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Patient decision aids (PDAs) are
evidence informed tools designed to
support patients in the process of
making decisions about their health.
The International Patient Decision Aid
Standards (IPDAS) Collaboration last
updated the standards in 2013 and the
evidence about patient decision aids
has expanded substantially. In this
article, we report on an update to
IPDAS that used a modified Delphi
process with two rounds of voting to
reach consensus on evidence informed
changes to the criteria. The 202
participants were from 26 countries,
and included patients/consumers,
policy makers, researchers, and
clinician researchers. IPDAS 5.0
includes seven qualifying criteria
(necessary to be a patient decision
aid), 10 essential criteria (necessary to
reduce biased decisions), and 54
enhancing criteria (additional criteria
that might improve the quality of a
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SUMMARY POINTS

Patient decision aids are evidence informed tools for supporting patients in
making decisions about their health

Poorly designed patient decision aids can lead to biased decisions that do not
align with the patients’ values and preferences

The International Patient Decision Aid Standards (IPDAS) provide guidance on
the development, content, evaluation, and implementation of patient decision
aids

This update to the standards involved a modified Delphi process with 202
participants from 26 countries, and included patients/consumers, policy
makers, researchers, and clinician researchers

IPDAS version 5.0 has updates to the qualifying, essential, and enhancing
criteria that reflect the evolving evidence about patient decision aids

The updated standards provide developers and users of patient decision aids
with clear, feasible guidance on assessing their quality
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patient decision aid). The updated
standards reflect the IPDAS
Collaboration’s founding goal of
providing high quality patient decision
aids for patients that minimise
potential biases in the decisions made
about potential healthcare options.

The International Patient Decision Aid Standards
(IPDAS) Collaboration is an international, voluntary
group of over 100 researchers, clinicians, and other
interested parties with a shared interest in improving
the quality and effectiveness of patient decision aids
(PDAs) through an evidence informed framework
to guide their development, content, evaluation,
implementation, and reporting." The IPDAS
Collaboration was founded in 2003 to ensure that
PDAs were of high quality and minimised the potential
to bias patients towards choosing healthcare options
(fig 1).? PDAs are tools designed to prepare patients to
make decisions or for patients and their clinicians to
use together in the consultation.> They are informed
by evidence from decision science about factors that
can enhance or bias people’s decision making when
making difficult decisions. At a minimum, PDAs
describe the health condition, explicitly state the
decision faced by the patient, provide information
about the options, including benefits and harms of all
options, and help patients clarify what is important to
them in making a choice.

The IPDAS Collaboration released the original IPDAS
checklist in 2006 following an extensive review of the
evidence about PDAs and consensus voting process.’
This first version of the standards included 74 criteria
from 12 broad domains. Recognising that the original
IPDAS checklist was overly long, a minimum set of
standards were proposed (IPDAS 4.0) that separated
the criteria into three categories: defining, certifying
(minimising biased decisions), and quality criteria in
2013.° The IPDAS Collaboration updated the evidence
base for the original 12 broad domains in 2021 into
11 domains (balanced presentation and information
on options were merged).”'® The internet delivery
domain was subsumed under a broader domain
focusing on implementation of PDAs (supplement
table 1A provides a description of the domains). The
most recent Cochrane systematic review (with trials
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2003

International Patient Decision
Aid Standards (IPDAS)
collaboration launched
International Shared

[PUHS

Decision Making Conference

INTERNATIONAL
PATIENT DECISION
AID STANDARDS
COLLABORATION

in Swansea, Wales,
September 2003

2012-2013

Evidence update 1.0 completed
Updated the conceptual, theoretical, and
empirical evidence underlying the 12
dimensions for addressing the quality of

patient decision aids.

92 participants from 9 countries
contributed to the update
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2021

Evidence update 2.0 completed
Updated the conceptual, theoretical,
and empirical evidence informing

the IPDAS Checklist and recommended
changes to the IPDAS criteria.

Involved 105 participants from

11 countries

2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025

2005-2006

IPDAS checklist
published
Internationally approved
criteria for determining
the quality of patient
decision aids. 74 criteria/

items and 11 dimensions.

Evidence informed
CONSENsUS process
involving more than
100 participants from
14 countries

2009

IPDAS instrument
published
Instrument for rating
the quality of patient
decision aids. 47 items.
Involved 25 research
members o f IPDAS

2013

IPDAS minimum
standards published
Includes 6 criteria for
defining decision aids,
10 criteria for certifying
decision aids (to minimise
risk of bias), and

28 criteria for quality.
101 participants from

16 countries participated
in consensus voting

2017 2025
SUNDAE checklist IPDAS 5.0 released
published Informed by Evidence

Reporting standards
for patient decision
aid evaluation studies.
International group of
14 experts in patient
decision aids

Update 2.0 and Cochrane
Systematic Review of
Patient Decision Aids.
202 participants from

26 countries participated
in consensus voting

Fig 1 | International Patient Decision Aid Standards (IPDAS) Collaboration timeline of activities and products

published up to March 2022) included 209 randomised
trials comparing PDAs to usual care.> The review
found high certainty evidence that PDAs improve
patients’ knowledge and accuracy of risk perceptions,
and reduce decisional conflict and the proportion of
patients who defer decision making authority to their
clinicians. There was moderate certainty evidence that
PDAs increase congruence between informed values
and the choices patients make about their care. An
exploratory network meta-analysis found that specific
attributes of PDAs (eg, probabilities of outcomes, co-
development with patients) were associated with
greater knowledge gains among users.?’

