step 2: Manage COI

The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible L

The conflicts of interest of people who summarize evidence are
collected again before publishing the PDA.

Any change to the conflicts of interest of people who summarize
evidence are reported.

Actions are taken to manage relevant conflicts of interest.

Do you have any comments or suggestions on the wording or order of any of the
Criteria above? If so, please share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 3 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI
Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. ] l l

]

1/4 The evidence ization process is ] ] l ]

l

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ] I

1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA. )

114 There is a systematic process for selecting evidence for outcomes or patient ]

concerns to include in the PDA.

115 Evidence selected for inclusion in the PDA is critically appraised with a defined l l ] ]
protocol.

Phase 3

\;Articulate the Information

| 1/5 The evidence (or evidentiary gaps) about potential benefits relevant o each
| | option is ized in balanced ways, not expected to bias the interpretation.

Manage COI

“ ‘ 1/3 The conflicts of interest of people who summarize evidence are collected again

Presenting Evidence

'Report

reported.

{Review

Update

before publi the PDA. ] ] ]
‘ [ 1/4 The methods used to translate evidence to risk communication formats are ] ] ] ]

| [111 The PDA is reviewed externally.

1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

e Step 3: Report
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C

The methods used to translate evidence to risk communication
formats are reported.

The approach to readability of summarized evidence is reported.
The summarization process is reported publicly.

The conflict of interest of people who summarize evidence are
reported publicly.

Do you have any comments or suggestions on the wording or order of any of the
Criteria above? If so, please share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 3 STEP 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI
Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. ] l l

]

1/4 The evidence ization process is ] ] l ]

l

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ] I

1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA. )

114 There is a systematic process for selecting evidence for outcomes or patient ]

concerns to include in the PDA.

115 Evidence selected for inclusion in the PDA is critically appraised with a defined l l ] ]
protocol.

Phase 3

\;Articulate the Information

| 1/5 The evidence (or evidentiary gaps) about potential benefits relevant o each
| | option is ized in balanced ways, not expected to bias the interpretation.

Manage COI

Presenting Evidence

“ ‘ 1/3 The conflicts of interest of people who summarize evidence are collected again

'Report

reported.

{Review

Update

before publi the PDA. ] ] ]
‘ [ 1/4 The methods used to translate evidence to risk communication formats are ] ] ] ]

| [111 The PDA is reviewed externally.

1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 4: Review
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The proposed Criteria for this step are below. Please indicate whether each criterium
should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit F

The PDA is reviewed externally.

Do you have any comments or suggestions on the wording or order of any of the
Criteria above? If so, please share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

Phase 4

PROPOSED PHASE 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 4

Updating

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA.

1/4 The evidence summarization process is documented.

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled.

1/6 The population for whom the PDA is designed for is appropriate.

1/6 There is a systematic search for evidence that relates to the options included in
the PDA.

1/4 There is a systematic process for selecting evidence for outcomes or patient
concerns to include in the PDA.

1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol.

115 The evidence (or evidentiary gaps) about potential benefits relevant to each
option is summarized in balanced ways, not expected to bias the

1/3 The conflicts of interest of people who summarize evidence are collected again

Manage COI before publishing the PDA.

1/4 The methods used to translate evidence to risk communication formats are
Report reported.
Review 1/1 The PDA is reviewed externally. ‘
Update ] [ 1M The PDA content is updated when new evidence becomes available.

<

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

e Phase 4: Updating
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Do you have any comments or suggestions on the Step below. If so, please share
them.

o Step 1: Update

oNOYTULT D WN =

PROPOSED PHASE 4 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information

Criteria

Tabs represent additional criteria

J
1/4 The evidence summarization process is documented. ‘ ‘ ‘
| )

1/3 The question is defined according to which population is relevant for this PDA.

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ‘

1/6 The population for whom the PDA is designed for is appropriate. | | \

1/6 There is a systematic search for evidence that relates to the options included in ‘ ‘ ‘ ‘ ‘
the PDA. )

1/4 There is a systematic process for selecting evidence for outcomes or patient ‘ ‘ ‘
concerns to include in the PDA.

1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined ‘ ‘ ‘ ‘
protocol

1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each ‘ ‘ ‘ ‘
option is summarized in balanced ways, not expected to bias the

1/3 The conflicts of interest of people who summarize evidence are collected again
Manage COI before publishing the PDA. |
1/4 The methods used to translate evidence to risk communication formats are )
Report reported. I )
Review 11 The PDA is reviewed externally. \
Updating [Update

] [1/1 The PDA content is updated when new evidence becomes available. ] *
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Feel free to click here to view a visualization of the proposed Phases, Steps and

; Criteria in a separate window while you complete the questions below.

3

4

5

6 Do you have any comments or suggestions on the Step below? If so, please share
; them.

9

10

» o Step 1: Update

19 The proposed Criteria for this step are below. Please indicate whether each criterium
21 should be omitted, or whether it is a possible candidate for inclusion,
,3 adesirable candidate for inclusion or is essential for inclusion.

25 Omit Possible [

55 The PDA content is updated when new evidence becomes
29  available.

33 Do you have any comments or suggestions on the wording of the criterion above? If
35 S0, please share them.

42 Do you have any suggestions for additional criteria to include in this Step? If so,

44 please share them.

54 Powered by Qualtrics
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Supplementary File 3: Proposed Phases, Steps, and Criteria

Existing standard Phase Step Criteria

(from IOM & USPSTF)

Establishing transparency Phase I: Define Define the The question is defined according to which population is relevant for this PDA.
Process and question The question is defined according to which options are relevant for this PDA.
Scope The question is defined according to which outcomes or patient concerns are

relevant for this PDA.
Document The evidence summarization process is documented.

Management of conflict of
interest

Guideline development
group composition

process and

The evidence summarization process minimizes bias.

policies The evidence summarization process minimizes conflicts of interest.
The conflict of interest policy applying to people who summarize evidence is
documented.
Manage COI The conflicts of interest of people who summarize evidence are collected.
Actions are taken to manage relevant conflicts of interest.
The actions taken on relevant conflicts of interest are documented.
Conflicts of interest are monitored over the course of PDA development.
Assemble A multidisciplinary team is assembled.
team The team comprises clinicians.
The team comprises methodological experts.
The team comprises patient or consumer representatives.
Define the The population for whom the PDA is designed for is appropriate.
scope of There is a systematic process to reduce bias in the definition of the population for
patient the PDA.
decision aid The options for inclusion in the PDA are appropriate for the intended population.
content There is a systematic process to reduce bias in the definition of the options for the

PDA.

The outcomes or patient concerns for inclusion in the PDA are appropriate for the
intended population and options.
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There is a systematic process to reduce bias in the definition of the outcomes or
patient concerns for the PDA.

Guideline and systematic
review intersection

Establishing evidence
foundations and rating
strength of
recommendation

PHASE II:
Finding &
Appraising
Evidence

Search for
evidence

There is a systematic search for evidence that relates to the options included in the
PDA.

There is a systematic search for evidence that relates to the outcomes or patient
concerns included in the PDA.

If the PDA is customizable to individual patient factors, there is a systematic search
for evidence of how individual patient factors influence the expected outcomes.

Select
evidence

There is a systematic process for selecting evidence for outcomes or patient
concerns to include in the PDA (where evidence is not available, can directly ask
patients).

There is a systematic process for selecting evidence (or evidentiary gaps) about
potential benefits relevant to each option.

There is a systematic process for selecting evidence (or evidentiary gaps) about
potential harms relevant to each option.

If the PDA is customizable to individual patient factors, there is a systematic process
for selecting relevant risk predictors to include in the PDA.

Appraise
evidence

Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol (such as GRADE).

The protocol for critical appraisal of evidence accounts for risks of bias in study
design.

The protocol for critical appraisal of evidence accounts for risks of bias in study
analysis and reporting.

The protocol for critical appraisal of evidence accounts for assessment of certainty of
evidence with attention to risk of bias, precision, directness, consistency, and
publication bias.

The conflicts of interest of study authors related to selected evidence is appraised.

Articulation of information

PHASE IlI:
Presenting
Evidence

Articulate the
information

The evidence (or evidentiary gaps) about potential benefits relevant to each option
is summarized in balanced ways, not expected to bias the interpretation.

The evidence (or evidentiary gaps) about potential harms relevant to each option is
summarized in balanced ways, not expected to bias the interpretation.
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The evidence (or evidentiary gaps) is summarized in ways that are easy to
understand.

The certainty of the evidence is described in ways that are easy to understand.

The evidence summarization process is described in ways that are easy understand.

The funding used to summarize the evidence (and develop the PDA) is reported.

Manage COI

The conflicts of interest of people who summarize evidence are collected again
before publishing the PDA.

Any change to the conflicts of interest of people who summarize evidence are
reported.

Actions are taken to manage relevant conflicts of interest.

Report

The methods used to translate evidence to risk communication formats are
reported.

The approach to readability of summarized evidence is reported.

The summarization process is reported publicly.

The conflict of interest of people who summarize evidence are reported publicly.

Review

The PDA is reviewed externally.

Updating

PHASE IV: Post-
publication
update

Update

The PDA content is updated when new evidence becomes available.
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ABSTRACT FOR PROTOCOL

Introduction

Information included in a Patient Decision Aid (PDA) can significantly influence patients’ decisions and
is, therefore, expected to be evidence based and rigorously selected and summarized. Yet patient
decision aid developers have not yet agreed on a standardized process for the selection and
summarization of the supporting evidence. We intend to generate consensus on a process (and related
steps and criteria) for selecting and summarizing evidence for patient decision aids using a modified
Delphi survey.

Methods and Analysis

We will develop an evidence summarization process specific to PDA development by using a
consensus-based Delphi approach, surveying international experts and stakeholders with two to three
rounds. To increase generalizability and acceptability, we will distribute the survey to the following
stakeholder groups: patient decision aid developers, researchers with expertise in shared decision
making, patient decision aid development and evidence summarization, members of the International
Patient Decision Aid Standards group, policy makers with expertise in patient decision aid certification,
and patient stakeholder groups. For each criterion, if at least 80% of survey participants rank the
criterion as most important/least important, we will consider consensus achieved.

Ethics and Dissemination

It is critical for patient decision aids to have accurate and trustworthy evidence-based information
about the risks and benefits of health treatments and tests, as these decision aids help patients make
important choices. We want to generate consensus on an approach for selecting and summarizing the
evidence included in patient decision aids, which can be widely implemented by decision aid
developers. Dartmouth College’s Committee for the Protection of Human Subjects approved this
protocol. We will publish our results in a peer-reviewed journal.

Words: 265

Article Summary

® Gap: There is no standardized method for selecting and summarizing the evidence in patient
decision aids.

e Solution: We're developing a process to ensure patient decision aids have the most up-to-date,
trustworthy evidence available.

e Clinical implications: This will help patients and clinicians know they can trust the information in
patient decision aids, so they can make the best decisions together.

e Health systems implications: Knowing that the evidence selection and summarization process is
rigorous, healthcare systems may feel more comfortable including patient decision aids in
routine care.

e Strengths: Systematic involvement of patient stakeholders.

e Limitations: Limitations of online surveys include selection bias.
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INTRODUCTION

Patient Decision Aids (PDAs) are tools that help patients and their clinicians make preference-sensitive
decisions together. They are typically defined as: “evidence-based tools designed to help patients
make specific and deliberated choices among healthcare options. Patient decision aids supplement
(rather than replace) clinicians' counselling about options”[1][2]. They promote patient engagement in
medical decision making, collaboration between patients and their care team, increase knowledge and
align patients’ choices with their preferences [1]. Therefore, the information included in PDAs can
significantly impact patients’ decisions. For this reason, patients and clinicians expect the information
in PDAs to be evidence based and rigorously selected and summarized.

The approach that PDA developers use to select and summarize the evidence in PDAs, however,
appears inconsistent. A recent international cross sectional survey of 15 PDA developers confirms that
they do not have an agreed-upon, standardized process to select and summarize evidence. They also
do not always document the evidence selection and summarization process [3]. Most organizations
reported using existing systematic reviews and clinical practice guidelines to select and summarize
information for PDAs. Less than half reported using a standard, documented approach to guide the
evidence selection and summarization. When the approach was documented, the documents offered
varying levels of detail. Common evidence summarization steps identified were: tool-relevant question
formation, search strategies, evidence appraisals, and updating policies. There was no standardized
process across organizations to summarize evidence for PDAs. Although agreed-upon approaches and
tested methods for evidence summarization exist in other areas, such as clinical practice guidelines,
there is no agreed process (including steps and criteria within each step) for the selection and
summarization of evidence for PDAs.

The International Patient Decision Aids Standards (IPDAS) collaboration developed criteria for assessing
the quality of PDAs [4]. These criteria are also used by PDA producers to guide the development of the
interventions. However, only six items of the IPDAS checklist cover the selection and summarization of
evidence, and do not provide any guidance about recommended methods for the evidence selection
and summarization of PDAs [4]. A 2013 review of the literature conducted by the IPDAS working group
on the synthesis of scientific evidence highlighted the importance of rigorously selecting and
summarizing evidence used to populate a patient decision aid. They did not provide clear practical
guidance on how to conduct evidence summarization for the development of patient decision aids
except recommending that developers apply the GRADE methodology [5]. Further, the IPDAS
instrument and the IPDAS minimum standards do not offer additional information or guidance on the
steps required to select and summarize evidence-based information for PDAs [6][7]. Other efforts to
evaluate or certify the quality of PDAs have emerged [8], but none of those standards or certification
bodies describe recommended methods and criteria that PDAs producers should follow when selecting
and summarizing evidence for patient-facing interventions.

