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Abstract

Introduction: Evidence syntheses, often in the form of systematic
reviews, are essential for clinical guideline development and
informing changes to health policies. However, clinical guideline
development groups (CGDG) are multidisciplinary, and participants
such as policymakers, healthcare professionals and patient
representatives can face obstacles when trying to understand and use
evidence synthesis findings. Summary formats to communicate the
results of evidence syntheses have become increasingly common, but
it is currently unclear which format is most effective for different
stakeholders. This mixed-methods systematic review (MMSR)
evaluates the effectiveness and acceptability of different evidence
synthesis summary formats for CGDG members.

Methods: This protocol follows guidance from the Joanna Briggs
Institute on MMSRs and is reported according to the Preferred
Reporting Items for Systematic Reviews (PRISMA)-P guideline. A
comprehensive search of six databases will be performed with no
language restrictions. Primary outcomes are those relating to the
effectiveness and preferences for and attitudes towards the different
summary formats. We will include qualitative research and
randomised controlled trials. Two reviewers will perform title,
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abstract, and full-text screening. Independent double-extraction of
study characteristics and critical appraisal items will be undertaken
using a standardised form. We will use a convergent segregated
approach to analyse quantitative and qualitative data separately;
results will then be integrated.

Discussion: The results of this systematic review will provide an
overview of the effectiveness and acceptability of different summary
formats for evidence synthesis findings. These findings can be helpful
for those in or communicating to guideline development groups. The
results can also inform the development and pilot-testing of summary
formats for evidence summaries.

Keywords
presentation of findings, evidence summaries, summary of findings
table, communication, mixed-methods systematic review
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i{3%83)) Amendments from Version 1

We thank the reviewers for their helpful and insightful comments.
We have responded to each individual item from each reviewer and
have included quoted changes where applicable. In summary, we
have edited

1) the introduction section to more clearly relate to the main
objectives of the mixed-methods systematic review, and

2) added clarifying information to the methods section. Specifically
we

a) clarified information regarding the inclusion criteria (PICO);

b) added additional information about the quantitative systematic
review including what study designs and summary formats were
eligible and how we defined ‘health literacy’ as an exclusion
outcome;

¢) clarified information about the data extraction form and data
collection;

d) edited the bias and quality assessments section for clarity;
e) clarified the exploration of heterogeneity/subgroup analyses,

f) elaborated and simplified the mixed methods synthesis section,
and

g) added a few additional references to support our edits.

Any further responses from the reviewers can be found at
the end of the article

Introduction

Clinical guidelines support decision making to improve patient
outcomes and quality of care in a cost-effective manner'. The
development of a clinical guideline involves a rigorous synthesis
of the best available evidence on a specific clinical topic. It
may involve formal consensus methods with a range of multidis-
ciplinary stakeholders*®. Guideline development groups com-
prise a range of decision makers, often including healthcare
professionals, methodologists, health policymakers, clinicians,
and patient representatives — all of whom have varying levels
of expertise in evidence synthesis methods. This compli-
cates the consensus process as stakeholders may prioritise and
understand the findings of evidence syntheses, such as systematic
reviews, differently®.

While the methods and recognition of the importance of sys-
tematic reviews have advanced in recent decades’®, there are
still barriers to their creation and use”'’. A meta-analysis of
nearly 200 systematic reviews registered on the international
Prospective Register of Systematic Reviews (PROSPERO) reg-
istry found that the average systematic review, from registra-
tion to publication date, takes 67.3 weeks, involves an average
of five authors, and requires the full-text screening of 63 papers
(range: 0-4385)°. The number of academic papers and sys-
tematic reviews being published in recent decades has rapidly
increased!'™"3, further accelerating during the recent COVID-
19 (coronavirus disease) pandemic'*. The expanding evidence
base and acceptance of trade-offs in validity in time-sensitive
matters'®, has resulted in the growing popularity of other evi-
dence synthesis methods, such as rapid reviews'®. This increase
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in different types of evidence synthesis methods further com-
plicates matters for guideline development groups, who
may interpret different types of systematic reviews in differ-
ent ways based on how familiar they might be with particular
approaches.