With stronger evidence emerging about the impact
of PDAs on patient outcomes and clearer guidance
on how best to design and evaluate them, the IPDAS
steering committee initiated this study to reach
consensus on updated, evidence informed changes
to the standards. More specifically, we sought to
determine agreement from key groups of knowledge
users about new important criteria, revisions to current
criteria, removal of outdated criteria, and to assess the
potential for any new or revised criteria to minimise
biased decisions. A modified Delphi approach was used
to engage a broad, international group of knowledge
users in an equitable and accessible manner, ensuring
that all participants could contribute meaningfully
regardless of geographical location.

Methods

Updating the standards followed an iterative process
combining evidence reviews with voting by key
knowledge users and experts to finalise the changes to
IPDAS (fig 2). We defined knowledge users as people
who can apply research evidence to develop or evaluate
PDAs, people who can integrate PDAs into health
policies, or users of PDAs to support making informed
decisions about the healthcare options. The modified
Delphi process used online voting by knowledge
users about the importances of new or changed
criteria and voting on the potential for harmful bias
in making decisions if a criterion was not present or
of poor quality. (See supplement file 1B for additional
information about the voting process.) This report was
prepared following the Accurate Consensus Reporting
Document (ACCORD) guideline.?! The study protocol
was approved by the IPDAS Steering Committee, and
not publicly registered.

Ethics approval

The Ottawa Health Science Network’s research ethics
board (20220107-01H) and the University of Ottawa’s
research ethics board (H-03-22-7991) approved the
study. All participants received the consent form at
the beginning of the survey and completing the survey
indicated implied consent to participate.
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Draft the voting document

Review existing evidence sources for updates to standards

Evidence update 2.0 reviews (2021), Cochrane Review of Patient Decision Aids (2024)

and related network meta-analysis (2025)

!

Draft survey and pilot test
Include rationale for proposed changes, approved by steering committee

Survey participants l

Round 1 consensus voting
Voting on agreement with proposed changes
Qualifying criteria with strong agreement were endorsed by steering committee
Other criteria with strong agreement moved on to round 2
Criteria with inconsistent ratings or problems with clarity were revoted in round 2

|

Round 2 consensus voting
Voting on potential risk of harmful bias and re-voting on
agreement from round 1 for criteria that needed revision

Criteria with strong agreement on potential for harmful risk of bias considered essential criteria

Remaining criteria considered enhancing

Final review l

Consensus of steering committee

!

IPDAS version 5.0

Fig 2 | Diagram of consensus process used to develop International Patient Decision Aid Standards (IPDAS) version 5.0

Research team, including patient and public
involvement

Our executive team included the co-chairs of the IPDAS
steering committee (DS, RJV), a patient partner who
participated on the 2024 update of the Cochrane Review
of Patient Decision Aids (MS), a clinician researcher
who develops and evaluates PDAs (KBL), and the
research coordinator (MC). We collaborated with the
IPDAS steering committee that includes representatives
from each of the domains represented in the 2021
evidence updates. The patient partner helped prepare
the research proposal submitted for funding, attended
the executive team meetings every two weeks to discuss
study progress and make decisions, made plain language
adaptation to the surveys. helped develop the policy
brief summarising the findings for policy makers,?? and
provided feedback on drafts of this manuscript.

Preparation of the proposed updated standards for
consensus voting

The executive team proposed revising the three
broad categories of the IPDAS Quality Framework
used previously in IPDAS 4.0.° The new terms in
the framework approved by the IPDAS steering
committee, are:

e qualifying criteria (previously defining) are
mandatory and must be met for a decision support
intervention to be considered a PDA;

e essential criteria (previously certifying) must be
met to reduce harmful bias in making the decision
because they demonstrate a strong evidence
based linkage to the potential harmful bias if not
met; and
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¢ enhancing criteria (previously quality) that may
improve the quality of PDAs but are not required
and could be of potential value if developers
wanted to incorporate them in their PDAs.
The executive team identified potential changes to the
standards (IPDAS version 4.0) informed by rigorously
synthesised findings from the Evidence Update 2.0
papers published in 2021,% the 2024 updated Cochrane
Review of PDAs,? and related network meta-analysis.?°
We identified criteria that could be revised, proposed
new criteria, and noted criteria that could be removed.
For each criterion, the evidence was summarised from
these sources, and rationale for any changes was
abstracted and presented to the participants in the
survey. Voters could provide open-ended comments
on each criterion. They could not propose new items.
In instances where the criteria remained unchanged
or only minor wording revisions were suggested, the
changes were accepted without requiring a vote. Pilot
testing of the voting documents was conducted by
the executive committee and changes were made to
improve flow of the surveys. The voting documents can
be found in supplement file 2A.

Participants and setting
Eligible voters represented four groups of knowledge
users:

e clinician researchers (eg, identified solely as
clinicians/healthcare professionals or clinicians
who also identified as researchers);

o researchers of PDAs and shared decision making
who did not identify as clinicians/healthcare
professionals (eg, health services researchers,
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decision scientists, health communication
researchers);

e policy makers (eg, within government health
agencies, ministries of health, healthcare
institutions); and

e patients/consumers.