Evidence summarization in other medical contexts is increasingly standardized, such as the selection
and summarization of evidence for clinical practice guidelines and systematic reviews. This process
promotes transparency, rigor, and minimizes the risk of bias in the end product [2]
[9][10][11][12][13][14][15][16][17]. The same level of scrutiny is justified when developing PDAs, as
they may directly influence patient care and decision making. Tasks such as the selection and
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identification of patient-relevant outcomes, analysis of patient concerns and priorities, description of
the quality of evidence, and communication of uncertainty in ways that patients understand warrants
the development of an agreed process and related steps and criteria that are specific to PDAs. For
those reasons, it would not be appropriate to apply evidence summarization processes developed for
clinical guidelines without integrating the evidence summarization steps and components that are
specific to the development of interventions that target patients. The target group, scope and content
differ significantly enough from clinical practice guidelines development, thus requiring a tailored
evidence summarization process. Additionally, the IPDAS standards impose some prerequisites on the
evidence summarization process on which the decision aid will be based. For example, IPDAS requires
that the decision aid summarizes the evidence regarding all health options available to a patient facing
a specific health problem, and that decision aids present positive and negative features of each option
with an equal amount of details, among other specificities [18]. Efforts to develop an agreed evidence
summarization process for PDAs should incorporate the substantial body of related evidence
summarization guidance previously developed by other groups, and notably for clinical practice
guidelines previously mentioned [11].

Objective

The purpose of the study is to generate consensus on a process (and related steps and criteria) for
selecting and summarizing evidence for patient decision aids using a modified Delphi survey. This will
in turn improve transparency, rigor and minimize the risk of bias of the evidence summarization
processes leading to the development of patient decision aids.

2 METHODS

Study Design and Procedures

We will develop an evidence summarization process specific to PDA development by using a
consensus-based Delphi approach previously used in the development of a quality criteria framework
for PDAs [2] [19]. Consensus methods can harness the views of international experts on a wide range
of information and questions in order to make decisions that are based on expert consensus [20]. We
will conduct a multi-round modified Delphi survey (two to three rounds). Compared to the nominal
group technique, it is the most practical and scalable method to obtain feedback from a large number
of stakeholders in different geographic locations. During the multiple rounds of online questionnaires,
relevant stakeholders will be consulted to provide feedback about the evolving set of evidence
summarization steps and criteria. The anonymous responses from participants will be fed back to them
in subsequent rounds. Depending on the level of consensus after two rounds (see Data Analysis
section), we will determine whether to conduct a third survey round.

Study Management

To oversee the tasks of 1) generating an initial set of criteria for the Delphi process and 2) managing
the Delphi survey distribution and analysis, we convened a steering group. This group will oversee the
project and will make strategic decisions about the study design, data collection and analysis
processes, as well as agree a final process and related set of steps and criteria. An invitation to join this
group was posted on social media (Shared@Shared Decision Making Network Facebook group: 745
members) on 30 June 2017. The post invited all Facebook group members to join an in-person meeting
about evidence summarization during the International Shared Decision Making conference, held in
Lyon, France, between July 2, and July 5, 2017. For those who were not able to join the meeting but
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expressed an interest in evidence summarization of PDAs, a high-level summary was posted on
Facebook. The steering group was convened in September 2017. The study steering group includes
nine international experts in PDA development, evaluation and implementation, evidence
summarization and clinical practice guidelines, and one patient representative. Six steering group
members are based in the US, one in Canada, one in Australia and one in Spain Google drive and
video-conferencing facilities will be used to facilitate the exchange and review of information and
documents, virtual meetings, as well as real-time collaboration and version-control.

Participants

To maximize the generalizability and applicability of the criteria, we plan to invite participation in the
survey from the following groups: 1) all known developers of PDAs who created or updated a tool
within last five calendar years (using existing inventory), 2) all members of the of the IPDAS group, 3)
the Shared Decision Making listserv; 4) the Society for Participatory Medicine listserv ; 5) an
overdiagnosis google group ; 6) the evidence-based healthcare listserv ; 7) the Society for Medical
Decision Making ; the 8) the Society of Behavioral Medicine (Health Decision Making Interest Group),
9) HTAI-ISG Patient Involvement listserv, 10) GRADE Working group, 11) the Guidelines International
Network, 12) convenience sample of policy makers with interest and expertise in PDA certification; 13)
the BMJ patient group; 14) the ProPublica Patient Safety Community. We have no other eligibility
criteria.

For all participants, the survey invitation (Supplementary File 1) will provide a brief outline of the
study, a link to the online survey (Supplementary File 2), and a brief participant information sheet as
the first page of the survey. Consent will be inferred by participants’ completion of the survey. The
ethics application form and protocol were submitted to Dartmouth College’s committee for the
protection of human subjects on 27 April 2018. Approval was granted on 23 May 2018
(STUDY00031042).

In order not to contaminate the Delphi survey results and express their views twice (in developing the
original items and taking the surveys), the steering group members have unanimously decided not to
complete the Delphi surveys.

Patient and Public Involvement

Design

Our patient partner, SC, was involved in the development of the Delphi survey and provided
meaningful feedback on iterative drafts of the online questionnaire. SC is a core member of our study
steering group and an author on this manuscript.

Participants

We also plan to make a concerted effort to recruit patient participants. We will reach out to online
patient groups, including the BMJ Patient group, the ProPublica Patient Safety Community (more than
6,000 members). We will also engage a patient and family advisor group at Dartmouth-Hitchcock
Medical Center.

Analysis

Our patient partner will be a critical part of our analysis team, and will be involved in all steering group
meetings.
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Survey Development

The main output of the original Lyon evidence summarization meeting was the creation of a
spreadsheet that detailed all evidence-summarization steps inherent to PDA development. The first
draft of this spreadsheet, iteratively developed by the steering group members, included 18 criteria.
Combining those 18 criteria with the eight existing standards for the summarization of clinical practice
guidelines as outlined by the National Academy of Medicine (formerly IOM) & US Preventive Services
Task Force Standards led to the creation of the first draft of the proposed process and steps. This draft
was shared in a Google doc with all members of the steering group and iteratively refined and
finalized. Three separate iterations of the process (phases, steps and criteria) were created, reviewed
and discussed by the steering group members until no additional revisions were suggested. A final
internal version of the criteria (n=48), categorized into four phases and 13 steps was finalized in April
2018 (see Supplementary File 3).

Data Collection

Round One Survey

The round one survey will include a brief information page and a summary of the process that led to
the development of the phases, steps and criteria. Participants will be asked to provide their input on
the phases, steps and criteria (including inclusion, wording, grouping, order and any other comments).
Specifically, they will be asked to indicate using a four-point Likert scale (omit, possible, desirable,
essential) whether each criterion included in the proposed process should be omitted or kept (and
whether it is considered possible, desirable or essential). The criteria will be grouped into relevant
phases and steps. For each phase and for each step, participants will be given the opportunity to
provide rewording suggestions, suggest additional phases, steps or criteria, comment on the order of
those elements or provide additional comments, or questions. Email addresses will be collected so
participants can participate in further rounds. At the end of each round, we will confirm participants'
interest to participate in the next round. Participants will also be asked to complete basic demographic
guestions. Each round of the survey will be open for three weeks, and two reminders will be sent.

Round Two Survey (and round three, as necessary)

Round one participants will be invited to complete a second survey, in which feedback will be provided
about the results of the first round (percentage of participants who thought a criterion should be
included or excluded) and about the changes made based on the qualitative feedback. Participants will
be invited to indicate whether to omit or include (omit, possible, desirable, essential) the items,
including the new items proposed by participants in the first round, and to provide additional
rewording suggestions, comments, or questions. As mentioned above, the survey will be open for
three weeks, and two email reminders will be sent. Depending on the level of consensus (see data
analysis section), a third round may be conducted. This will be determined by the steering group after
round 2 data analysis is completed.

Data Analysis

Following round one, the ratings will be summarized using percentages and the views of all
participants will be given equal weight. If at least 80% of participants rate the item in the lower two
categories (omit, possible) or in the higher two categories (desirable, essential), we will consider
consensus to be achieved and the item will be removed or retained, respectively. ltems where ratings
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do not meet the consensus threshold and conflict with open text comments will be grouped together
and explained to round 2 participants. They will be asked to re-rate those items taking the qualitative
feedback into account. Following the first survey round, a consensus meeting involving the steering
group will be held. The steering group will review and discuss the ratings and qualitative feedback
received, including rewording suggestions per criterion, suggestions to add new phases, steps or
criteria and more general comments or questions. The wording or order of the phases, steps or criteria
will be revised if two or more respondents suggest it or if the steering group members agree that the
phase, step or criterion would benefit from rewording, reordering or merging.

Following the second survey round, a second consensus meeting will be held. Decisions on whether to
conduct a third round and retain items in the scale will be made based on the ratings in the survey
rounds and feedback/comments from participants. The ratings will be summarized using percentages
and the views of all participants will be given equal weight. If at least 80% of participants rate the
importance of the item in the lower two categories, or in the higher two categories, we will consider
consensus to be achieved and the item will be removed or retained, respectively. If no consensus is
achieved or the consensus ratings are contradicted by recurring open text comments, the steering
group will decide whether or not to retain a criterion, basing this decision on qualitative feedback from
the participants where possible, and the steering group’s views. We have successfully used this
approach before [21].

Only complete surveys will be included in the analysis. We will report the amount of missing data in
the manuscript reporting the results of the Delphi survey.

Data Management and Safety

Data to be collected include information about the participant’s role as it relates to patient decision
aids, general demographics, and their opinion of what to add/change/include in an evidence
summarization process. We are careful to protect the identity of all study participants. We will store
the data securely in accordance with standard human subject research protocols. All data will be
retained for three years, per the Dartmouth College data retention policy (or for the period specified
by journals in which arising manuscripts are published, if longer) and then destroyed securely.

DISCUSSION

Patient decision aids must have accurate and trustworthy evidence-based information about the risks
and benefits of health treatments and tests, as these tools help patients make important healthcare
choices. We want to generate consensus on an approach for selecting and summarizing the evidence
included in patient decision aids, which we hope can be widely adopted by decision aid developers.

STRENGTHS AND LIMITATIONS

A strength of this study is the systematic involvement of patients and relevant stakeholders in planning
the modified Delphi survey. We plan to include a diverse sample of participant stakeholders including
patients, researchers, patient decision aid developers and health policy makers. Limitations of online
surveys always include the possibility of selection biases, meaning participants who opt to take the
survey may be systematically different than the target population. In our case, the participants may be
more engaged and more interested in the outcome of the Delphi survey. There is also a possibility that
their views will be stronger than those who opted not to participate.

CONCLUSION
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Patients should be able to trust the information they receive from patient decision aids. Together with
their clinicians, family and caregivers, they rely on these tools to make decisions that are aligned with
their informed preferences. We believe standardizing a process for selecting and summarizing the
evidence included in patient decision aids is therefore a worthwhile effort. Bringing all relevant
stakeholders to the table - patients, researchers, patient decision aid developers, and healthcare policy
makers - will ensure that the ultimate outcome is rigorous and rooted in consensus, to promote
widespread adoption.

ETHICS AND DISSEMINATION
Dartmouth College’s Committee for the Protection of Human Subjects approved this protocol. We plan
to publish our results in a peer-reviewed journal.
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Supplementary File 1: Survey Invitation

SUBJ: Help us make more trustworthy patient materials: provide your feedback through a survey

To the members of [group name/list-serv name] —

We are an international workgroup, led by Marie-Anne Durand and Glyn Elwyn at The Dartmouth Institute for Health Policy and
Clinical Practice in Lebanon, N.H. We noticed a need for more clarity about how to select and summarize the evidence included
in patient decision aids. Patient decision aids influence the decisions that patients make - so the need for trustworthy tools is
important.

We wish to have your perspective, as an expert, patient, or other stakeholder.

Please could you provide feedback via 2-3 surveys over the next few weeks? Each survey should take less than 25
minutes.

Please click the link below for more information and the first survey.
Many thanks,

The Evidence Summarization workgroup
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Dartmouth

INSTITUTE

FOR HEALTH POLICY & CLINICAL PRACTICE

Evidence Summarization Survey

Information Sheet

SURVEY INFORMATION

What is the study about?

We want to generate consensus on an approach for selecting and summarizing the
evidence included in patient decision aids. Our workgroup developed a proposed set
of Phases, Steps and Criteria, based on the methods used to develop trustworthy
clinical practice guidelines. The purpose of this survey is to gain your perspective, as
an expert, patient or other stakeholder.

What is involved?

If you participate, we'll ask you to complete two or three surveys. In the first survey,
we'll ask for your perspective on the proposed Phases, Steps and Criteria. This will
include rating importance, suggesting wording changes and suggesting additional
items. In the second and third surveys, we'll ask similar questions except we'll also
share some results from the first survey.

How long will it take?
Completing this survey should take less than 25 minutes.

Do | have to take part?
No. Taking part is voluntary.

Will | be compensated?
You won't be compensated. However, we hope you'll take part. Your contributions
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will improve the process of developing reliable, high-quality decision aids for
patients.

Are there any risks?
We don't anticipate any risks from participating in the study.

How will my privacy be protected?
We won't name any individuals in any publications or presentations.

How can | contact you?

If you have questions, please feel free to contact Michelle Dannenberg
(Michelle.D.Dannenberg@dartmouth.edu), Research Coordinator, The Dartmouth
Institute for Health Policy and Clinical Practice, Dartmouth College.

If you would like to speak to the researchers leading this study, please contact Prof.
Marie-Anne Durand (Marie-Anne.Durand@dartmouth.edu) or Prof. Glyn Elwyn
(glynelwyn@gmail.com), The Dartmouth Institute for Health Policy and Clinical

Practice, Dartmouth College.

What happens if | do not respond?
You'll receive two automated email reminders to complete the survey.

Do you want to participate?

~ Yes

No

Background Questions

BACKGROUND QUESTIONS
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Which of the following best describes you? Please select all that apply.

Patient Decision Aid (PDA) developer

Researcher

International Patient Decision Aids Standards (IPDAS) collaboration member
Policy maker

Patient
Clinician, please specify specialty:

Other, please specify:

Which country do you live in?

4>

What is your gender?

Male
Female

Other

What is your race/ethnicity? Please select all that apply.