For those using different types of evidence synthesis to inform
clinical guideline development and health policy, the amount
of included studies, length, and technical nature of evidence
syntheses can make it difficult to find answers about the effec-
tiveness of healthcare interventions!®!”. Previous work has high-
lighted that decision makers more easily understand evidence
summaries than complete systematic reviews'®!”. These sum-
maries can come in a variety of different formats such as policy
briefs, one-page reports, abstracts, summary of findings tables,
plain language summaries, visual abstracts or infographics, pod-
casts, and more. While formatting may vary, decision-makers
have expressed several key preferences, such as succinct sum-
maries highlighting contextual factors like local applicability
and costs'".

Succinctness should be inherent in an evidence summary,
but how this distilled information is formatted and presented
affects the interpretation and use of systematic reviews?!. It is
currently unclear which evidence summary format is most help-
ful for decision making for different guideline development
group stakeholders. For example, Cochrane recommends a ‘sum-
mary of findings’ table’ but testing with users familiar with the
Cochrane library and evidence-based practices raised concerns
around comprehension and presentation of results and the bal-
ance between precision and simplicity??. Others have tested
the presentation of information using different formats such
as an abstract, plain-language summary, podcast or podcast
transcription with no clear answer regarding which format
was most suited to which stakeholder and resulted in the best
understanding®. Similarly, infographics, plain-language sum-
maries, and traditional abstracts were found to be equally
effective in transmitting knowledge to healthcare providers;
however, there were differences in measures of acceptability
(i.e., user-friendliness and reading experience)*.

To better support clinical guideline development groups and
decision-makers, it is important to identify which format works
best for which stakeholder. Previous reviews have focused
on identifying barriers and facilitators to use, or have been
solely based on summary of findings tables'®®. As impacts on
decision-making and preferences for formats may be evaluated
through different study designs, a comprehensive synthesis of the
evidence is needed beyond a typical single method systematic
review. Mixed methods systematic reviews (MMSR) can more
easily identify discrepancies within available evidence, pin-
point how quantitative or qualitative research has focused on
particular interest areas, and offer a deeper understanding of
findings®. A MMSR is especially useful for this project as it
brings together findings of effectiveness and experience so find-
ings are more useful for decision makers®”’. Guideline devel-
opers need to consider diverse considerations in their work
such as feasibility, priority, cost effectiveness, equity, accept-
ability, and patient values and preferences®®?. Similarly, a
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MMSR allows us to consider and integrate data from a variety of
different questions and synthesize information in a single
project.

Objectives

The aim of this mixed methods systematic review is to evalu-
ate the effectiveness of, preferences for, and attitudes towards,
different communication formats of evidence summary findings
amongst guideline development group members, including
healthcare providers, policy makers and patient representatives.
To achieve this, the proposed MMSR will answer the following
questions:

1. How and to what degree do different summary for-
mats (digital, visual, audio) of presenting evidence
synthesis findings impact the end user’s understanding
of the review findings?

2. What are the end users’ for and

attitudes towards these formats?

preferences

Protocol

The proposed systematic review will be conducted in accord-
ance with the Joanna Briggs Institute (JBI) Manual for Evidence
Synthesis which details the methodology for mixed methods
systematic reviews (MMSR)*.

Eligibility criteria

As this is a MMSR, we will include quantitative (i.e.,
randomised controlled trials), qualitative, and mixed methods
studies evaluating the effectiveness and/or preferences for and
attitudes towards evidence summary formats. We will exclude
conference abstracts, case reports, case series, editorials, and
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letters. Further details regarding eligibility criteria are given
within the review-relevant sections below.

We are interested in studies involving stakeholders such as pol-
icy makers, healthcare providers, and health systems manag-
ers, as well as other GDG members such as clinicians, patient
representatives, and methodologists such as systematic review
authors. We will exclude studies where the sole participants
are students, the general population (those not involved in the
clinical guideline development process), and journalists as com-
munication to these populations is more complex given a wide
variety of confounding factors. We will also exclude studies
related to clinical decision-making for individual patients.

We have followed the Population, Intervention, Comparison,
Outcome (PICO) format for the quantitative review (Table 1)
and the Sample, Phenomenon of Interest, Design, Evaluation,
Research type (SPiDER) format for the qualitative review
(Table 2) and will present unique aspects of each
methodological approach within the relevant sections below.