We excluded people who reported no previous
experience with PDAs (eg, never used a PDA, or never
developed nor evaluated PDAs) using a screening
question in the electronic survey. Recruitment
was conducted through the IPDAS Collaboration
membership, special interest groups in the Society for
Medical Decision Making (SMDM) and International
Shared Decision Making Society (ISDMS), the Cochrane
Consumer Network, social media (eg, the Shared
Decision Making Network on Facebook), and by word
of mouth. Participants were allowed to suggest other
members. Interested participants reached out to the
research coordinator for access to the survey link.

In round 1, the first survey invitation was sent on 16
February 2024, and the last survey was completed on
2 April 2024. Invitations for round 2 were sent on 16
May 2024, and the last survey was completed on 21
June 2024. In both rounds, participants received up to
three reminders one week apart.

Round 1 consensus voting
The purpose of round 1 was to vote on proposed
changes to criteria, vote on newly proposed criteria,
or vote on criteria to remove. In round 1, voters who
indicated an interest in participating received a link
to an anonymous online REDCap survey,? ** hosted
at the Ottawa Hospital Research Institute, which they
could complete individually. Participants were asked
to provide demographic characteristics based on
the PROGRESS framework.” Participants were also
asked about their experience with PDA development,
evaluation, use, and if they stood to gain or lose
financially with any of the changes to the IPDAS criteria.
Voters were first presented with the qualifying
criteria as a whole and invited to vote on three changes.
Voters responded to the question “How much do you
agree or disagree with the following change to the
criterion required for the tool to be considered a PDA?”
Responses used a 5 point Likert scale (strongly agree,
agree, neutral, disagree, strongly disagree). Response
options of “I don’t know” and “I choose not to answer”
were also offered and voters could leave comments on
each criterion. For essential and enhancing criteria,
voters were presented with individual criteria grouped
by domain and asked to indicate their agreement with
the change using the same Likert scale. Up to three
reminders were sent to those individuals who did not
initiate or complete the survey.?®

Round 1 analysis of voting results

Criteria where at least 66% of the voters in each user
group indicated “strongly agree” or “agree” were
considered as high importance and moved on to round
2. The 66% agreement threshold is within the range
of consensus thresholds used in Delphi studies.?”

RESEARCH METHODS AND REPORTING

Participants with partial responses were retained
in the analysis. Criteria that failed to meet the 66%
threshold in all four user groups were dropped and
not considered in round 2. When the importance
ratings were inconsistent across user groups or more
than 5% of voters responded “I don’t know,” the team
reviewed the written comments to prepare the criterion
for revoting in round 2. If the comments were about
problems with clarity of the criterion or its rationale,
domain leads (with their teams) were asked to make
revisions for revoting in round 2.

Round 2 consensus voting

The same voters from round 1 were invited to round
2. The main purpose of round 2 voting was to assess
the potential risk of harmful bias in the decisions made
by patients if the criterion was not present or of poor
quality (essential criteria). Response options used a 5
point scale, ranging from 1 (minimal risk of harmful
bias) to 5 (definite risk of harmful bias). Response
options “I don’t know” and “I choose not to answer”
were included (supplement 2A). Responses of 4 or 5
were considered to indicate high risk of bias.

Round 2 also included re-voting on the importance
of criteria changes that did not reach consensus from
round 1 (ie, high uncertainty) or where there were
problems with clarity of the rationale or wording of
the criterion. In this case, voters first reconsidered the
importance of the criterion using the same scale as
round 1 and then voted on its potential for harmful
bias.

Round 2 analysis of voting results

Criteria where at least 66% of voters in each user group
indicated a high risk of bias were classified as essential
criteria. Criteria that failed to meet the 66% threshold
in each user group were classified as enhancing
criteria. For criteria requiring a revote for importance,
individual criteria were dropped if they scored <66%
across user groups.

Final review by executive team and steering
committee

The executive team reviewed voting results including
open comments from round 2 and prepared summary
tables for discussion with the IPDAS steering committee.
Final decisions about new, revised, or removed criteria
and about their classification (qualifying, essential,
enhancing) were based on voters’ scores meeting our
a priori thresholds and/or consensus of the IPDAS
steering committee after review and discussion of the
voting results.

Results: IPDAS version 5.0

In total, voters considered the importance of nine
revised criteria, 19 new criteria, and two criteria
proposed for deletion. Box 1 lists the final IPDAS 5.0
qualifying and essential criteria. Enhancing criteria
can be found in table 1. (See supplement tables 1C and
1D for IPDAS 5.0, with details about new, changed,
and unchanged criteria.)

doi: 10.1136/bmj-2025-088116 | BMJ 2026;393:e088116 | thebmj

‘saiIfojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1xa1 01 pale|al sasn 1o} Buipnjoul ‘1ybliAdod Aq palosalold
"1sanb Aq 920z 1snbny 2 uo /woo fwg mmmy//:sdiy woly pepeojumod ‘9z0z dUnr ZT U0 9TT880-5202-[Wag/9eTT 0T Se paystignd isi1y :CING


https://www.bmj.com/

RESEARCH METHODS AND REPORTING

Box 1: IPDAS qualifying and essential criteria, version 5.0

Qualifying criteria to be defined as a patient decision aid (mandatory)

The patient decision aid:

NONVUT B~ WN

. Describes the health condition

. Explicitly states the decision to be considered

. Identifies the target audience

. Lists options including if relevant, “wait and see” (eg, making no change)

. Describes positive features of options (benefits)

. Describes negative features of options (harms)

. Asks patients to think about which positive and negative features of options matter

most to them; or describes what it is like to experience the consequences of options
(physical, psychological, social).