American Indian or Alaska Native

Asian

Black or African American

Native Hawaiian or Other Pacific Islander
Hispanic, Latino/a or Spanish Origin
White
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~] Other, please specify:

BACKGROUND QUESTIONS

We're requesting your email address so we can contact you for the next phase of
this project. We will not share your email with anyone outside the study team, and
we will not contact you about anything other than the study.

Please provide your email:

Overall Proposed Phases, Steps and Criteria

INFORMATION ON PROPOSED PROCESS

Decision aids are tools that help patients make choices. They provide
information about the risks and benefits of health treatments and tests.

Accurate and clear information is critical. It's important for decision aids to have
accurate and trustworthy information from research evidence about the risks and
benefits of health treatments and tests.

We're trying to make evidence summarization easier. We're doing this by
developing a process to guide decision aid developers in evidence summarization.

We're building on the good work that's already been done. This process
includes the existing work of the International Patient Decision Aid Standards
(IPDAS) collaboration.

We sketched out a proposed process, see Figure below. We are interested in

your feedback on ALL elements of this, including the Phases, Steps and Criteria, as
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well as the order and grouping.

Here's how you can help. In the questions that follow, we will ask for your
perspective on how important each criterion is to include in the proposed
process. We will also ask for feedback on the wording of all parts. Nothing is final.
Everything is up for discussion, and we are looking forward to hearing from you.

Below is a visual representation of the proposed process. Review it carefully.
There are four proposed phases, each with one to five proposed steps. Each step
has a number of proposed Criteria. In the visual representation below, we show the
first Criteria for each step. The tabs represent additional Criteria.

Feel free to click here to view the representation of the proposed Phases, Steps
and Criteria in a separate window. You can click on the image to zoom. You can
refer back to this image as you answer questions about the proposed process. Don't
worry, if you accidentally close the window, there are links to the figure on each page
of the survey.
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Criteria
Tabs represent additional criteria

Ph ase 1 \'Define the Question | [ 1/3 The question is defined according o which population is relevant for this PDA. ] ] ]

[ Document Process and Policies (18 The evidence summarizaion process is 111)
Define Process and [ Manage COI [1/4 The conflcts of interest of people who summarize evidence are collected. ] ] ] ]
Scope o

{ASSemble Team [ 1/4 A multidisciplinary team is assembled. ] ]

[Deﬁne the Scope of Patient Decision Aid COntentJ ‘:1/6 The population for whom the PDA is designed for is appropriate. ] ] J ] ] ]

Phase 2

[Search for Evidence

J [ 1/6 There is a systematic search for evidence that relates to the options included in
the PDA.

Finding and Appraising

Evidence [Select Evidence

1/4 There is a systematic process for selecting evidence for outcomes or patient
concemns to include in the PDA.

[Appraise Evidence

W | S § W—
— S S
D || S —
hd S et

} [ 1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol.

Phase 3

Articulate the Information

1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each

option is summarized in balanced ways, not expected to bias the interpretation.

Presenting Evidence

| [ 113 The conflicts of interest of people who summarize evidence are collected again
| before ishing the PDA.

Report

reported.

{

[Manage Ccol
{

[Review

Phase 4

(1/1 The PDA is reviewed externally.

] [1/4 The methods used to translate evidence to risk communication formats are ] ] l]

Updating [Update

J [1/1 The PDA content is updated when new evidence becomes available. ]

Phase 1

PROPOSED PHASE 1
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step Criteria
Tabs represent additional criteria
Phase 1 Define the Question 73 The guastion i defined accomding fo which papuistian is relevant for shis POA. ] ] ]
Document Process and Policies 108 The evitence summarzation protess & documented. 111]
gefme Process and Manage COI 114 The conflicts of interest af peopla wha summarize evidence 6re collecied. ] ] ] ] *
i Assemble Team 11 & multdiscipinary team is essambied. ] ]
Define the Scope of Patient Decision Aid Content = 16 The pagulation for whom e PDA is designed for is appropeiate. l ] i I ]

Search for EVIdEI‘ICB ‘Ihr: '[thAB is & syslemnalic search for avidence hat relatas 1o te oplions includad in | | | |

. 114 There Is & systemalic process for selecting evidanca for culcomes or patient T1 1
Select Evidence Concorms 1 el e POA. 1] ])

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

Appraise Evidence

Articulate the Information ke » i i eat. e rpecea e ve gz ] ] ) )
Manage COI e e § B
Rept}rt ::mrrmhws usad ta ranslate avidanca B risk communication formats are 11 | |
Review 1M The POA & reviewed axtamally. |

Update 1M The PDA conent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share
them.

o Phase 1: Defining Process and Scope
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Do you have any comments on the Steps below, including their wording or order? Or
suggestions for additional steps? If so, please share them.

Step 1: Define the Question

Step 2: Document Process and Policies

Step 3: Manage COI

Step 4: Assemble Team

Step 5: Define the Scope of Patient Decision Aid Content

W oONOOULID WN =
[ ] [ ]

—_
—
[ ]

21 PROPOSED PHASE 1 STEP 1
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria

Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 1: Define the Question
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1 The proposed Criteria for this step are below. Please indicate whether each

; Criterium should be omitted, or whether it is a possible candidate for inclusion, a

;‘ desirable candidate for inclusion or is essential for inclusion.

Z Omit Possible Desira
9 The question is defined according to which population is

1? relevant for this PDA.

12

13 The question is defined according to which options are
14 relevant for this PDA.

16 The question is defined according to which outcomes or
17 patient concerns are relevant for this PDA.

22 Do you have any comments or suggestions on the Criteria above? If so, please
share them.

31 Do you have any suggestions for additional Criteria to include in this Step? If so,
33 Pplease share them.

2 PROPOSED PHASE 1 STEP 2
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 2: Document Process and Policies
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1 The proposed Criteria for this step are below. Please indicate whether each

3 Criterium should be omitted, or whether it is a possible candidate for inclusion,

;‘ a desirable candidate for inclusion or is essential for inclusion.

6

; Omit Possible C
?o The evidence summarization process is documented. ' '

1; The evidence summarization process minimizes bias.

12 The evidence summarization process minimizes conflicts of

15 Interest.

16

17 The conflict of interest policy applying to people who summarize
18 evidence is documented.

Do you have any comments or suggestions on the Criteria above? If so, please
24 share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
33 please share them.

Y PROPOSED PHASE 1 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 3: Manage COI

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

https://dartmouth.col .qualtrics.com/ControlPanel/Ajax php?action=GetSurveyPrintPreview

13/37


https://dartmouth.co1.qualtrics.com/CP/Graphic.php?IM=IM_0kBQplSYgwan1Ix

Pag%ﬂ/ﬂf 1%3 BWquPlgpSuwey Software

1 The proposed Criteria for this step are below. Please indicate whether each

; Criterium should be omitted, or whether it is a possible candidate for inclusion,

;‘ a desirable candidate for inclusion or is essential for inclusion.

Z Omit Possible C
?o The conflicts of interest of people who summarize evidence are

11 collected.

E Actions are taken to manage relevant conflicts of interest.

1;‘ The actions taken on relevant conflicts of interest are documented.

16

17 Conflicts of interest are monitored over the course of PDA
18 development.

Do you have any comments or suggestions on the Criteria above? If so, please
24 share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
33 please share them.

*®  PROPOSED PHASE 1 STEP 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria

Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 4: Assemble Team
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

oNOYTULT D WN =

Omit Possible [
9 A multidisciplinary team is assembled. ' '

M The team comprises clinicians.

13 The team comprises methodological experts.

15 The team comprises patient or consumer representatives.

0 Do you have any comments or suggestions on the Criteria above? If so, please
share them.

29 Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

;s PROPOSED PHASE 1 STEP 5
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria

Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 5: Define the Scope of Patient Decision Aid Content
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

oNOYTULT D WN =

Omit Possible C
9 The population for whom the PDA is designed for is appropriate. ' '

1 There is a systematic process to reduce bias in the definition of the
13 population for the PDA.

15 The options for inclusion in the PDA are appropriate for the
16 intended population.

18 There is a systematic process to reduce bias in the definition of the
19 options for the PDA.

20
;; The outcomes or patient concerns for inclusion in the PDA are
23 appropriate for the intended population and options.

24

25 There is a systematic process to reduce bias in the definition of the
26 outcomes or patient concerns for the PDA.

Do you have any comments or suggestions on the Criteria above? If so, please
32 share them.

20 Do you have any suggestions for additional Criteria to include in this Step? If so,
41 please share them.

49 Phase 2

53 PROPOSED PHASE 2
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria

173 The guastion i defined according 1o which popuiation (s relevant for tis FOA |

1/4 The svidence sUMManzation process & documented. . | |
14 The conflicts of interest of people who summarize evidence are collected. ] |
114 4 multdisciplnary tsam is sssembied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

116 Thare is a systematic search for avidence tht rstes 1 e optons ncluced
the PDA.
114 There is  sysiemalic process for selecting evidence far cultomes or palient

J1]
CONCAME 10 include in the PDA. ]] ]
I1]

IT)
-

1)

/S Evidence seected for inclusion in the PDA is criticaly appraised with 2 defined
protocol

WS The evidiance (of evidantiary gaps) aboul potential benefits ralavant 1o sach |
aphion & summarizad in balanced ways, nol axpecied o bias the inberpretation.

13 The conficts of inberesd of pecpls who summarize evidence are collecled again | |
hefara publishing the PDA

Ui The methods wsed ta ranskale evidence b risk communicalion formals are |
reporied, y

11 The POA & reviewsd extamaly. |

1M Tha FOA content is updatad whan new avidence becames available

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

o Phase 2: Finding & Appraising Evidence
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Do you have any comments on the Steps below, including their wording or order? Or
suggestions for additional steps? If so, please share them.

o Step 1: Search for Evidence
o Step 2: Select Evidence
o Step 3: Appraise Evidence

PROPOSED PHASE 2 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria
Tabs represent additional criteria

113 Tha usstion is defined Accoedng 1o which papuistion s relevant for mis PDA. | |

14 The svicance summanzation process & decumentad . | |
414 The conficts of interest of peopie wha summarize evidence are coliscted. ] |
114 4 multdisciplnary tmam is ssambied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

118 Thems is a systematic search for avidence That resses 12 e optians ncluced 1
the POA.
14 Theee is 2 systemalic process for seiecting evidence far culcomes or patient

| 1]
concams 1o include in the PDA. ]] ]
1]

M
<

1]

1S Evidence selecied for nchusian in the PDA s crilically aporaised with a defined
profocal

S The exidence (of evidantiary Gaps) aboul potantial benefils relevant 1 ach |
apbion i summarized in balanced ways, not axpected to bias the interprotaticn.

173 The conficts of interest of pacpie who summarzs evidence are collacled again | |
tefara publishing the POA

1id The methods wsed to transkale evidence fa risk communicalion formals are |
reporied,

1 The POA & reviewsd extamaly. |

11 Tha FPOA content is updatad whan new avidence becomes available
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Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 1: Search for Evidence

The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C

There is a systematic search for evidence that relates to the options
included in the PDA.

There is a systematic search for evidence that relates to the
outcomes or patient concerns included in the PDA.

If the PDA is customizable to individual patient factors, there is a
systematic search for evidence of how individual patient factors
influence the expected outcomes.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

https://dartmouth.col .qualtrics.com/ControlPanel/Ajax php?action=GetSurveyPrintPreview 21/37


https://dartmouth.co1.qualtrics.com/CP/Graphic.php?IM=IM_0kBQplSYgwan1Ix

Page;33/9fi23

oNOYTULT D WN =

56

BNHuQB@?Suwey Software

PROPOSED PHASE 2 STEP 2

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2
Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria

1% The guastion is defined accarding 1o which popuiation is relevant for this FOA, |

14 The svicence summManzaton process & documentad . | |
414 The conficts of interest of peopie wha summarize evidence are coliscted. ] |
114 4 mudtidisciplinary team is assembied. |

A6 The populaticn for whom the PDW is esigned for is appropriate. | |

116 Theme is a systematic search for avidence that reiates 10 the optans included n ] ] I
the POA.

114 There is a sysiemalic process for selecling evidence for cultemes er palient ] ]
concams io include in fhe PDA,

15 Evidence selected for inchusian in the PDA s criticaly appraised with a defined ] ] ]
protocal

1)
-

1)

S The exidence (o evidantiary Gaps) aboul potential benafils relevant 1 each |
apbion i summarized in balanced ways, not axpected to bias the interprotation. ||

173 The conficts of interest of pacpie wh summarze evidence are collacled again | |
tiefara publishing the POA

14 The methods wsed to ranskale evidencs ta risk communicalion formals are |
reporied,

1 The POA & reviewsd extemaly. |

1M Tha POA content is updatad whan new avidence becames avallable

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 2: Select Evidence
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible L

There is a systematic process for selecting evidence for outcomes
or patient concerns to include in the PDA (where evidence is not
available, can directly ask patients).

There is a systematic process for selecting evidence (or evidentiary
gaps) about potential benefits relevant to each option.

There is a systematic process for selecting evidence (or evidentiary
gaps) about potential harms relevant to each option.

If the PDA is customizable to individual patient factors, there is a
systematic process for selecting relevant risk predictors to include
in the PDA.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 2 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria
113 The qussiion is dafined accoing to which papustion s relevant for s PDA. | |
114 The evidence summarzation process & documenied . ||
14 The conflicts of interest of people who summarize evidence are collected. ] |
114 4 multdisciplnary tsam is sssembied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

116 Thare is a systematic search for avidence tht rstes 1 e optons ncluced
the PDA.
114 There is  sysiemalic process for selecting evidencs far cultomes tr palient

J1]
concams io include in the PDA. ]] ]
I1]

IT)
e

1)

/S Evidence seected for inclusion in the PDA is criticaly appraised with 2 defined
protocol

05 The exidente (o7 svidantiary gaps) sbout potential benafita ralavant 1 each |
aption & summarized in balanced ways, not axpected to bias the interpratation,

13 The conficts of inberesd of pecpls who summarize evidence are collecled again | |
hefara publishing the PDA

Ui The methods wsed ta ranskale evidence b risk communicalion formals are |
reporied, y

11 The POA & reviewsd extamaly. |

1M Tha FOA content is updatad whan new avidence becames available

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 3: Appraise Evidence
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible L

Evidence selected for inclusion in the PDA is critically appraised
with a defined protocol (such as GRADE).