Quantitative systematic review. Due to the complexity of stake-
holders, evidence synthesis types, and summary formats, there
is a high potential that confounding factors will be exten-
sive. Relatedly, randomised controlled trials (RCTs) are the
most appropriate design to evaluate the effectiveness of the inter-
ventions in question. Thus, we chose to restrict to RCTs (e.g.,
parallel, crossover, cluster, stepped-wedge, etc.) only in order
to focus on the performance and impact of summary formats
in optimal settings. We will include studies where the interven-
tion is any summary mode (e.g., visual, audio, text-based, etc.)
which communicates the findings from an evidence synthesis

Table 1. PICO for the quantitative review of effectiveness.
Population
methodologists, patient representatives)

Intervention
Comparator  Alternative summary formats

Outcomes

Members of guideline development groups (e.g., policy makers, decision makers, healthcare professionals,

A summary format which communicates evidence synthesis findings

Quantitative estimates of effectiveness and acceptability

Table 2. SPiDER for the qualitative evidence synthesis.

Members of guideline development groups (e.g., policy makers, decision makers, clinicians, methodologists,

Sample
patient representatives)
Phenomenon How summary formats impact decision-making and understanding of evidence synthesis findings
of interest
Design Focus groups, interviews, questionnaires, open-ended survey responses
Evaluation Views, attitudes, opinions, experiences, perceptions, beliefs, feelings, understanding
outcomes
Research Quialitative studies and mixed-methods studies with primary qualitative data collection
type
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study (e.g., systematic review, qualitative evidence synthesis,
rapid review, etc.) to policy-makers and decision makers, includ-
ing guideline development groups (GDGs). We anticipate that
included summary formats may encompass visual abstracts,
Summary of Findings tables, one-page summaries, podcasts,
Graphical Overview of Evidence Reviews (GofER) diagrams,
and others. We will not exclude a summary format if it is one
that we did not explicitly list in our search strategy (Table 3).
Studies in which the summaries are one component of a multi-
component intervention will be excluded, as will decision aids
for direct patient care.

For studies examining the effectiveness of evidence sum-
mary formats, we will include any comparison to an alterna-
tive active comparator. Studies where the comparison is no
intervention (e.g., the plain full-text of a manuscript) will be
excluded. We do not anticipate finding evidence syntheses
with no form of summary or abstract as international organi-
sations, journals, and reporting guidelines would consider a
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summary to be a mandatory component of any report or peer
review manuscript produced.

Our primary outcomes of interest are:

1. Effectiveness

a. User understanding and knowledge, and/or
beliefs in key findings of evidence synthesis (e.g.,
changes in knowledge scores about the topic
included in the summary)

b. Self-reported impact on decision-making

c. Intervention metrics (e.g., the time needed to read
the summary, expressed language accessibility
issues or scale scores)

2. Acceptability

a. Preferences and attitudes (e.g. Likert scales
reporting user satisfaction, perceptions, readability).

Table 3. Ovid MEDLINE search strategy.

Ovid MEDLINE(R) and Epub Ahead of Print, In-Process, In-Data-Review & Other Non-Indexed Citations, Daily Search

and Versions(R) 1946 to April 13, 2021

1 exp Administrative Personnel/

2 ((health OR healthcare OR hospital*) ADJ2 (administrator* OR analyst* OR decisionmak* OR decision-mak* OR

results
41017
73550

manager* OR official* OR policymak* OR policy-mak* OR policy OR policies OR provider)).tw.

3 exp Decision Making/ OR Exp Policy Making/ OR exp Health Policy/
4 ((decision* OR policy OR policies) ADJ2 (analys* OR analyz* OR maker* OR making OR develop*)).tw.

5 (analyst* OR clinician OR decision-mak* OR decisionmak* OR doctor OR guideline development group* OR advisory

332820
213763
359621

group OR knowledge user* OR knowledge-user* OR policy-mak* OR policymak* OR stakeholder* OR stake-holder*

OR stake holder* OR end user* OR end-user¥*).tw.