Essential criteria to reduce the risk of harmful bias (must have)

The patient decision aid:

1.

(o)}

Is based on best available evidence—that is, where possible, directly applies to the
patients and clinicians using it

. Describes how potential users were involved in steps of designing, developing,

and/orrefining a prototype

. Shows negative/positive features of options in a balanced manner (eg,

neutral, unbiased, non-directive, complete)

. Reports where the funding came from to develop the PDA and it is clearly

stated (eg, plain language, prominent)

. Provides complete citations to evidence selected
. Provides a production or publication date
. Provides information about the proposed update policy (or available

supporting document).

Additional criteria for screening decisions

The patient decision aid:

e
2.

3.

Describes what the test is supposed to measure

Describes consequences of a positive screening finding that would not have caused
problems if screening had not been done

Describes possible next steps based on positive and negative test results.

IPDAS=International Patient Decision Aid Standards.

Characteristics of participants

Of 213 participants who responded to the invitation,
202 (95%) from 26 countries completed voting,
including 12 patients/consumers, 14 policy makers,
89 researchers, and 87 clinician researchers (fig 3). Six
participants did not respond to the round 1 invitation
and were not invited to vote in round 2. In round 2,
173 participants voted (84% of the 207 invited to
vote). Overall, the panel was predominantly female/
women, held graduate degrees, ranged in age from 26
to 87 years, and none indicated a conflict of interest
(table 2). Because participation was anonymous, we
were not able to exclude voters in round 2 who had
no experience with PDAs (n=2) or did not vote (n=3)
in round 1.

Consensus on qualifying criteria

For the qualifying criteria, four criteria remained
unchanged, two criteria were revised, and one new
criterion was added (table 3). Strong consensus was
reached about the importance of the three changes.
Firstly, two previous criteria were merged to read “lists
options and if relevant, wait and see.” Secondly, two
criteria about values clarification were merged: “The
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PDA asks patients to think about which positive and
negative features of the options matter most to them
(explicit values clarification) OR describes what it is
like to experience the consequences of the options
(physical, psychological, social) (implicit values
clarification).” Thirdly, users agreed with the new
criterion: “The PDA identifies the target audience.”
These three changes were endorsed by the steering
committee for a total of seven qualifying criteria in
IPDAS 5.0.

Consensus on essential and enhancing criteria by
domain—new, revised, and removed

Detailed results of voting about importance and risk of
bias for essential and enhancing criteria included in
supplement table 1E. Table 4 lists summary findings of
changes to essential criteria.

Presenting balanced information

There was consensus on the importance of one
revised and one new criterion, with both added to the
enhancing category

Essential: No changes.

Enhancing: Side-by-side presentation of harms and
benefits was considered important but not feasible for
all types of PDAs (eg, those used as apps on mobile
devices). A new criterion about providing guidance on
where and how to find additional information about
the decision reached consensus about importance but
was not seen as essential because the evidence would
need to be assessed for quality.

Conflicts of interest

Five changes were proposed for this domain, including
three revised and two new criteria. One revised criterion
with voting scores that met the threshold for an
essential criterion was downgraded to the enhancing
criterion by majority steering committee consensus.

Essential: The steering committee chose to retain
an original essential criterion about “disclosing
funding sources for PDAs” once the changed version
of this criterion was downgraded as an enhancing
criterion. The steering committee also modified this
essential criterion to emphasise that the disclosure be
prominently and clearly stated in the PDA.

Enhancing: There was consensus on the importance
of disclosing that “no authors” and “no authors’
affiliations” should stand to gain or lose by patients’
decisions, but there was concern that many PDAs would
not meet these standards if the criterion were essential
because there is often a surgeon on the committee
when an option includes surgery. Most members of
the steering committee reasoned that disclosure was
sufficient because the teams that develop the PDAs
often include clinicians.

Rejected: A new criterion about reporting “who
to contact for information about funding for PDA
development” did not reach consensus (rejected) and
comments referred to overlap with the other reporting
criteria.
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Table 1 | IPDAS enhancing criteria, version 5.0

Domain
Presenting balanced

PDA criteria
Makes it possible to compare benefits and harms for features of available options side by side

information

Describes natural course of the health condition if no healthcare option is chosen

Presents essential content with guidance on how and where patients can seek additional information to support decision making

Additional criteria for screening PDAs:

Describes the chances of disease being found with and without screening

Provides information (including definition) about chances of true positive test result, true negative test result, false positive test result, and false negative
test result

Disclosing conflicts of

Reports that the PDA was developed without using money from a source that stands to gain or lose by the choices patients make

interest

Reports that no authors stand to gain or lose by the choices patients make after using the PDA

Reports that no authors’ affiliations stand to gain or lose by the choices patients make after using the PDA

Includes authors’/developers’ credentials or qualifications

Reports where the funding came from to copy and distribute the PDA and it is clearly stated (eg, prominent, written in plain language)

Guidance and

Provides a step-by-step way to make a decision

decision coaching

Includes tools such as worksheets or question list to use when discussing options with a health professional

Basing information

Indicates which section of the PDA where each citation was used

on comprehensive,

Reports the source of the personalised evidence, if risk estimates or risk management options are personalised to individual characteristics

critically appraised
and up-to-date

Describes how research evidence was searched for, appraised, selected, and synthesised (derived from systematic reviews or evidence based clinical
practice guidelines, where possible)

synthesis of scientific
evidence

Describes the quality of the research evidence used (eg, using the GRADE approach)