The protocol for critical appraisal of evidence accounts for risks of
bias in study design.

The protocol for critical appraisal of evidence accounts for risks of
bias in study analysis and reporting.

The protocol for critical appraisal of evidence accounts for
assessment of certainty of evidence with attention to risk of bias,
precision, directness, consistency, and publication bias.

The conflicts of interest of study authors related to selected
evidence is appraised.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

Phase 3

PROPOSED PHASE 3
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1
2 P d Ph St d Criteri
3 ropose ases, oteps an riteria
4 For the Evidence Summarization of Patient Decision Aids
5
6
7 Phase Step Criteria
g Tabs represent additional criteria
10 Define the Question 1/3 The question is defined according to which population is relevant for this PDA. ] l l
11 Document Process and Policies 1/4 The evidence ization process is ] ] l ]
2 Manage COl 1/4 The conflicts of interest of people who summarize evidence are collected. l ] I ]
:: 3 Assemble Team 1/4 A multidisciplinary team is assembled. ] I
14 Define the Scope of Patient Decision Aid Content 1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
15
16
1 7 Search for Evidence (1"/2 ;Be/{e is a systematic search for evidence that relates to the options included in ] l l ] ] l
:: g Select Evidence 1::‘ ;r:rirseﬁ 2 cslﬁee:?]a::e process for selecting evidence for outcomes or patient ] ] ] ]
20 Appraise EVidenCe ;lrg‘s:(iience selected for inclusion in the PDA is critically appraised with a defined J l l ] ]
21
22

P h rem - 115 The evidence (or evidentiary gaps) about potential benefits relevant to each
23 ase 3 | Articulate the Information R e

1/3 The conflicts of interest of people who summarize evidence are collected again

24 Presenting Evidence Manage COI ‘ ‘\before ishing the PDA. } ]] ]] ] *
)

(Report ‘ [ 1/4 The methods used to translate evidence to risk communication formats are
'Repo reported.

| Review | [111 The PDA is reviewed externally.

3 1 U pdate 1/1 The PDA content is updated when new evidence becomes available.

41 Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

47 Do you have any comments or suggestions on the Phase below? If so, please share
them.

e Phase 3: Presenting Evidence
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Page 40 of 53

Do you have any comments on the Steps below, including their wording or order? Or
do you have suggestions for additional steps? If so, please share them.

o Step 1: Articulate the Information

o Step 2: Manage COI
o Step 3: Report
o Step 4: Review

PROPOSED PHASE 3 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence

Appraise Evidence

Phase 3

| Articulate the Information

| | option is summarized in balanced ways, not expected to bias the interpretation.

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. I ] ]

1/4 The evidence ization process is ] 7] I ]

1/4 The conflicts of interest of people who summarize evidence are collected. ] ] ] l

1/4 A multidisciplinary team is assembled. ] ]

1/6 The population for whom the PDA is designed for is appropriate. ] J ]—] ] ]

1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA.

114 There is a systematic process for selecting evidence for outcomes or patient ] ] l ]
concerns to include in the PDA.

1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined l ] l ] ]
protocol

1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each

Manage COI

Presenting Evidence

\fReport

|_before lishing the PDA.
| (174 The methods used to translate evidence to risk communication formats are ] ] ] ]
reported.

\'Review

“ [ 1/3 The conflicts of interest of people who summarize evidence are collected again ] ] ]

)|
t

1/1 The PDA is reviewed externally. ]

Update

1/1 The PDA content is updated when new evidence becomes available.
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1

2

i Feel free to click here to view a visualization of the proposed Phases, Steps and
Z Criteria in a separate window while you complete the questions below.

7

8

?O Do you have any comments or suggestions on the Step below? If so, please share
N them.

12

13

1;‘ o Step 1: Articulate the Information

16

17

18

19 Z

,3  I'he proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
26 a desirable candidate for inclusion or is essential for inclusion.

29 Omit Possible [

31 The evidence (or evidentiary gaps) about potential benefits relevant
to each option is summarized in balanced ways, not expected to
34 bias the interpretation.

36  Ihe evidence (or evidentiary gaps) about potential harms relevant
37 to each option is summarized in balanced ways, not expected to
5o  Dbias the interpretation.

The evidence (or evidentiary gaps) is summarized in ways that are
42 easy to understand.

44 The certainty of the evidence is described in ways that are easy to
4> understand.

47 The evidence summarization process is described in ways that are
49  €asy to understand.

51 The funding used to summarize the evidence (and develop the
52 PDA) is reported.

Do you have any comments or suggestions on the wording or order of any of the
58 Criteria above? If so, please share them.
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Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

oNOYTULT D WN =

. PROPOSED PHASE 3 STEP 2

I Proposed Phases, Steps and Criteria
21 For the Evidence Summarization of Patient Decision Aids

24 Phase Step Criteria

25 . .
Tabs represent additional criteria
26
27 Define the Question 1/3 The question is defined according to which population is relevant for this PDA. ] l l
28 Document Process and Policies 1/4 The evidence ization process is ] ] ] |
29 Manage COl 1/4 The conflicts of interest of people who summarize evidence are collected. ] ] l ]
30 Assemble Team 1/4 A multidisciplinary team is assembled. ] l
31 Define the Scope of Patient Decision Aid Content 1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
32
33
34 . . :
Search for Evidence t1h/: ;I'E\;{e is a systematic search for evidence that relates to the options included in ] l l l ] l
;2 Select Evidence 1?" ;I':renrse||: a ;ﬁ::a:;]ce process for selecting evidence for outcomes or patient ] ] ] ]
H q 1/5 Evids lected for inclusion in the PDA is criticall ised with a defined
37 Appralse EV|dence pmm:‘lﬂ.ence selected for inclusion in the is critically appraised with a define J ] J ] ]
38
39
40 Phase 3 Articulate the Information | e e e J1]1)
41 Presenting Evidence {Manage col ‘ Hl:fo'::e conflicts of wnte{je:l of people who summarize evidence are collected again ] ] ]
42 ‘ Report ‘ “é:(;ll"‘:edme(hods used to translate evidence to risk communication formats are ] ] ] ]
43 Revi [ J
eview ‘ 1/1 The PDA is reviewed externally.
44
45
46
47
48 Update 1/1 The PDA content is updated when new evidence becomes available.
49
50
51
52
53
54
55
56
57

53 Feel free to click here to view a visualization of the proposed Phases, Steps and
59
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1

; Do you have any comments or suggestions on the Step below? If so, please share
4 them.

5

6

; o Step 2: Manage COI
9

10

11

12

13

14

15

16 The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
19 a desirable candidate for inclusion or is essential for inclusion.

22 Omit Possible L

24 The conflicts of interest of people who summarize evidence are
2> collected again before publishing the PDA.

27 Any change to the conflicts of interest of people who summarize
29 evidence are reported.

31 Actions are taken to manage relevant conflicts of interest.

35 Do you have any comments or suggestions on the wording or order of any of the
37  Criteria above? If so, please share them.

44 Do you have any suggestions for additional Criteria to include in this Step? If so,
46 please share them.

>3 PROPOSED PHASE 3 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI
Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. ] l l

]

1/4 The evidence ization process is ] ] l ]

l

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ] I

1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA. )

114 There is a systematic process for selecting evidence for outcomes or patient ]

concerns to include in the PDA.

115 Evidence selected for inclusion in the PDA is critically appraised with a defined l l ] ]
protocol.

Phase 3

\;Articulate the Information

| 1/5 The evidence (or evidentiary gaps) about potential benefits relevant o each
| | option is ized in balanced ways, not expected to bias the interpretation.

Manage COI

“ ‘ 1/3 The conflicts of interest of people who summarize evidence are collected again

Presenting Evidence

'Report

{Review

Update

before publi the PDA. ] ] ]
‘ [ 1/4 The methods used to translate evidence to risk communication formats are ] ] ] ]
reported.

| [111 The PDA is reviewed externally.

1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

e Step 3: Report
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C
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9 The methods used to translate evidence to risk communication
;1 formats are reported.

13 The approach to readability of summarized evidence is reported.
;s IThe summarization process is reported publicly.

;7 The conflict of interest of people who summarize evidence are
18 reported publicly.

Do you have any comments or suggestions on the wording or order of any of the
24 Criteria above? If so, please share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
33 please share them.

s PROPOSED PHASE 3 STEP 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI
Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. ] l l

]

1/4 The evidence ization process is ] ] l ]

l

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ] I

1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA. )

114 There is a systematic process for selecting evidence for outcomes or patient ]

concerns to include in the PDA.

115 Evidence selected for inclusion in the PDA is critically appraised with a defined l l ] ]
protocol.

Phase 3

\;Articulate the Information

| 1/5 The evidence (or evidentiary gaps) about potential benefits relevant o each
| | option is ized in balanced ways, not expected to bias the interpretation.

Manage COI

Presenting Evidence

“ ‘ 1/3 The conflicts of interest of people who summarize evidence are collected again

'Report

{Review

Update

before publi the PDA. ] ] ]
‘ [ 1/4 The methods used to translate evidence to risk communication formats are ] ] ] ]
reported.

| [111 The PDA is reviewed externally.

1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 4: Review
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1 The proposed Criteria for this step are below. Please indicate whether each criterium

; should be omitted, or whether it is a possible candidate for inclusion,

;‘ a desirable candidate for inclusion or is essential for inclusion.

6

; Omit F
?o The PDA is reviewed externally.

11

12

13

12 Do you have any comments or suggestions on the wording or order of any of the
Criteria above? If so, please share them.

»3 Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

32 Phase 4

36 PROPOSED PHASE 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 4

Updating

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA.

1/4 The evidence summarization process is documented.

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled.

1/6 The population for whom the PDA is designed for is appropriate.

1/6 There is a systematic search for evidence that relates to the options included in
the PDA.

Page 48 of 53

1/4 There is a systematic process for selecting evidence for outcomes or patient
concerns to include in the PDA.

1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol.

115 The evidence (or evidentiary gaps) about potential benefits relevant to each
option is summarized in balanced ways, not expected to bias the

1/3 The conflicts of interest of people who summarize evidence are collected again

Manage COI before publishing the PDA.

1/4 The methods used to translate evidence to risk communication formats are
Report reported.
Review 1/1 The PDA is reviewed externally. ‘
Update ] [ 1M The PDA content is updated when new evidence becomes available.

<

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

e Phase 4: Updating

https://dartmouth.col .qualtrics.com/ControlPanel/Ajax .php?action=GetSurveyPrintPreview

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

35/37


https://dartmouth.co1.qualtrics.com/CP/Graphic.php?IM=IM_0kBQplSYgwan1Ix

Pag%ﬂ%/ﬂf 1%3 BWuQE’lgpSurvey Software

Do you have any comments or suggestions on the Step below. If so, please share
them.

o Step 1: Update

oNOYTULT D WN =

14 PROPOSED PHASE 4 STEP 1

20 Proposed Phases, Steps and Criteria
% For the Evidence Summarization of Patient Decision Aids

24

25 Phase Step Criteria

26 Tabs represent additional criteria

27 Define the Question 113 The question is defined according to which population is relevant for this PDA. | | |

28 Document Process and Policies 114 The evidence summarization process is documented. |11
29 Manage COI 1/4 The conflcts of interest of people who summarize evidence are collected. | ]
30 Assemble Team 1/4 A multidisciplinary team is assembled. ‘

31 Define the Scope of Patient Decision Aid Content  1/6 The popuiation for whom the PDA is designed for is appropriate. | T \

. 1/6 There is a systematic search for evidence that relates to the options included in
35 Search for Evidence the PDA. 4 ’ ‘ ,‘ ‘ | )
: 1/4 There is a systematic process for selecting evidence for outcomes or patient
36 SeIeCt EVIdenCe concerns to include in the PDA. ‘ ‘ ‘
H i 1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
37 Appraise Evidence Jadnds []]]]
. . 1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each )
41 Articulate the Information option is summarized in balanced ways, not expected to bias the ] ‘
1/3 The conflicts of interest of people who summarize evidence are collected again
42 Manage COI before publishing the PDA. |
1/4 The methods used to translate evidence to risk communication formats are )
43 Report reported. I )
44 Review 11 The PDA is reviewed externally. \

47 Phase 4

49 Updating [Update ] {1/1 The PDA content is updated when new evidence becomes available. ] *
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Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share
them.

o Step 1: Update

The proposed Criteria for this step are below. Please indicate whether each criterium
should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible [

The PDA content is updated when new evidence becomes
available.

Do you have any comments or suggestions on the wording of the criterion above? If
so, please share them.

Do you have any suggestions for additional criteria to include in this Step? If so,

please share them.

Powered by Qualtrics
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BMJ Open
Supplementary File 3: Proposed Phases, Steps, and Criteria

Existing standard Phase Step Criteria

(from IOM & USPSTF)

Establishing transparency Phase I: Define Define the The question is defined according to which population is relevant for this PDA.
Process and question The question is defined according to which options are relevant for this PDA.
Scope The question is defined according to which outcomes or patient concerns are

relevant for this PDA.
Document The evidence summarization process is documented.

Management of conflict of
interest

Guideline development
group composition

process and

The evidence summarization process minimizes bias.

policies The evidence summarization process minimizes conflicts of interest.
The conflict of interest policy applying to people who summarize evidence is
documented.
Manage COI The conflicts of interest of people who summarize evidence are collected.
Actions are taken to manage relevant conflicts of interest.
The actions taken on relevant conflicts of interest are documented.
Conflicts of interest are monitored over the course of PDA development.
Assemble A multidisciplinary team is assembled.
team The team comprises clinicians.
The team comprises methodological experts.
The team comprises patient or consumer representatives.
Define the The population for whom the PDA is designed for is appropriate.
scope of There is a systematic process to reduce bias in the definition of the population for
patient the PDA.
decision aid The options for inclusion in the PDA are appropriate for the intended population.
content There is a systematic process to reduce bias in the definition of the options for the

PDA.