6 1TOR20R30R40R5

7 exp Evidence-Based Practice/ OR exp “Review Literature as Topic”/ OR meta-analysis as topic/ OR exp Technology

Assessment, Biomedical/

8 (knowledge ADJ2 synthes™).tw.

9 (meta*) ADJ2 (analysis OR regression OR review OR overview OR synthes*)

10  meta-analy* OR meta-regression OR meta-review* OR meta-synthes* OR megasynthes*

11 (evidence) ADJ2 (synthes* OR summar®)

12 (quantitative OR qualitative OR systematic OR rapid OR scoping OR realist OR Cochrane OR evidence) ADJ2 (review* OR

overview*)
13 HTA OR health technology assessment
14 70R80OR9ORT00OR11OR120R13

15 exp Data Visualization/ OR exp Health communication/ OR exp Implementation science/

16 summary of findings OR summary-of-findings OR table* OR tabular

17 plain-language summar™® OR plain language summar*

18 infographic* OR podcast* OR visual abstract®* OR fact box* OR summary format OR blogshot OR blog shot OR podcast

731506
128395

1051
251572
231916
20882
270363

6744
530362
3579
156130
1758
1011424

OR video OR GRADE evidence profile OR policy brief OR league table* OR bulletin OR infogram or 1-page summary OR
SUPPORT summary OR brief* or summar* OR graphic* OR audio
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Ovid MEDLINE(R) and Epub Ahead of Print, In-Process, In-Data-Review & Other Non-Indexed Citations, Daily Search

and Versions(R) 1946 to April 13, 2021
19 (communicat* OR presentat*) ADJ2 (finding*)
20 150R16 OR170OR18 OR 19

21 perceive OR understand OR understanding OR acceptability OR effectiveness OR efficacy OR satisfaction OR usability

22 usefulness OR credibility OR clarity OR comprehensive OR appeal OR appropriateness OR preference$

23 21 0R22
24 6 AND 14 AND 20 AND 23

We will not be including outcomes related to health literacy,
numeracy, nor risk communication in patient-centred care. We
are aligning our definition of ‘health literacy’ with a recent sys-
tematic review on its meaning, which is complex in nature and
composed of ‘(1) knowledge of health, healthcare and health
systems; (2) processing and using information in various
formats in relation to health and healthcare; and (3) ability to
maintain health through self-management and working in part-
nerships with health providers.” As impacts on one’s individual
health or clinical care is not the main focus of this review, we are
focusing only on one aspect (2) -- impacts on one’s understand-
ing of knowledge which is constrained to a specific topic that an
evidence summary is covering®.

Qualitative evidence synthesis. Primary studies investigat-
ing the understanding and acceptability of evidence summary
formats will include qualitative studies (e.g, interviews
or focus groups). Mixed-methods studies with primary
qualitative data collection will be included if they meet
the inclusion criteria for a randomised controlled trial and
where it is possible to extract the findings derived from the
qualitative research. We prioritized the inclusion of qualita-
tive data from primary studies over free text from questionnaire
surveys as we hypothesized primary data would be richer and
thicker and thus more informative.

Our primary outcomes of interest relate to participant’s views
and experiences with summary formats. This includes their
perceptions of the impact of summary formats on their under-
standing, knowledge, and decision making, and participant’s
beliefs, attitudes, and feelings towards usability and readability.

Information sources and search strategy

The following databases will be searched from inception to
May 2021: Ovid MEDLINE, EMBASE, APA PsycINFO,
CINAHL (Cumulative Index to Nursing and Allied Health
Literature), Web of Science, and Cochrane Library. The search
strategy for Ovid MEDLINE includes a combination of key-
words and medical subject headings (MeSH) terms for GDG
members, evidence syntheses, and formats for the communica-
tion of findings (see Table 3). As we are looking for primary
research on the impacts or effects of interventions and
attitudes towards them, we do not anticipate that this literature
will be found in grey literature sources such as government or
agency websites. Additionally, it is anticipated that control-
led trials will have short time points of assessment (and

results
2500
1156243
2703824
693195
3247866
3830

follow-up) thus we do not believe that searching registries
will benefit our study. This search strategy has been informed
by the strategies of similar reviews in the same topic area'*®.
Aligned with the Peer Review of Electronic Search Straggles
(PRESS) Statement®, we engaged a medical librarian after the
MEDLINE search was drafted but before it was translated to the
other databases. As we are including a range of study designs,
we did not apply study design specific filters. Although
we have used a PICO and SPiDER approach for the quantita-
tive and qualitative reviews we used the PICO format to inform
the search strategy as previous researchers found that the
SPiDER approach for search strategies may be too restrictive
and specific?. Language and date restrictions will not be
applied.