Health literacy

Designed, formatted, and written at a level to be understood by its target audience including people with lower health literacy

Uses strategies to reduce cognitive burden (eg, plain language; glossary of key terms; bullet points; simple navigation), by providing non-text ways to
help patients understand information (eg, visual cues and illustrations, audio narration, video)

Uses field testing to show that the PDA was understood by patients with lower health literacy

Developed in accordance with health literacy guidelines, for example, by meeting recommended PEMAT thresholds (>70%) and a grade reading level of 8
or lower

Reports how co-design was used in its development

Communicating

Presents information about outcomes of options (positive and negative) including the chances they (may) happen, if reliable estimates are available

probabilities

Presents probabilities using both positive and negative frames (eg, showing both survival and death rates)

Presents probabilities using numbers rather than words in general. Care should be taken if numbers and words are combined

Places the chances of what might happen in the context of other situations (eg, chances of developing other diseases, dying of other diseases, dying of
any cause)

Presents probabilities using event rates in a defined group of patients for a specified time

Compares probabilities of options using common denominator formats (eg, probabilities or common denominator (frequencies))

Uses the same scales in the diagrams comparing options

Describes the uncertainty around the probabilities (eg, by giving a range or by using phrases such as “our best guess is”)

Uses the same time frame for all options and outcomes, if time based risk formats are used

Uses visual displays (eg, icon arrays, stacked bar graphs) that show both the numerator and the denominator (ie, the part-to-whole association)

Uses risk formats that were tested with end users in the population to whom the risk applies

Clarifying values

Uses an explicit values clarification method to help patients clarify what is important to them in deciding on options

Development of PDAs

Includes information about the expertise of the authors/developers (eg, patients/care givers, patient advocates, nurses, physicians)

Reports that potential users (eg, patients, healthcare professionals, care givers) were involved in steps to help understand user goals, motivations,
needs, and expectations specific to the decision

Involved potential users in steps intended to evaluate prototypes of the PDA

Describes how evaluation showed that undecided patients found the information was presented in a balanced way

Describes how evaluation showed that it was acceptable to potential users

Reports that potential users were observed using the PDA

Uses iterative cycles of feedback from potential users of the PDA (eg, patients/public, healthcare professionals) in the development

Reports explicit changes between iterative cycles

Includes relevant experts on the development team (eg, potential users, clinical content/subject matter experts, patients/members of the public who
have faced the decision or could reasonably be expected to face the decision in the future, experts in plain language, accessibility, design, engineering,
digital security, decision scientists, biostatisticians, epidemiologists, and implementation scientists)

Reports that members of equity deserving populations (ie, groups that have been historically denied equal access to education, employment, and other
opportunities) were meaningfully involved in development of PDA, when relevant

Describes how the PDA was culturally adapted from existing PDAs, where appropriate

Follows a theoretical framework or conceptual model together with IPDAS criteria for development

Evaluating
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There is evidence that the PDA helps patients:

effectiveness

recognise that a decision needs to be made

know about the available options

know about different features of options

understand that values affect the decision
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be clear about which features of options matter most to them

discuss values with their health professionals

become involved in decision making in ways they prefer

improves the match between the features that matter most to the informed patient and the option that is chosen

If any evaluation of the PDA was conducted, reports the findings with attention to SUNDAE guidelines

Describes how evidence of PDA effectiveness was gathered using instruments that have strong psychometric properties (ie, the evaluation tool is valid
and reliable)

PDA=patient decision aid; IPDAS=International Patient Decision Aid Standards; GRADE=Grading of Recommendations Assessment, Development and Evaluation; PEMAT=Patient Education
Materials Assessment Tool; SUNDAE=Standards for Universal reporting of patient Decision Aid Evaluation.
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Recruitment sources

® |[PDAS Collaboration

® [SDMS members

® SMDM SDM special interest group
® Cochrane Engage (consumer ask)
® Cochrane Facebook page

® Facebook (ISDMS)

® Word of mouth

Interested voters sent invite

with unique link to survey

Responded to round 1 broad invitation

(i 11)
Excluded
2 No experience
6 No response
3 Did not vote

(i 202)

Completed round 1 (94.8%)
190 Complete 12 Partial

(i 5)

[— Round 1 respondents with no
experience or did who not vote

Invited to round 2

Did not vote

Completed round 2 (83.6%)
171 Complete 2 Partial

Fig 3 | Flow of participants through the consensus voting process. IPDAS=International
Patient Decision Aid Standards; ISDMS=International Shared Decision Making Society;
SMDM SDM=Society for Medical Decision Making, Shared Decision Making

Up-to-date evidence

Four new criteria were proposed for this domain.
Essential: The steering committee elevated the
criterion about the use of high quality evidence that
directly applies to patients from the enhancing to
essential category. While this change was not part of
the voting, the steering committee noted the need to be
explicit about the use of high quality evidence in the
most recent version of IPDAS.

Enhancing: Providing supporting documentation for
evidence sources and personalisation features such as
risk calculators were considered important, but linking
the sources to specific content in the PDA was not seen
as always feasible or of interest to all users.

Rejected: Stating an expiration date in the PDA was
voted as not important in favour of continuing to report
the date of the most recent revision of the PDA.

Health literacy

Two revisions and one new criterion were suggested
for this domain, with each assigned to the enhancing
category.

Essential: No changes.