The outcomes or patient concerns for inclusion in the PDA are appropriate for the
intended population and options.
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There is a systematic process to reduce bias in the definition of the outcomes or
patient concerns for the PDA.

Guideline and systematic
review intersection

Establishing evidence
foundations and rating
strength of
recommendation

PHASE II:
Finding &
Appraising
Evidence

Search for
evidence

There is a systematic search for evidence that relates to the options included in the
PDA.

There is a systematic search for evidence that relates to the outcomes or patient
concerns included in the PDA.

If the PDA is customizable to individual patient factors, there is a systematic search
for evidence of how individual patient factors influence the expected outcomes.

Select
evidence

There is a systematic process for selecting evidence for outcomes or patient
concerns to include in the PDA (where evidence is not available, can directly ask
patients).

There is a systematic process for selecting evidence (or evidentiary gaps) about
potential benefits relevant to each option.

There is a systematic process for selecting evidence (or evidentiary gaps) about
potential harms relevant to each option.

If the PDA is customizable to individual patient factors, there is a systematic process
for selecting relevant risk predictors to include in the PDA.

Appraise
evidence

Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol (such as GRADE).

The protocol for critical appraisal of evidence accounts for risks of bias in study
design.

The protocol for critical appraisal of evidence accounts for risks of bias in study
analysis and reporting.

The protocol for critical appraisal of evidence accounts for assessment of certainty of
evidence with attention to risk of bias, precision, directness, consistency, and
publication bias.

The conflicts of interest of study authors related to selected evidence is appraised.

Articulation of information

PHASE IlI:
Presenting
Evidence

Articulate the
information

The evidence (or evidentiary gaps) about potential benefits relevant to each option
is summarized in balanced ways, not expected to bias the interpretation.

The evidence (or evidentiary gaps) about potential harms relevant to each option is
summarized in balanced ways, not expected to bias the interpretation.
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1

2 The evidence (or evidentiary gaps) is summarized in ways that are easy to

3 understand.

g The certainty of the evidence is described in ways that are easy to understand.
6 The evidence summarization process is described in ways that are easy understand.
7 The funding used to summarize the evidence (and develop the PDA) is reported.
g Manage COI The conflicts of interest of people who summarize evidence are collected again
10 before publishing the PDA.

1 Any change to the conflicts of interest of people who summarize evidence are
:g reported.

14 Actions are taken to manage relevant conflicts of interest.

15 Report The methods used to translate evidence to risk communication formats are

1? reported.

18 The approach to readability of summarized evidence is reported.

19 The summarization process is reported publicly.

;‘1) The conflict of interest of people who summarize evidence are reported publicly.
22 Review The PDA is reviewed externally.

23 Updating PHASE IV: Post- | Update The PDA content is updated when new evidence becomes available.

24 publication

25 dat

2% update

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44
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ABSTRACT FOR PROTOCOL

Introduction

Information included in a Patient Decision Aid (PDA) can significantly influence patients’ decisions and
is, therefore, expected to be evidence based and rigorously selected and summarized. Yet patient
decision aid developers have not yet agreed on a standardized process for the selection and
summarization of the supporting evidence. We intend to generate consensus on a process (and related
steps and criteria) for selecting and summarizing evidence for patient decision aids using a modified
Delphi survey.

Methods and Analysis

We will develop an evidence summarization process specific to PDA development by using a
consensus-based Delphi approach, surveying international experts and stakeholders with two to three
rounds. To increase generalizability and acceptability, we will distribute the survey to the following
stakeholder groups: patient decision aid developers, researchers with expertise in shared decision
making, patient decision aid development and evidence summarization, members of the International
Patient Decision Aid Standards group, policy makers with expertise in patient decision aid certification,
and patient stakeholder groups. For each criterion, if at least 80% of survey participants rank the
criterion as most important/least important, we will consider consensus achieved.

Ethics and Dissemination

It is critical for patient decision aids to have accurate and trustworthy evidence-based information
about the risks and benefits of health treatments and tests, as these decision aids help patients make
important choices. We want to generate consensus on an approach for selecting and summarizing the
evidence included in patient decision aids, which can be widely implemented by decision aid
developers. Dartmouth College’s Committee for the Protection of Human Subjects approved this
protocol. We will publish our results in a peer-reviewed journal.

Words: 268

Article Summary

® Gap: There is no standardized method for selecting and summarizing the evidence in patient
decision aids.

e Solution: We are developing a process to ensure patient decision aids have the most up-to-
date, trustworthy evidence available.

e Clinical implications: This will help patients and clinicians know they can trust the information in
patient decision aids, so they can make the best decisions together.

e Strengths: Systematic involvement of patient stakeholders.

e Limitations: Limitations of online surveys include selection bias.
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INTRODUCTION

Patient Decision Aids (PDAs) are tools that help patients and their clinicians make preference-sensitive
decisions together. They are typically defined as: “evidence-based tools designed to help patients
make specific and deliberated choices among healthcare options. Patient decision aids supplement
(rather than replace) clinicians' counselling about options”[1][2]. They promote patient engagement in
medical decision making, collaboration between patients and their care team, increase knowledge and
align patients’ choices with their preferences [1]. Therefore, the information included in PDAs can
significantly impact patients’ decisions. For this reason, patients and clinicians expect the information
in PDAs to be evidence based and rigorously selected and summarized.

The approach that PDA developers use to select and summarize the evidence in PDAs, however,
appears inconsistent. A recent international cross sectional survey of 15 PDA developers confirms that
they do not have an agreed-upon, standardized process to select and summarize evidence. They also
do not always document the evidence selection and summarization process [3]. Most organizations
reported using existing systematic reviews and clinical practice guidelines to select and summarize
information for PDAs. Less than half reported using a standard, documented approach to guide the
evidence selection and summarization. When the approach was documented, the documents offered
varying levels of detail. Common evidence summarization steps identified were: tool-relevant question
formation, search strategies, evidence appraisals, and updating policies. There was no standardized
process across organizations to summarize evidence for PDAs. Although agreed-upon approaches and
tested methods for evidence summarization exist in other areas, such as clinical practice guidelines,
there is no agreed process (including steps and criteria within each step) for the selection and
summarization of evidence for PDAs.

The International Patient Decision Aids Standards (IPDAS) collaboration developed criteria for assessing
the quality of PDAs [4]. These criteria are also used by PDA producers to guide the development of the
interventions. However, only six items of the IPDAS checklist cover the selection and summarization of
evidence, and do not provide any guidance about recommended methods for the evidence selection
and summarization of PDAs [4]. A 2013 review of the literature conducted by the IPDAS working group
on the synthesis of scientific evidence highlighted the importance of rigorously selecting and
summarizing evidence used to populate a patient decision aid. They did not provide clear practical
guidance on how to conduct evidence summarization for the development of patient decision aids
except recommending that developers apply the GRADE methodology [5]. Further, the IPDAS
instrument and the IPDAS minimum standards do not offer additional information or guidance on the
steps required to select and summarize evidence-based information for PDAs [6][7]. Other efforts to
evaluate or certify the quality of PDAs have emerged [8], but none of those standards or certification
bodies describe recommended methods and criteria that PDAs producers should follow when selecting
and summarizing evidence for patient-facing interventions.

Evidence summarization in other medical contexts is increasingly standardized, such as the selection
and summarization of evidence for clinical practice guidelines and systematic reviews. This process
promotes transparency, rigor, and minimizes the risk of bias in the end product [2]
[9][10][11][12][13][14][15][16][17]. The same level of scrutiny is justified when developing PDAs, as
they may directly influence patient care and decision making. Tasks such as the selection and
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identification of patient-relevant outcomes, analysis of patient concerns and priorities, description of
the quality of evidence, and communication of uncertainty in ways that patients understand warrants
the development of an agreed process and related steps and criteria that are specific to PDAs. For
those reasons, it would not be appropriate to apply evidence summarization processes developed for
clinical guidelines without integrating the evidence summarization steps and components that are
specific to the development of interventions that target patients. The target group, scope and content
differ significantly enough from clinical practice guidelines development, thus requiring a tailored
evidence summarization process. Additionally, the IPDAS standards impose some prerequisites on the
evidence summarization process on which the decision aid will be based. For example, IPDAS requires
that the decision aid summarizes the evidence regarding all health options available to a patient facing
a specific health problem, and that decision aids present positive and negative features of each option
with an equal amount of details, among other specificities [18]. Efforts to develop an agreed evidence
summarization process for PDAs should incorporate the substantial body of related evidence
summarization guidance previously developed by other groups, and notably for clinical practice
guidelines previously mentioned [11].

Objective

The purpose of the study is to generate consensus on a process (and related steps and criteria) for
selecting and summarizing evidence for patient decision aids using a modified Delphi survey. This will
in turn improve transparency, rigor and minimize the risk of bias of the evidence summarization
processes leading to the development of patient decision aids.

2 METHODS

Study Design and Procedures

We will develop an evidence summarization process specific to PDA development by using a
consensus-based Delphi approach previously used in the development of a quality criteria framework
for PDAs [2] [19]. Consensus methods can harness the views of international experts on a wide range
of information and questions in order to make decisions that are based on expert consensus [20]. We
will conduct a multi-round modified Delphi survey (two to three rounds). Compared to the nominal
group technique, it is the most practical and scalable method to obtain feedback from a large number
of stakeholders in different geographic locations. During the multiple rounds of online questionnaires,
relevant stakeholders will be consulted to provide feedback about the evolving set of evidence
summarization steps and criteria. The anonymous responses from participants will be fed back to them
in subsequent rounds. Depending on the level of consensus after two rounds (see Data Analysis
section), we will determine whether to conduct a third survey round.

Study Management

To oversee the tasks of 1) generating an initial set of criteria for the Delphi process and 2) managing
the Delphi survey distribution and analysis, we convened a steering group. This group will oversee the
project and will make strategic decisions about the study design, data collection and analysis
processes, as well as agree a final process and related set of steps and criteria. An invitation to join this
group was posted on social media (Shared@Shared Decision Making Network Facebook group: 745
members) on 30 June 2017. The post invited all Facebook group members to join an in-person meeting
about evidence summarization during the International Shared Decision Making conference, held in
Lyon, France, between July 2, and July 5, 2017. For those who were not able to join the meeting but
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expressed an interest in evidence summarization of PDAs, a high-level summary was posted on
Facebook. The steering group was convened in September 2017. The study steering group includes
nine international experts in PDA development, evaluation and implementation, evidence
summarization and clinical practice guidelines, and one patient representative. Six steering group
members are based in the US, one in Canada, one in Australia and one in Spain Google drive and
video-conferencing facilities will be used to facilitate the exchange and review of information and
documents, virtual meetings, as well as real-time collaboration and version-control.

Participants

To maximize the generalizability and applicability of the criteria, we plan to invite participation in the
survey from members of the following groups: 1) all known developers of PDAs who created or
updated a tool within last five calendar years (using existing inventory), 2) all members of the of the
IPDAS group, 3) the Shared Decision Making listserv; 4) the Society for Participatory Medicine listserv ;
5) an overdiagnosis google group ; 6) the evidence-based healthcare listserv ; 7) the Society for Medical
Decision Making ; the 8) the Society of Behavioral Medicine (Health Decision Making Interest Group),
9) HTAI-ISG Patient Involvement listserv, 10) GRADE Working group, 11) the Guidelines International
Network, 12) convenience sample of policy makers with interest and expertise in PDA certification; 13)
the BMJ patient group; 14) the ProPublica Patient Safety Community. We have no other eligibility
criteria (except for membership to one of the above listed groups).

For all participants, the survey invitation (Supplementary File 1) will provide a brief outline of the
study, a link to the online survey (Supplementary File 2), and a brief participant information sheet as
the first page of the survey. Consent will be inferred by participants’ completion of the survey. The
ethics application form and protocol were submitted to Dartmouth College’s committee for the
protection of human subjects on 27 April 2018. Approval was granted on 23 May 2018
(STUDY00031042).

In order not to contaminate the Delphi survey results and express their views twice (in developing the
original items and taking the surveys), the steering group members have unanimously decided not to
complete the Delphi surveys.

Patient and Public Involvement

Design

Our patient partner, SC, was involved in the development of the Delphi survey and provided
meaningful feedback on iterative drafts of the online questionnaire. SC is a core member of our study
steering group and an author on this manuscript.

Participants

We also plan to make a concerted effort to recruit patient participants. We will reach out to online
patient groups, including the BMJ Patient group, the ProPublica Patient Safety Community (more than
6,000 members). We will also engage a patient and family advisor group at Dartmouth-Hitchcock
Medical Center.

Analysis

Our patient partner will be a critical part of our analysis team, and will be involved in all steering group
meetings.
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Survey Development

The main output of the original Lyon evidence summarization meeting was the creation of a
spreadsheet that detailed all evidence-summarization steps inherent to PDA development. The first
draft of this spreadsheet, iteratively developed by the steering group members, included 18 criteria.
Combining those 18 criteria with the eight existing standards for the summarization of clinical practice
guidelines as outlined by the National Academy of Medicine (formerly IOM) & US Preventive Services
Task Force Standards led to the creation of the first draft of the proposed process and steps. This draft
was shared in a Google doc with all members of the steering group and iteratively refined and
finalized. Three separate iterations of the process (phases, steps and criteria) were created, reviewed
and discussed by the steering group members until no additional revisions were suggested. A final
internal version of the criteria (n=48), categorized into four phases and 13 steps was finalized in April
2018 (see Supplementary File 3).