Backwards citation identification on all eligible studies will
be performed using the citationchaser Shiny application
built in R version 1.4%3. This application performs backwards
citation screening (reviewing reference lists) and internally
de-duplicates results. Each step of the search is summarised
for transparency and references are given as a downloadable
RIS file.

Data management and selection process

All citations will be downloaded and stored in Zotero reference
manager version 5.0. For ease, rather than using Zotero
for screening, title and abstract screening will be managed
using Covidence. Two reviewers will independently screen
titles and abstracts for inclusion criteria. Disagreements for
inclusion will be resolved through discussions. If it is still
unclear if the paper should be included, both authors will
review the full version of the paper and discuss it again. If there
is still disagreement, a third review author will be consulted.
The screening process will be documented in the final manu-
script using the Preferred Reporting Items for Systematic
Reviews (PRISMA) flow diagram* and a supplemental file
detailing the reason for exclusion for each individual study
will be made publicly available.

Data collection

Two review authors will independently extract data from each
of the included studies using a standardised data-extraction
form. If there are disagreements or discrepancies, the two
authors will discuss and consult with a third review author if
needed. Where possible, qualitative outcomes such as themes
and categories will be extracted into the standardized form. In
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parallel, articles containing qualitative methods will be also
imported in NVivol2 for line-by-line coding for information
related to outcomes. This separate but parallel data extraction is
important for our analytical approach of the qualitative data
which is discussed in greater detail in the Qualitative Analy-
sis section. The following information will be extracted using
the pilot-tested standardized data-extraction form

e Bibliometric data (first author, title, journal, year of
publication, language)

e Study characteristics (setting, participants demograph-
ics, country, study design, intervention, comparators,
theoretical framework, analytical approach)

e Intervention characteristics will be collected following
the structure of the Template for Intervention Descrip-
tion and Replication (TiDieR) checklist®® to provide
detailed information on the why, what, who, how,
where, and when of the intervention described.

e Primary and secondary outcomes (quantitative estimates
of effectiveness and acceptability; qualitative expressions
of views, attitudes, opinions, experiences, perceptions,
beliefs, feelings, and understanding)

e Data from the domains listed within the JBI critical
appraisal tools for qualitative and quantitative studies

e Funding sources

If information is missing from the study report, we will con-
tact authors to inquire about these gaps. We will provide
narrative syntheses in lieu of imputing missing data.

Bias and quality assessments

The JBI critical appraisal checklists will be used to assess the
individual randomized controlled trials and qualitative stud-
ies. Two review authors will independently complete the critical
appraisal checklist for each included study. Differences will
be resolved through discussion and consultation with a third
review author if necessary. These checklists will provide use-
ful contextual information about the included studies such as
information about performance bias. Checklist items cover
things like intervention assessors and their reflexivity which
are important factors to consider as participant attitudes towards
summary formats may be influenced by external factors such
as who created the summary (e.g., their own vs. an external
organisation).

An assessment of the overall certainty of evidence using the
GRADE or ConQual approach is not recommended for a JBI
MMSR?. This is due to the complexities in the analysis wherein
the data from separate quantitative and qualitative evidence
is transformed and integrated.

If quantitative data allows for a meta-analysis, a forest plot
will be generated using R. If we find a low number of studies,
large treatment effects, few events per trial, or all trials are of
similar sizes, we will use the Harboard test for publication
bias* as it reduces the false positive rate. Egger’s test’’ for
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funnel plot asymmetry will be used to investigate small study
effects and publication bias.