Enhancing: One revision emphasised using strategies
to reduce cognitive burden for patients and ways to
promote understanding. A second revision specified
the use of the Patient Education Materials Assessment
Tool (PEMAT)?® and an 8th grade (ages 13-14 years)
or lower reading level for PDAs. Both revisions were
viewed as important but there were concerns about
bias introduced by various strategies to improve
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comprehension (eg, use of patient photos) and being
too stringent about using a specific educational
assessment tool. A new criterion was voted as
important, where PDA developers report how co-
design was used in the development of their PDAs.

Presenting probabilities

Changes to this domain included three revised, two
new criteria, and two criteria proposed for deletion.
Two criteria required re-voting in round 2 to clarify
wording and offer additional rationale. Revisions to the
criterion about using comparative risks was rejected
during voting because it caused confusion, and the
original criterion was retained. A similar change
about using evaluative labels, symbols, or colours was
rejected because evidence was perceived as lacking.

Essential: No changes.

Enhancing: Use of visual displays (eg, icon arrays,
stacked bar graphs) of probabilities and numbers
rather than words were considering highly important,
although consensus was not reached about risk of bias
because of challenges in communicating probabilities
when they are small. One new criterion was added to
the enhancing category after re-voting in round 2 to
endorse testing of risk formats with the population to
whom the risk applies.

Removal: The criterion “The PDA allows patients to
select a way of viewing the probabilities (eg, words,
numbers, diagrams)” reached consensus for removal.
“Describing the uncertainty around probabilities”
reported in PDAs did not reach consensus for removal
in round 1. Comments from voters noted the lack
of evidence about communicating uncertainty and
challenged wording of the criterion, where people
agreed with using the phrase “our best guess” to
describe uncertainty but disagreed with giving a range
of probabilities. The criterion was voted on again in
round 2, with an expanded rationale and summary
of round 1 voting results and comments. While users
voted to retain the criterion, the steering committee
decided to move it from essential to enhancing because
of the lack of evidence about how to communicate
uncertainty to patients without undermining their
trust in the information.

Development

Nine new criteria were proposed.

Essential: Users rated “Potential users were involved
in steps of designing, developing and/or refining a
prototype” as highly important and as being associated
with a high risk of bias if not met.

Enhancing: Criteria were included about observing
users while using a PDA, reporting the number of
iterative cycles and changes made during development,
and including multidisciplinary development teams.
These changes were viewed as highly important
and as best practices by all user groups. Inclusion
of individuals from equity deserving populations
in development caused some confusion about
terminology. Similar comments were made about
culturally adapting PDAs, where appropriate. A new

‘saiIfojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1xa1 01 pale|al sasn 1o} Buipnjoul ‘1ybliAdod Aq palosalold
"1sanb Aq 920z 1snbny 2 uo /woo fwg mmmy//:sdiy woly pepeojumod ‘9z0z dUnr ZT U0 9TT880-5202-[Wag/9eTT 0T Se paystignd isi1y :CING


https://www.bmj.com/

RESEARCH METHODS AND REPORTING

Table 2 | Characteristics of voting participants (n=202)

Clinician researchers Researchers Policy makers Patient/ consumers Total

Self-reported characteristic (n=87) (n=89) (n=14) (n=12) (n=202)
Experience with PDAs*

Used a PDA 55 (63) 41 (46) 11 (79) 5 (42) 112 (55)

Gave a PDA to someone 58 (67) 50 (56) 9 (64) 4 (33) 121 (60)

Attended training about PDAs 51 (59) 46 (52) 10(71) 1(8) 108 (53)

Helped develop a PDA 76 (87) 70 (79) 10(71) 6 (50) 162 (80)

Participated in a study to evaluate a PDA 47 (54) 42 (47) 10 (71) 3 (25) 102 (50)

Conducted research about PDAs 64 (74) 76 (85) 11 (79) 2(17) 153 (76)

Developed/promoted health policy or guideline to support PDA use 34 (39) 28 (31) 9 (64) 3(25) 74 (37)
Sex at birth

Male 27 (33) 12 (14) 1(7) 3 (25) 43 (23)

Female 52 (64) 71 (86) 13 (93) 9(75) 145 (76)

Intersex 0 0 0 0 0

Chose not to answer 2(2) 0 0 0 2 (1)
Gender*

Man 26 (30) 12 (13) 1(7) 3 (25) 42 (21)

Woman 52 (60) 71 (80) 13(93) 9 (75) 145 (72)

Trans, non-binary 0 0 0 0 0

Chose not to answer 3(3) 0 0 0 3 (1)
Age (years)

Mean (SD) 50.0 (12.1) 45.5(10.9) 45.0(10.0) 63.0(7.7) 48.6 (12.0)

Median 52.0 44.0 48.5 65.0 49.0

Range 29-87 26-68 29-61 49-78 26-87
Highest level of education

Less than a bachelor’s degree (high school, college, other diploma) 0 0 0 0 0

Bachelor's degree 2012 0 1) 3(25) 6(3)

University certificate or diploma or degree above bachelor’s level 9(11) 4 (4) 0 0 13 (7)

Graduate studies 65 (80) 79 (89) 13 (93) 8 (67) 165 (87)

Chose not to answer 1(1) 0 0 1(8) 2 (1)
Race/ethnic origins*

Black 1(1) 4 (4) 0 0 5(2)

Latinx and/or Hispanic 303) 212 2(14) 0 7 (3)

East/South East Asian 10(11) 7 (8) 3(21) 0 20 (10)