Data Collection

Round One Survey

The round one survey will include a brief information page and a summary of the process that led to
the development of the phases, steps and criteria. Participants will be asked to provide their input on
the phases, steps and criteria (including inclusion, wording, grouping, order and any other comments).
Specifically, they will be asked to indicate using a four-point Likert scale (omit, possible, desirable,
essential) whether each criterion included in the proposed process should be omitted or kept (and
whether it is considered possible, desirable or essential). The criteria will be grouped into relevant
phases and steps. For each phase and for each step, participants will be given the opportunity to
provide rewording suggestions, suggest additional phases, steps or criteria, comment on the order of
those elements or provide additional comments, or questions. Email addresses will be collected so
participants can participate in further rounds. At the end of each round, we will confirm participants'
interest to participate in the next round. Participants will also be asked to complete basic demographic
guestions. Each round of the survey will be open for three weeks, and two reminders will be sent.

Round Two Survey (and round three, as necessary)

Round one participants will be invited to complete a second survey, in which feedback will be provided
about the results of the first round (percentage of participants who thought a criterion should be
included or excluded) and about the changes made based on the qualitative feedback. Participants will
be invited to indicate whether to omit or include (omit, possible, desirable, essential) the items,
including the new items proposed by participants in the first round, and to provide additional
rewording suggestions, comments, or questions. As mentioned above, the survey will be open for
three weeks, and two email reminders will be sent. Depending on the level of consensus (see data
analysis section), a third round may be conducted. This will be determined by the steering group after
round 2 data analysis is completed. We will use open debate and discussion followed by a democratic
consensus.

Data Analysis

Following round one, the ratings will be summarized using percentages and the views of all
participants will be given equal weight. If at least 80% of participants rate the item in the lower two
categories (omit, possible) or in the higher two categories (desirable, essential), we will consider
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consensus to be achieved and the item will be removed or retained, respectively. tems where ratings
do not meet the consensus threshold and conflict with open text comments will be grouped together
and explained to round 2 participants. They will be asked to re-rate those items taking the qualitative
feedback into account. Following the first survey round, a consensus meeting involving the steering
group will be held. The steering group will review and discuss the ratings and qualitative feedback
received, including rewording suggestions per criterion, suggestions to add new phases, steps or
criteria and more general comments or questions. The wording or order of the phases, steps or criteria
will be revised if two or more respondents suggest it or if the steering group members agree that the
phase, step or criterion would benefit from rewording, reordering or merging.

Following the second survey round, a second consensus meeting will be held. Decisions on whether to
conduct a third round and retain items in the scale will be made based on the ratings in the survey
rounds and feedback/comments from participants. The ratings will be summarized using percentages
and the views of all participants will be given equal weight. If at least 80% of participants rate the
importance of the item in the lower two categories, or in the higher two categories, we will consider
consensus to be achieved and the item will be removed or retained, respectively. If no consensus is
achieved or the consensus ratings are contradicted by recurring open text comments, the steering
group will decide whether or not to retain a criterion, basing this decision on qualitative feedback from
the participants where possible, and the steering group’s views. We have successfully used this
approach before [21].

Only complete surveys will be included in the analysis. We will report the amount of missing data in
the manuscript reporting the results of the Delphi survey.

Data Management and Safety

Data to be collected include information about the participant’s role as it relates to patient decision
aids, general demographics, and their opinion of what to add/change/include in an evidence
summarization process. We are careful to protect the identity of all study participants. We will store
the data securely in accordance with standard human subject research protocols. All data will be
retained for three years, per the Dartmouth College data retention policy (or for the period specified
by journals in which arising manuscripts are published, if longer) and then destroyed securely.

DISCUSSION

Patient decision aids must have accurate and trustworthy evidence-based information about the risks
and benefits of health treatments and tests, as these tools help patients make important healthcare
choices. We want to generate consensus on an approach for selecting and summarizing the evidence
included in patient decision aids, which we hope can be widely adopted by decision aid developers.

STRENGTHS AND LIMITATIONS

A strength of this study is the systematic involvement of patients and relevant stakeholders in planning
the modified Delphi survey. We plan to include a diverse sample of participant stakeholders including
patients, researchers, patient decision aid developers and health policy makers. Limitations of online
surveys always include the possibility of selection biases, meaning participants who opt to take the
survey may be systematically different than the target population. In our case, the participants may be
more engaged and more interested in the outcome of the Delphi survey. There is also a possibility that
their views will be stronger than those who opted not to participate.

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



Page 9 of 53 BMJ Open

oNOYTULT D WN =

CONCLUSION

Patients should be able to trust the information they receive from patient decision aids. Together with
their clinicians, family and caregivers, they rely on these tools to make decisions that are aligned with
their informed preferences. We believe standardizing a process for selecting and summarizing the
evidence included in patient decision aids is therefore a worthwhile effort. Bringing all relevant
stakeholders to the table - patients, researchers, patient decision aid developers, and healthcare policy
makers - will ensure that the ultimate outcome is rigorous and rooted in consensus, to promote
widespread adoption.
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Dartmouth College’s Committee for the Protection of Human Subjects approved this protocol. We plan
to publish our results in a peer-reviewed journal.
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Supplementary File 1: Survey Invitation

SUBJ: Help us make more trustworthy patient materials: provide your feedback through a survey

To the members of [group name/list-serv name] —

We are an international workgroup, led by Marie-Anne Durand and Glyn Elwyn at The Dartmouth Institute for Health Policy and
Clinical Practice in Lebanon, N.H. We noticed a need for more clarity about how to select and summarize the evidence included
in patient decision aids. Patient decision aids influence the decisions that patients make - so the need for trustworthy tools is
important.

We wish to have your perspective, as an expert, patient, or other stakeholder.

Please could you provide feedback via 2-3 surveys over the next few weeks? Each survey should take less than 25
minutes.

Please click the link below for more information and the first survey.
Many thanks,

The Evidence Summarization workgroup
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Dartmouth

INSTITUTE

FOR HEALTH POLICY & CLINICAL PRACTICE

Evidence Summarization Survey

Information Sheet

SURVEY INFORMATION

What is the study about?

We want to generate consensus on an approach for selecting and summarizing the
evidence included in patient decision aids. Our workgroup developed a proposed set
of Phases, Steps and Criteria, based on the methods used to develop trustworthy
clinical practice guidelines. The purpose of this survey is to gain your perspective, as
an expert, patient or other stakeholder.

What is involved?

If you participate, we'll ask you to complete two or three surveys. In the first survey,
we'll ask for your perspective on the proposed Phases, Steps and Criteria. This will
include rating importance, suggesting wording changes and suggesting additional
items. In the second and third surveys, we'll ask similar questions except we'll also
share some results from the first survey.

How long will it take?
Completing this survey should take less than 25 minutes.

Do | have to take part?
No. Taking part is voluntary.

Will | be compensated?
You won't be compensated. However, we hope you'll take part. Your contributions
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will improve the process of developing reliable, high-quality decision aids for
patients.

Are there any risks?
We don't anticipate any risks from participating in the study.

How will my privacy be protected?
We won't name any individuals in any publications or presentations.

How can | contact you?

If you have questions, please feel free to contact Michelle Dannenberg
(Michelle.D.Dannenberg@dartmouth.edu), Research Coordinator, The Dartmouth
Institute for Health Policy and Clinical Practice, Dartmouth College.

If you would like to speak to the researchers leading this study, please contact Prof.
Marie-Anne Durand (Marie-Anne.Durand@dartmouth.edu) or Prof. Glyn Elwyn
(glynelwyn@gmail.com), The Dartmouth Institute for Health Policy and Clinical

Practice, Dartmouth College.

What happens if | do not respond?
You'll receive two automated email reminders to complete the survey.

Do you want to participate?

~ Yes

No

Background Questions

BACKGROUND QUESTIONS
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Which of the following best describes you? Please select all that apply.

Patient Decision Aid (PDA) developer

Researcher

International Patient Decision Aids Standards (IPDAS) collaboration member
Policy maker

Patient
Clinician, please specify specialty:

Other, please specify:

Which country do you live in?

4>

What is your gender?

Male
Female

Other

What is your race/ethnicity? Please select all that apply.

American Indian or Alaska Native

Asian

Black or African American

Native Hawaiian or Other Pacific Islander
Hispanic, Latino/a or Spanish Origin
White
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~] Other, please specify:

BACKGROUND QUESTIONS

We're requesting your email address so we can contact you for the next phase of
this project. We will not share your email with anyone outside the study team, and
we will not contact you about anything other than the study.

Please provide your email:

Overall Proposed Phases, Steps and Criteria

INFORMATION ON PROPOSED PROCESS

Decision aids are tools that help patients make choices. They provide
information about the risks and benefits of health treatments and tests.

Accurate and clear information is critical. It's important for decision aids to have
accurate and trustworthy information from research evidence about the risks and
benefits of health treatments and tests.

We're trying to make evidence summarization easier. We're doing this by
developing a process to guide decision aid developers in evidence summarization.

We're building on the good work that's already been done. This process
includes the existing work of the International Patient Decision Aid Standards
(IPDAS) collaboration.

We sketched out a proposed process, see Figure below. We are interested in

your feedback on ALL elements of this, including the Phases, Steps and Criteria, as
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well as the order and grouping.

Here's how you can help. In the questions that follow, we will ask for your
perspective on how important each criterion is to include in the proposed
process. We will also ask for feedback on the wording of all parts. Nothing is final.
Everything is up for discussion, and we are looking forward to hearing from you.

Below is a visual representation of the proposed process. Review it carefully.
There are four proposed phases, each with one to five proposed steps. Each step
has a number of proposed Criteria. In the visual representation below, we show the
first Criteria for each step. The tabs represent additional Criteria.

Feel free to click here to view the representation of the proposed Phases, Steps
and Criteria in a separate window. You can click on the image to zoom. You can
refer back to this image as you answer questions about the proposed process. Don't
worry, if you accidentally close the window, there are links to the figure on each page
of the survey.
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Criteria
Tabs represent additional criteria

Ph ase 1 \'Define the Question | [ 1/3 The question is defined according o which population is relevant for this PDA. ] ] ]

[ Document Process and Policies (18 The evidence summarizaion process is 111)
Define Process and [ Manage COI [1/4 The conflcts of interest of people who summarize evidence are collected. ] ] ] ]
Scope o

{ASSemble Team [ 1/4 A multidisciplinary team is assembled. ] ]

[Deﬁne the Scope of Patient Decision Aid COntentJ ‘:1/6 The population for whom the PDA is designed for is appropriate. ] ] J ] ] ]

Phase 2

[Search for Evidence

J [ 1/6 There is a systematic search for evidence that relates to the options included in
the PDA.

Finding and Appraising

Evidence [Select Evidence

1/4 There is a systematic process for selecting evidence for outcomes or patient
concemns to include in the PDA.

[Appraise Evidence

W | S § W—
— S S
D || S —
hd S et

} [ 1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol.

Phase 3

Articulate the Information

1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each

option is summarized in balanced ways, not expected to bias the interpretation.

Presenting Evidence

| [ 113 The conflicts of interest of people who summarize evidence are collected again
| before ishing the PDA.

Report

reported.

{

[Manage Ccol
{

[Review

Phase 4

(1/1 The PDA is reviewed externally.

] [1/4 The methods used to translate evidence to risk communication formats are ] ] l]

Updating [Update

J [1/1 The PDA content is updated when new evidence becomes available. ]

Phase 1

PROPOSED PHASE 1
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step Criteria
Tabs represent additional criteria
Phase 1 Define the Question 73 The guastion i defined accomding fo which papuistian is relevant for shis POA. ] ] ]
Document Process and Policies 108 The evitence summarzation protess & documented. 111]
gefme Process and Manage COI 114 The conflicts of interest af peopla wha summarize evidence 6re collecied. ] ] ] ] *
i Assemble Team 11 & multdiscipinary team is essambied. ] ]
Define the Scope of Patient Decision Aid Content = 16 The pagulation for whom e PDA is designed for is appropeiate. l ] i I ]

Search for EVIdEI‘ICB ‘Ihr: '[thAB is & syslemnalic search for avidence hat relatas 1o te oplions includad in | | | |

. 114 There Is & systemalic process for selecting evidanca for culcomes or patient T1 1
Select Evidence Concorms 1 el e POA. 1] ])

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

Appraise Evidence

Articulate the Information ke » i i eat. e rpecea e ve gz ] ] ) )
Manage COI e e § B
Rept}rt ::mrrmhws usad ta ranslate avidanca B risk communication formats are 11 | |
Review 1M The POA & reviewed axtamally. |

Update 1M The PDA conent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share
them.

o Phase 1: Defining Process and Scope

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml
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Do you have any comments on the Steps below, including their wording or order? Or
suggestions for additional steps? If so, please share them.

Step 1: Define the Question

Step 2: Document Process and Policies

Step 3: Manage COI

Step 4: Assemble Team

Step 5: Define the Scope of Patient Decision Aid Content

W oONOOULID WN =
[ ] [ ]

—_
—
[ ]

21 PROPOSED PHASE 1 STEP 1
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria

Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 1: Define the Question
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1 The proposed Criteria for this step are below. Please indicate whether each

; Criterium should be omitted, or whether it is a possible candidate for inclusion, a

;‘ desirable candidate for inclusion or is essential for inclusion.

Z Omit Possible Desira
9 The question is defined according to which population is

1? relevant for this PDA.

12

13 The question is defined according to which options are
14 relevant for this PDA.

16 The question is defined according to which outcomes or
17 patient concerns are relevant for this PDA.

22 Do you have any comments or suggestions on the Criteria above? If so, please
share them.

31 Do you have any suggestions for additional Criteria to include in this Step? If so,
33 Pplease share them.

2 PROPOSED PHASE 1 STEP 2
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 2: Document Process and Policies
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1 The proposed Criteria for this step are below. Please indicate whether each

3 Criterium should be omitted, or whether it is a possible candidate for inclusion,

;‘ a desirable candidate for inclusion or is essential for inclusion.

6

; Omit Possible C
?o The evidence summarization process is documented. ' '

1; The evidence summarization process minimizes bias.