South Asian 1(1) 212 0(0) 0 3(1)

Middle Eastern 1(1) 2(2) 1(7) 1(8) 5(2)

White 56 (64) 62 (70) 9 (64) 10 (83) 137 (68)

Indigenous 1(1) 0 1(7) 0 2 (1)

Mixed race/other 21 303) 0 0 5(2)

Chose not to answer 8(9) 2(2) 0 1(8) 11 (5)
Have a disability

Yes 3 (4) 4 (5) 0 2(17) 9 (5)

No 73 (90) 77 (93) 14 (100) 10 (83) 174 (92)

Chose not to answer 5 (6) 2(2) 0 0 7 (4)

Data are number (%) of participants.
PDA=patient decision aid; SD=standard deviation.
*Participants could select more than one option.

criterion was adopted that developers should follow
a theoretical framework or conceptual model, along
with the IPDAS criteria. Voters thought that the IPDAS
criteria may be sufficient, although use of a framework/
model would be helpful but not required.

Reject: Voters did not find it important that
PDAs “avoid gender binary pronouns,” with some
commenting that this is not relevant for sex specific
decisions, that it was difficult to achieve in certain
languages, and that some users may perceive it to be
distracting.

Evaluating effectiveness

Two new criteria were proposed for this domain.
Essential: No change.

Enhancing: Voters rated as important the SUNDAE
(Standards for Universal reporting of patient Decision

Aid Evaluation) reporting guideline about using
evaluation measures with strong psychometric
properties when an evaluation of a PDA is conducted.
Lack of familiarity with SUNDAE or evaluation
measures were cited as reasons these criteria were not
seen as high risk of bias.

Discussion

We updated the IPDAS Quality Framework to offer
clearer guidance about which standards are needed
for a decision support intervention to be considered
a high-quality PDA. The result was seven qualifying
criteria and seven essential criteria, which should be
feasible for developers to adhere to when developing
their PDAs. The large number of enhancing criteria
can be seen both as a resource for developers and to
highlight areas where additional research is needed. In
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Table 3 | Consensus results* about importance of changes to IPDAS qualifying criteria

Clinician Policy Patient/

researchers Researchers makers consumers
Original PDA criterion number and description (n=87) (n=89) (n=14) (n=12) Consensus
1.2and 1.5 [The PDA] lists the options including if relevant, “wait and 74 (85) 83 (93) 12 (86) 11 (92) Changed in
(merged) see” (eg, making no change, doing nothing). qualifying criteria
1.6 (new) [The PDA] identifies the target audience. 80 (92) 79 (91) 14 (100) 11 (92) Added to

qualifying criteria

9.2and 9.3 [The PDA] asks patients to think about which positive 69 (79) 59 (67) 12 (86) 8 (67) Changed in
(merged) and negative features of the options matter most to them qualifying criteria

(explicit values clarification) OR describes what it is like
to experience the consequences of the options (physical,

psychological, social) (implicit values clarification)

Data are number (%). Changes approved 12-13 September 2024 by the IPDAS steering committee.

IPDAS=International Patient Decision Aid Standards; PDA=patient decision aid.

*Criteria with agreement greater than 66% across all user groups were added as qualifying.

updating the standards for PDAs, we were cognisant of
concerns about making them too restrictive or offering
too many new criteria. These concerns have been
raised when considering implementation challenges
facing PDA developers,?’ and were also the rationale
for the previous version of the minimum standards.
The conflicts of interest domain generated
considerable debate about the threshold for
disqualifying PDAs when developers or funders had a
financial interest in the decisions that patients make.
The domain team proposed raising the threshold for
a high quality PDA by requiring that developers, and
their affiliations, have not received financial support
from a source that stands to gain or lose by the choices
patients make after using the PDA. The rationale for
these changes, which approach how conflicts of interest
are handled for clinical practice guidelines, was largely
that expecting patients to decipher and account for
potential bias in PDA content is both practically and
ethically unsound.® The criterion about developers’
conflicts was rated high for risk of bias by all user
groups. During review of the voting results, steering

committee members highlighted that it is desirable to
have clinicians on development teams, yet this change
to the standards would disqualify many PDAs because
clinicians and their institutions benefit financially
from the care they provide to patients. In response, the
steering committee adopted a new, merged essential
criterion reflecting these concerns: “The PDA reports
where the funding came from to develop the PDA, and
it is clearly stated (eg, prominent, plain language).”
The remaining changes to the conflicts of interest
criteria were included in the enhancing category. This
domain will likely remain a source of debate as further
evidence is generated and the standards are revised in
the future.

The domain team on communicating probabilities
proposed to remove the criterion about describing
uncertainty of probabilities. This proposal was
based on evidence that communicating uncertainty
has the potential to undermine decision making,
because patients have different degrees of tolerance
for ambiguity.'* >° The voters and steering committee
agreed that providing a range of probabilities was

Table 4 | Consensus results* about changes to IPDAS essential criteria

Clinician Policy Patient/
Original PDA criterion number and description Topic voted on researcher Researcher  maker consumer Consensus
3.4 reports that developers did not receive any Importance of 70/87 (80) 70/89 (89) 13/14 11/12 (92) Essential (consensus of steering
funding from a source that stands to gain or lose by change (93) committee); reports where the
the choices patients make after using the PDA Risks of (harmful) 49/70 (70) 56/79 (71) 8/12 (67) 6/10 (60) funding came from to develop the
bias PDA and it is clearly stated
3.8 clearly states disclosures about funding and Importance of 80/87 (93) 78/89 (92) 13/14 10/12 (83)
author affiliations change 93)
Risks of (harmful) 52/70 (74) 62/79 (78) 8/12(67) 6/10 (60)
bias
6.6 is based on high quality evidence that is, where Importance of — — — — Added to essential (consensus of
possible, directly applicable to the patients and change steering committee)
clinicians using the PDA Risks of (harmful) — — — —
bias
10.6 had potential users involved in steps of Importance of 73/87 (90) 79/89 (95) 14/14 11/12 (92) Added to essential
designing, developing, and/or refining a prototype change (100)
Risks of (harmful) 52/70 (74) 57179 (72) 10/12 7/10 (70)
bias (83)
8.4 describes the uncertainty around the Importance of 52/81 (64) 61/83 (73) 9/14 (64) 9/12 (75) No consensus to remove; moved to
probabilities (eg, by giving a range or by using removal enhancing
phrases such as “our best guess is”) Risks of (harmful) NA NA NA NA
bias

Data are voting/total numbers and percentages. Denominators for importance of change are from round 1 voting; denominators for risk of bias are from round 2 voting.
NA=not applicable; IPDAS=International Patient Decision Aid Standards; PDA=patient decision aid.
*Percentages exceeding 66% threshold are considered to have high agreement or high risk of bias.

thelbmj | BMJ2026;393:e088116 | doi: 10.1136/bm;j-2025-088116

‘saiIfojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1xa1 01 pale|al sasn 1o} Buipnjoul ‘1ybliAdod Aq paloalold
"1sanb Aq 920z 1snbny 2 uo /woo fwg mmmy//:sdiy woly pepeojumod ‘9z0z dUnr ZT U0 9TT880-G202-[Wag/9eTT 0T Se paystignd isily (NG


https://www.bmj.com/

RESEARCH METHODS AND REPORTING

10

problematic but acknowledged that estimates
represented as a “best guess” was an appropriate
strategy for describing this uncertainty in plain
language. When evidence is lacking, consensus was to
encourage but not require developers to acknowledge
this uncertainty in their PDAs.

The domain team on clarifying values had originally
proposed a new qualifying criterion that would require
the use of explicit values clarification as features
in PDAs.'® When approving the voting document,
the steering committee thought that the evidence
supporting explicit values clarification was limited and
a decision was made to merge two values clarification
criteria toasingle criterion allowing for either explicit or
implicit methods, providing developers more flexibility
in meeting this standards. There was consensus on
this merged qualifying criterion. Additional research
is needed about the use and impact of explicit values
clarification methods in PDAs used in real world
clinical and non-clinical settings, and this criterion is
also included in the enhancing category.'® %°

This update did not directly address standards
related to implementation of PDAs. This area is
important for further development; Stacey et al
found that only about a quarter of PDAs evaluated
in randomised trials continued to be used after the
trial.>* A major challenge was lack of financial support
to ensure PDAs are updated to reflect current evidence
and professional guidelines, and the need for hosting
of PDAs after research studies are completed. For
Evidence Update 2.0, Joseph-Williams et al conducted
a rapid realist review to identify articles that could
contribute to theory about PDA implementation.'
The group made five recommendations: co-produce
PDAs with end users for content and processes for
use; ensure that the entire team is trained to use the
PDA; engage patients by prompting them to use the
PDA; ensure buy-in of senior leaders; and “measuring
to improve” where measurement is used to show
how PDAs link with and improve key priorities of
healthcare organisations. The first recommendation,
about co-production, is consistent with consensus
on involvement of potential users being a new
essential criterion within IPDAS 5.0. The updated
IPDAS 5.0 standards do not currently address the
other recommendations from the implementation
group, nor do they reflect implementation of PDAs
within broader, multi-level, shared decision making
programmes.>? Future iterations of IPDAS should
consider offering guidance on how to effectively
support implementation of PDAs, especially during
their development.

Criteria that address equity in PDAs were voted as
enhancing, yet voters did not consider it as introducing
a high risk of harmful bias if it was not achieved.
Specifically, voters acknowledged the importance of
involving members from equity deserving populations
in development of PDAs, yet challenges remain
in relation to how this involvement can be done
consistently across languages and cultures. Similarly,
describing how a PDA was adapted for patients of

different cultures was viewed as important but not
essential. It will be important to monitor how views
about equity in patient decision making evolve and
consider revisiting these issues in subsequent updates.

This consensus process to update IPDAS had
several limitations. While knowledge users and
experts from 26 countries voted on the changes, most
were from North America, Europe, and Australia.
The IPDAS Collaboration has welcomed translations
of the standards in languages other than English
(https://decisionaid.ohri.ca/IPDAS/using.html),
but cross cultural adaptations and appropriateness
of the standards requires additional investigation.
Knowledge users were categorised into four groups
that varied by size, with fewer policy makers and
patient/consumers participating in the update. To
deal with this limitation, we analysed data by user
groups and carefully reviewed written comments
offered by the voters to gain additional insights into
their feedback.

Conclusion

IPDAS version 5.0 has updates to the qualifying,
essential, and enhancing criteria that reflect the
evolving evidence about PDAs, with good agreement
on the changes across key knowledge user groups.
The update reflects a careful balance between
comprehensiveness and feasibility, and it is guided by
the IPDAS Collaboration’s founding goal of providing
high quality PDAs for patients that minimise potential
biases in the decisions they make.
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