12 The evidence summarization process minimizes conflicts of

15 Interest.

16

17 The conflict of interest policy applying to people who summarize
18 evidence is documented.

Do you have any comments or suggestions on the Criteria above? If so, please
24 share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
33 please share them.

Y PROPOSED PHASE 1 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria
Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 3: Manage COI
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1 The proposed Criteria for this step are below. Please indicate whether each

; Criterium should be omitted, or whether it is a possible candidate for inclusion,

;‘ a desirable candidate for inclusion or is essential for inclusion.

Z Omit Possible C
?o The conflicts of interest of people who summarize evidence are

11 collected.

E Actions are taken to manage relevant conflicts of interest.

1;‘ The actions taken on relevant conflicts of interest are documented.

16

17 Conflicts of interest are monitored over the course of PDA
18 development.

Do you have any comments or suggestions on the Criteria above? If so, please
24 share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
33 please share them.

*®  PROPOSED PHASE 1 STEP 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria

Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 4: Assemble Team

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

https://dartmouth.col .qualtrics.com/ControlPanel/Ajax php?action=GetSurveyPrintPreview

15/37


https://dartmouth.co1.qualtrics.com/CP/Graphic.php?IM=IM_0kBQplSYgwan1Ix

Pag%ﬂ?/ﬂf 1%3 BWquPlgpSuwey Software

The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

oNOYTULT D WN =

Omit Possible [
9 A multidisciplinary team is assembled. ' '

M The team comprises clinicians.

13 The team comprises methodological experts.

15 The team comprises patient or consumer representatives.

0 Do you have any comments or suggestions on the Criteria above? If so, please
share them.

29 Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

;s PROPOSED PHASE 1 STEP 5
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Phase 1

Define Process and

Scope

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Define the Scope of Patient Decision Aid Content

Criteria

Tabs represent additional criteria

11 The guastion is defined according 1o which papuistion is relevant for shis POA.

174 The evidance summanzation process & documeried.

14 The conflicts of interest of peopla who summarize evidence are collacted. ] ]
Ard A rudtidisciplinary beam I8 essaminad, ] ]

W6 Theee is & syslemalic search for avidence hat relatas 1o te oplions includad in | | |
the

14 There Is & systemalic process for selecting evidanca for culcomas o patient -| 1 | |
concems 4 include in the PD&.

115 Evidance seiectad for nckision in tha FDA Is critcaly appraised win a defined _| | | ] |
pratocal J |

18 The evidence (or evidentiary gaps) about potential benefits relevant 1o each '| 11 | |
aplion & surenarized in balanced ways, nol axpected o biss the inberpratation. )

113 The conficts of interest of propic wha summarize evidence are callected again | | |
befora pubsishing the PDA. )

114 Tha mathods usad ta renslate avidanca 1 risk communication formats are IR | |
reporied.

1M Tha POA & reveewad axtamally. |

1M The POA cortent is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 5: Define the Scope of Patient Decision Aid Content
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

oNOYTULT D WN =

Omit Possible C
9 The population for whom the PDA is designed for is appropriate. ' '

1 There is a systematic process to reduce bias in the definition of the
13 population for the PDA.

15 The options for inclusion in the PDA are appropriate for the
16 intended population.

18 There is a systematic process to reduce bias in the definition of the
19 options for the PDA.

20
;; The outcomes or patient concerns for inclusion in the PDA are
23 appropriate for the intended population and options.

24

25 There is a systematic process to reduce bias in the definition of the
26 outcomes or patient concerns for the PDA.

Do you have any comments or suggestions on the Criteria above? If so, please
32 share them.

20 Do you have any suggestions for additional Criteria to include in this Step? If so,
41 please share them.

49 Phase 2

53 PROPOSED PHASE 2
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria

173 The guastion i defined according 1o which popuiation (s relevant for tis FOA |

1/4 The svidence sUMManzation process & documented. . | |
14 The conflicts of interest of people who summarize evidence are collected. ] |
114 4 multdisciplnary tsam is sssembied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

116 Thare is a systematic search for avidence tht rstes 1 e optons ncluced
the PDA.
114 There is  sysiemalic process for selecting evidence far cultomes or palient

J1]
CONCAME 10 include in the PDA. ]] ]
I1]

IT)
-

1)

/S Evidence seected for inclusion in the PDA is criticaly appraised with 2 defined
protocol

WS The evidiance (of evidantiary gaps) aboul potential benefits ralavant 1o sach |
aphion & summarizad in balanced ways, nol axpecied o bias the inberpretation.

13 The conficts of inberesd of pecpls who summarize evidence are collecled again | |
hefara publishing the PDA

Ui The methods wsed ta ranskale evidence b risk communicalion formals are |
reporied, y

11 The POA & reviewsd extamaly. |

1M Tha FOA content is updatad whan new avidence becames available

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

o Phase 2: Finding & Appraising Evidence
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Do you have any comments on the Steps below, including their wording or order? Or
suggestions for additional steps? If so, please share them.

o Step 1: Search for Evidence
o Step 2: Select Evidence
o Step 3: Appraise Evidence

PROPOSED PHASE 2 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria
Tabs represent additional criteria

113 Tha usstion is defined Accoedng 1o which papuistion s relevant for mis PDA. | |

14 The svicance summanzation process & decumentad . | |
414 The conficts of interest of peopie wha summarize evidence are coliscted. ] |
114 4 multdisciplnary tmam is ssambied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

118 Thems is a systematic search for avidence That resses 12 e optians ncluced 1
the POA.
14 Theee is 2 systemalic process for seiecting evidence far culcomes or patient

| 1]
concams 1o include in the PDA. ]] ]
1]

M
<

1]

1S Evidence selecied for nchusian in the PDA s crilically aporaised with a defined
profocal

S The exidence (of evidantiary Gaps) aboul potantial benefils relevant 1 ach |
apbion i summarized in balanced ways, not axpected to bias the interprotaticn.

173 The conficts of interest of pacpie who summarzs evidence are collacled again | |
tefara publishing the POA

1id The methods wsed to transkale evidence fa risk communicalion formals are |
reporied,

1 The POA & reviewsd extamaly. |

11 Tha FPOA content is updatad whan new avidence becomes available
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Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on this Step? If so, please share them.

o Step 1: Search for Evidence

The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C

There is a systematic search for evidence that relates to the options
included in the PDA.

There is a systematic search for evidence that relates to the
outcomes or patient concerns included in the PDA.

If the PDA is customizable to individual patient factors, there is a
systematic search for evidence of how individual patient factors
influence the expected outcomes.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.
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PROPOSED PHASE 2 STEP 2

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2
Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria

1% The guastion is defined accarding 1o which popuiation is relevant for this FOA, |

14 The svicence summManzaton process & documentad . | |
414 The conficts of interest of peopie wha summarize evidence are coliscted. ] |
114 4 mudtidisciplinary team is assembied. |

A6 The populaticn for whom the PDW is esigned for is appropriate. | |

116 Theme is a systematic search for avidence that reiates 10 the optans included n ] ] I
the POA.

114 There is a sysiemalic process for selecling evidence for cultemes er palient ] ]
concams io include in fhe PDA,

15 Evidence selected for inchusian in the PDA s criticaly appraised with a defined ] ] ]
protocal

1)
-

1)

S The exidence (o evidantiary Gaps) aboul potential benafils relevant 1 each |
apbion i summarized in balanced ways, not axpected to bias the interprotation. ||

173 The conficts of interest of pacpie wh summarze evidence are collacled again | |
tiefara publishing the POA

14 The methods wsed to ranskale evidencs ta risk communicalion formals are |
reporied,

1 The POA & reviewsd extemaly. |

1M Tha POA content is updatad whan new avidence becames avallable

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 2: Select Evidence
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible L

There is a systematic process for selecting evidence for outcomes
or patient concerns to include in the PDA (where evidence is not
available, can directly ask patients).

There is a systematic process for selecting evidence (or evidentiary
gaps) about potential benefits relevant to each option.

There is a systematic process for selecting evidence (or evidentiary
gaps) about potential harms relevant to each option.

If the PDA is customizable to individual patient factors, there is a
systematic process for selecting relevant risk predictors to include
in the PDA.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

PROPOSED PHASE 2 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 2

Finding and Appraising

Evidence

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information
Manage COI

Report

Review

Update

Criteria

Tabs represent additional criteria
113 The qussiion is dafined accoing to which papustion s relevant for s PDA. | |
114 The evidence summarzation process & documenied . ||
14 The conflicts of interest of people who summarize evidence are collected. ] |
114 4 multdisciplnary tsam is sssembied. |

A6 The papulation for whom the PN is designed for is appropriate. | |

116 Thare is a systematic search for avidence tht rstes 1 e optons ncluced
the PDA.
114 There is  sysiemalic process for selecting evidencs far cultomes tr palient

J1]
concams io include in the PDA. ]] ]
I1]

IT)
e

1)

/S Evidence seected for inclusion in the PDA is criticaly appraised with 2 defined
protocol

05 The exidente (o7 svidantiary gaps) sbout potential benafita ralavant 1 each |
aption & summarized in balanced ways, not axpected to bias the interpratation,

13 The conficts of inberesd of pecpls who summarize evidence are collecled again | |
hefara publishing the PDA

Ui The methods wsed ta ranskale evidence b risk communicalion formals are |
reporied, y

11 The POA & reviewsd extamaly. |

1M Tha FOA content is updatad whan new avidence becames available

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 3: Appraise Evidence
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible L

Evidence selected for inclusion in the PDA is critically appraised
with a defined protocol (such as GRADE).

The protocol for critical appraisal of evidence accounts for risks of
bias in study design.

The protocol for critical appraisal of evidence accounts for risks of
bias in study analysis and reporting.

The protocol for critical appraisal of evidence accounts for
assessment of certainty of evidence with attention to risk of bias,
precision, directness, consistency, and publication bias.

The conflicts of interest of study authors related to selected
evidence is appraised.

Do you have any comments or suggestions on the Criteria above? If so, please
share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

Phase 3

PROPOSED PHASE 3

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

https://dartmouth.col .qualtrics.com/ControlPanel/Ajax php?action=GetSurveyPrintPreview 25/37



Pag%ﬁ?/ﬂf 1%3 BNHuQngSurvey Software

1
2 P d Ph St d Criteri
3 ropose ases, oteps an riteria
4 For the Evidence Summarization of Patient Decision Aids
5
6
7 Phase Step Criteria
g Tabs represent additional criteria
10 Define the Question 1/3 The question is defined according to which population is relevant for this PDA. ] l l
11 Document Process and Policies 1/4 The evidence ization process is ] ] l ]
2 Manage COl 1/4 The conflicts of interest of people who summarize evidence are collected. l ] I ]
:: 3 Assemble Team 1/4 A multidisciplinary team is assembled. ] I
14 Define the Scope of Patient Decision Aid Content 1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
15
16
1 7 Search for Evidence (1"/2 ;Be/{e is a systematic search for evidence that relates to the options included in ] l l ] ] l
:: g Select Evidence 1::‘ ;r:rirseﬁ 2 cslﬁee:?]a::e process for selecting evidence for outcomes or patient ] ] ] ]
20 Appraise EVidenCe ;lrg‘s:(iience selected for inclusion in the PDA is critically appraised with a defined J l l ] ]
21
22

P h rem - 115 The evidence (or evidentiary gaps) about potential benefits relevant to each
23 ase 3 | Articulate the Information R e

1/3 The conflicts of interest of people who summarize evidence are collected again

24 Presenting Evidence Manage COI ‘ ‘\before ishing the PDA. } ]] ]] ] *
)

(Report ‘ [ 1/4 The methods used to translate evidence to risk communication formats are
'Repo reported.

| Review | [111 The PDA is reviewed externally.

3 1 U pdate 1/1 The PDA content is updated when new evidence becomes available.

41 Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

47 Do you have any comments or suggestions on the Phase below? If so, please share
them.

e Phase 3: Presenting Evidence
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52
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55
56
57
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59
60
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Page 40 of 53

Do you have any comments on the Steps below, including their wording or order? Or
do you have suggestions for additional steps? If so, please share them.

o Step 1: Articulate the Information

o Step 2: Manage COI
o Step 3: Report
o Step 4: Review

PROPOSED PHASE 3 STEP 1

Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies
Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence

Appraise Evidence

Phase 3

| Articulate the Information

| | option is summarized in balanced ways, not expected to bias the interpretation.

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. I ] ]

1/4 The evidence ization process is ] 7] I ]

1/4 The conflicts of interest of people who summarize evidence are collected. ] ] ] l

1/4 A multidisciplinary team is assembled. ] ]

1/6 The population for whom the PDA is designed for is appropriate. ] J ]—] ] ]

1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA.

114 There is a systematic process for selecting evidence for outcomes or patient ] ] l ]
concerns to include in the PDA.

1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined l ] l ] ]
protocol

1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each

Manage COI

Presenting Evidence

\fReport

|_before lishing the PDA.
| (174 The methods used to translate evidence to risk communication formats are ] ] ] ]
reported.

\'Review

“ [ 1/3 The conflicts of interest of people who summarize evidence are collected again ] ] ]

)|
t

1/1 The PDA is reviewed externally. ]

Update

1/1 The PDA content is updated when new evidence becomes available.
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1

2

i Feel free to click here to view a visualization of the proposed Phases, Steps and
Z Criteria in a separate window while you complete the questions below.

7

8

?O Do you have any comments or suggestions on the Step below? If so, please share
N them.

12

13

1;‘ o Step 1: Articulate the Information

16

17

18

19 Z

,3  I'he proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
26 a desirable candidate for inclusion or is essential for inclusion.

29 Omit Possible [

31 The evidence (or evidentiary gaps) about potential benefits relevant
to each option is summarized in balanced ways, not expected to
34 bias the interpretation.

36  Ihe evidence (or evidentiary gaps) about potential harms relevant
37 to each option is summarized in balanced ways, not expected to
5o  Dbias the interpretation.

The evidence (or evidentiary gaps) is summarized in ways that are
42 easy to understand.

44 The certainty of the evidence is described in ways that are easy to
4> understand.

47 The evidence summarization process is described in ways that are
49  €asy to understand.

51 The funding used to summarize the evidence (and develop the
52 PDA) is reported.

Do you have any comments or suggestions on the wording or order of any of the
58 Criteria above? If so, please share them.
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Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

oNOYTULT D WN =

. PROPOSED PHASE 3 STEP 2

I Proposed Phases, Steps and Criteria
21 For the Evidence Summarization of Patient Decision Aids

24 Phase Step Criteria

25 . .
Tabs represent additional criteria
26
27 Define the Question 1/3 The question is defined according to which population is relevant for this PDA. ] l l
28 Document Process and Policies 1/4 The evidence ization process is ] ] ] |
29 Manage COl 1/4 The conflicts of interest of people who summarize evidence are collected. ] ] l ]
30 Assemble Team 1/4 A multidisciplinary team is assembled. ] l
31 Define the Scope of Patient Decision Aid Content 1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
32
33
34 . . :
Search for Evidence t1h/: ;I'E\;{e is a systematic search for evidence that relates to the options included in ] l l l ] l
;2 Select Evidence 1?" ;I':renrse||: a ;ﬁ::a:;]ce process for selecting evidence for outcomes or patient ] ] ] ]
H q 1/5 Evids lected for inclusion in the PDA is criticall ised with a defined
37 Appralse EV|dence pmm:‘lﬂ.ence selected for inclusion in the is critically appraised with a define J ] J ] ]
38
39
40 Phase 3 Articulate the Information | e e e J1]1)
41 Presenting Evidence {Manage col ‘ Hl:fo'::e conflicts of wnte{je:l of people who summarize evidence are collected again ] ] ]
42 ‘ Report ‘ “é:(;ll"‘:edme(hods used to translate evidence to risk communication formats are ] ] ] ]
43 Revi [ J
eview ‘ 1/1 The PDA is reviewed externally.
44
45
46
47
48 Update 1/1 The PDA content is updated when new evidence becomes available.
49
50
51
52
53
54
55
56
57

53 Feel free to click here to view a visualization of the proposed Phases, Steps and
59

s Criteria in a separate.-windavhwhile yaibsampletesthe.questians helow.

https://dartmouth.col .qualtrics.com/ControlPanel/Ajax php?action=GetSurveyPrintPreview 29/37


https://dartmouth.co1.qualtrics.com/CP/Graphic.php?IM=IM_0kBQplSYgwan1Ix

Pag%f}%/ﬂf 1%3 BNHuQBQPSuwey Software

1

; Do you have any comments or suggestions on the Step below? If so, please share
4 them.

5

6

; o Step 2: Manage COI
9

10

11

12

13

14

15

16 The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
19 a desirable candidate for inclusion or is essential for inclusion.

22 Omit Possible L

24 The conflicts of interest of people who summarize evidence are
2> collected again before publishing the PDA.

27 Any change to the conflicts of interest of people who summarize
29 evidence are reported.

31 Actions are taken to manage relevant conflicts of interest.

35 Do you have any comments or suggestions on the wording or order of any of the
37  Criteria above? If so, please share them.

44 Do you have any suggestions for additional Criteria to include in this Step? If so,
46 please share them.

>3 PROPOSED PHASE 3 STEP 3
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI
Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. ] l l

]

1/4 The evidence ization process is ] ] l ]

l

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ] I

1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA. )

114 There is a systematic process for selecting evidence for outcomes or patient ]

concerns to include in the PDA.

115 Evidence selected for inclusion in the PDA is critically appraised with a defined l l ] ]
protocol.

Phase 3

\;Articulate the Information

| 1/5 The evidence (or evidentiary gaps) about potential benefits relevant o each
| | option is ized in balanced ways, not expected to bias the interpretation.

Manage COI

“ ‘ 1/3 The conflicts of interest of people who summarize evidence are collected again

Presenting Evidence

'Report

{Review

Update

before publi the PDA. ] ] ]
‘ [ 1/4 The methods used to translate evidence to risk communication formats are ] ] ] ]
reported.

| [111 The PDA is reviewed externally.

1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

e Step 3: Report
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The proposed Criteria for this step are below. Please indicate whether each
Criterium should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible C

oNOYTULT D WN =

9 The methods used to translate evidence to risk communication
;1 formats are reported.

13 The approach to readability of summarized evidence is reported.
;s IThe summarization process is reported publicly.

;7 The conflict of interest of people who summarize evidence are
18 reported publicly.

Do you have any comments or suggestions on the wording or order of any of the
24 Criteria above? If so, please share them.

Do you have any suggestions for additional Criteria to include in this Step? If so,
33 please share them.

s PROPOSED PHASE 3 STEP 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase Step

Define the Question

Document Process and Policies

Manage COI
Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA. ] l l

]

1/4 The evidence ization process is ] ] l ]

l

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled. ] I

1/6 The population for whom the PDA is designed for is appropriate. ] l l ] ] ]
1/6 There is a systematic search for evidence that relates to the options included in ] l l ] ] l
the PDA. )

114 There is a systematic process for selecting evidence for outcomes or patient ]

concerns to include in the PDA.

115 Evidence selected for inclusion in the PDA is critically appraised with a defined l l ] ]
protocol.

Phase 3

\;Articulate the Information

| 1/5 The evidence (or evidentiary gaps) about potential benefits relevant o each
| | option is ized in balanced ways, not expected to bias the interpretation.

Manage COI

Presenting Evidence

“ ‘ 1/3 The conflicts of interest of people who summarize evidence are collected again

'Report

{Review

Update

before publi the PDA. ] ] ]
‘ [ 1/4 The methods used to translate evidence to risk communication formats are ] ] ] ]
reported.

| [111 The PDA is reviewed externally.

1/1 The PDA content is updated when new evidence becomes available.

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share

them.

o Step 4: Review
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1 The proposed Criteria for this step are below. Please indicate whether each criterium

; should be omitted, or whether it is a possible candidate for inclusion,

;‘ a desirable candidate for inclusion or is essential for inclusion.

6

; Omit F
?o The PDA is reviewed externally.

11

12

13

12 Do you have any comments or suggestions on the wording or order of any of the
Criteria above? If so, please share them.

»3 Do you have any suggestions for additional Criteria to include in this Step? If so,
please share them.

32 Phase 4

36 PROPOSED PHASE 4
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Proposed Phases, Steps and Criteria
For the Evidence Summarization of Patient Decision Aids

Phase

Phase 4

Updating

Step

Define the Question

Document Process and Policies

Manage COI

Assemble Team

Define the Scope of Patient Decision Aid Content

Search for Evidence
Select Evidence
Appraise Evidence

Articulate the Information

Criteria
Tabs represent additional criteria

1/3 The question is defined according to which population is relevant for this PDA.

1/4 The evidence summarization process is documented.

1/4 The conflicts of interest of people who summarize evidence are collected.

1/4 A multidisciplinary team is assembled.

1/6 The population for whom the PDA is designed for is appropriate.

1/6 There is a systematic search for evidence that relates to the options included in
the PDA.

Page 48 of 53

1/4 There is a systematic process for selecting evidence for outcomes or patient
concerns to include in the PDA.

1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol.

115 The evidence (or evidentiary gaps) about potential benefits relevant to each
option is summarized in balanced ways, not expected to bias the

1/3 The conflicts of interest of people who summarize evidence are collected again

Manage COI before publishing the PDA.

1/4 The methods used to translate evidence to risk communication formats are
Report reported.
Review 1/1 The PDA is reviewed externally. ‘
Update ] [ 1M The PDA content is updated when new evidence becomes available.

<

Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Phase below? If so, please share

them.

e Phase 4: Updating
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Do you have any comments or suggestions on the Step below. If so, please share
them.

o Step 1: Update

oNOYTULT D WN =

14 PROPOSED PHASE 4 STEP 1

20 Proposed Phases, Steps and Criteria
% For the Evidence Summarization of Patient Decision Aids

24

25 Phase Step Criteria

26 Tabs represent additional criteria

27 Define the Question 113 The question is defined according to which population is relevant for this PDA. | | |

28 Document Process and Policies 114 The evidence summarization process is documented. |11
29 Manage COI 1/4 The conflcts of interest of people who summarize evidence are collected. | ]
30 Assemble Team 1/4 A multidisciplinary team is assembled. ‘

31 Define the Scope of Patient Decision Aid Content  1/6 The popuiation for whom the PDA is designed for is appropriate. | T \

. 1/6 There is a systematic search for evidence that relates to the options included in
35 Search for Evidence the PDA. 4 ’ ‘ ,‘ ‘ | )
: 1/4 There is a systematic process for selecting evidence for outcomes or patient
36 SeIeCt EVIdenCe concerns to include in the PDA. ‘ ‘ ‘
H i 1/5 Evidence selected for inclusion in the PDA is critically appraised with a defined
37 Appraise Evidence Jadnds []]]]
. . 1/5 The evidence (or evidentiary gaps) about potential benefits relevant to each )
41 Articulate the Information option is summarized in balanced ways, not expected to bias the ] ‘
1/3 The conflicts of interest of people who summarize evidence are collected again
42 Manage COI before publishing the PDA. |
1/4 The methods used to translate evidence to risk communication formats are )
43 Report reported. I )
44 Review 11 The PDA is reviewed externally. \

47 Phase 4

49 Updating [Update ] {1/1 The PDA content is updated when new evidence becomes available. ] *
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Feel free to click here to view a visualization of the proposed Phases, Steps and
Criteria in a separate window while you complete the questions below.

Do you have any comments or suggestions on the Step below? If so, please share
them.

o Step 1: Update

The proposed Criteria for this step are below. Please indicate whether each criterium
should be omitted, or whether it is a possible candidate for inclusion,
a desirable candidate for inclusion or is essential for inclusion.

Omit Possible [

The PDA content is updated when new evidence becomes
available.

Do you have any comments or suggestions on the wording of the criterion above? If
so, please share them.

Do you have any suggestions for additional criteria to include in this Step? If so,

please share them.
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Supplementary File 3: Proposed Phases, Steps, and Criteria

Existing standard Phase Step Criteria

(from IOM & USPSTF)

Establishing transparency Phase I: Define Define the The question is defined according to which population is relevant for this PDA.
Process and question The question is defined according to which options are relevant for this PDA.
Scope The question is defined according to which outcomes or patient concerns are

relevant for this PDA.
Document The evidence summarization process is documented.

Management of conflict of
interest

Guideline development
group composition

process and

The evidence summarization process minimizes bias.

policies The evidence summarization process minimizes conflicts of interest.
The conflict of interest policy applying to people who summarize evidence is
documented.
Manage COI The conflicts of interest of people who summarize evidence are collected.
Actions are taken to manage relevant conflicts of interest.
The actions taken on relevant conflicts of interest are documented.
Conflicts of interest are monitored over the course of PDA development.
Assemble A multidisciplinary team is assembled.
team The team comprises clinicians.
The team comprises methodological experts.
The team comprises patient or consumer representatives.
Define the The population for whom the PDA is designed for is appropriate.
scope of There is a systematic process to reduce bias in the definition of the population for
patient the PDA.
decision aid The options for inclusion in the PDA are appropriate for the intended population.
content There is a systematic process to reduce bias in the definition of the options for the

PDA.

The outcomes or patient concerns for inclusion in the PDA are appropriate for the
intended population and options.
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There is a systematic process to reduce bias in the definition of the outcomes or
patient concerns for the PDA.

Guideline and systematic
review intersection

Establishing evidence
foundations and rating
strength of
recommendation

PHASE II:
Finding &
Appraising
Evidence

Search for
evidence

There is a systematic search for evidence that relates to the options included in the
PDA.

There is a systematic search for evidence that relates to the outcomes or patient
concerns included in the PDA.

If the PDA is customizable to individual patient factors, there is a systematic search
for evidence of how individual patient factors influence the expected outcomes.

Select
evidence

There is a systematic process for selecting evidence for outcomes or patient
concerns to include in the PDA (where evidence is not available, can directly ask
patients).

There is a systematic process for selecting evidence (or evidentiary gaps) about
potential benefits relevant to each option.

There is a systematic process for selecting evidence (or evidentiary gaps) about
potential harms relevant to each option.

If the PDA is customizable to individual patient factors, there is a systematic process
for selecting relevant risk predictors to include in the PDA.

Appraise
evidence

Evidence selected for inclusion in the PDA is critically appraised with a defined
protocol (such as GRADE).

The protocol for critical appraisal of evidence accounts for risks of bias in study
design.

The protocol for critical appraisal of evidence accounts for risks of bias in study
analysis and reporting.

The protocol for critical appraisal of evidence accounts for assessment of certainty of
evidence with attention to risk of bias, precision, directness, consistency, and
publication bias.

The conflicts of interest of study authors related to selected evidence is appraised.

Articulation of information

PHASE IlI:
Presenting
Evidence

Articulate the
information

The evidence (or evidentiary gaps) about potential benefits relevant to each option
is summarized in balanced ways, not expected to bias the interpretation.

The evidence (or evidentiary gaps) about potential harms relevant to each option is
summarized in balanced ways, not expected to bias the interpretation.
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1

2 The evidence (or evidentiary gaps) is summarized in ways that are easy to

3 understand.

g The certainty of the evidence is described in ways that are easy to understand.
6 The evidence summarization process is described in ways that are easy understand.
7 The funding used to summarize the evidence (and develop the PDA) is reported.
g Manage COI The conflicts of interest of people who summarize evidence are collected again
10 before publishing the PDA.

1 Any change to the conflicts of interest of people who summarize evidence are
:g reported.

14 Actions are taken to manage relevant conflicts of interest.

15 Report The methods used to translate evidence to risk communication formats are

1? reported.

18 The approach to readability of summarized evidence is reported.

19 The summarization process is reported publicly.

;‘1) The conflict of interest of people who summarize evidence are reported publicly.
22 Review The PDA is reviewed externally.

23 Updating PHASE IV: Post- | Update The PDA content is updated when new evidence becomes available.

24 publication

25 dat

2% update

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42
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