Quantitative analysis

A narrative synthesis will be performed, however, if appropri-
ate, quantitative data from randomised control trials will be
synthesised using meta-analysis. Heterogeneity will first be
explored by assessing pertinent study characteristics that may
vary across the included studies (i.e., participant group, or sum-
mary format type). If sufficient data is available, subgroup
analyses (e.g., participant groups such as medical profession-
als versus policy makers or intervention type such as visual
abstracts versus plain abstracts) will be conducted. Furthermore,
statistical heterogeneity will be explored according to statisti-
cal guidance on heterogeneity’, an estimated I* of 50-90% rep-
resents substantial heterogeneity. We will weigh this against an
y* test for heterogeneity (<.10). If our results indicate 50% or
greater and a low y? statistic, this indicates that the heterogene-
ity may not be due to chance, thus we will not pool results into a
meta-analysis. If data can be pooled, effect sizes and accompa-
nying 95% confidence intervals will be reported as either rela-
tive risks (for dichotomous and dichotomised ordinal data) or
standardized mean differences (for continuous data). Where
data is available, we will compare and contrast reported find-
ings on preference and whether or not preference is aligned with
improvement of outcomes of impact such as knowledge.

Qualitative analysis

Where possible, qualitative findings will be pooled together
using the meta-aggregation approach, which allows a reviewer
to present findings of included studies as originally intended by
the original authors®. This approach organises and cat-
egorises findings based on similarity in meaning and avoids
re-interpretation. Therefore, it does not violate paradigms and
approaches used by the original study authors. This approach
also enables meaningful generalizable recommendations for
practitioners and policy makers¥. If we are unable to pool find-
ings together (i.e., create and present categories), likely due to an
insufficient number of studies identified, a narrative summary will
be presented.

Mixed methods synthesis

Following JBI guidance for MMSR, we will use a convergent
segregated approach that conducts separate quantitative and
qualitative syntheses separately but at the same time and then
integrates the findings of each®. The segregated design inte-
grates evidence through a method called configuration which
essentially arranges complementary evidence into a single line of
reasoning®. After the separate quantitative and qualitative analy-
ses are conducted, they will be organized into a coherent whole,
as they cannot be directly combined nor can one refute the
other®®*!. Converging or complementary data assumes that, while
the streams of evidence may ask different research questions,
they are related to different aspects or dimensions of the same
phenomenon of interest?. Data will be triangulated during the
interpretation stage, comparing quantitative and qualitative find-
ings side-by-side to identify areas where there is convergence,
inconsistency, or contradiction in the data. We do not aim to
transform the qualitative data into quantitative, nor vice versa.
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There are several methods for integrating qualitative and
quantitative evidence syntheses?**? in a convergent segregated
MMSR. We will use a thematic synthesis method for integration
which groups together similar codes, develops descriptive cat-
egories (or themes) to create an overall summary of findings*#.
Initial coding will be performed independently by two authors
who will meet and discuss similarities and differences in cod-
ing to start grouping them into descriptive categories. A
drafted summary of findings will be created by one author,
reviewed by both, and discussions will be held until a final
version is agreed upon. Two authors will discuss the descrip-
tive categories and, as a group, will draft the final analytical
categories with accompanying detailed descriptions.

If we have a sufficient number of included studies for meta-
analysis (minimum of three), we will report information accord-
ing to participant subgroups (e.g., clinicians versus policy
makers), and outcomes (e.g., understanding, acceptability, etc.).

Registration and amendments

As the focus of this review is not evaluating health-related
interventions nor outcomes, we will not register the protocol
on PROSPERO. However, we will preregister the study on
Open Science Framework. If an amendment to this proto-
col is necessary, the date of each amendment will be given
alongside the rationale and description of the change(s). This
information will be detailed in an appendix accompanying
the final systematic review publication. Changes will not be
incorporated into the protocol.

Dissemination of information

Findings will be disseminated as peer-reviewed publications.
Data generated from the work proposed within this protocol
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will be made available on the aforementioned OSF project
page.

Discussion

This review will summarise the evidence on the effectiveness
and acceptability of different evidence synthesis summary for-
mats. By including a variety of evidence summary types and
stakeholder participants, results can help tease apart the real-
world complexity of guideline development groups and pro-
vide an overview of what summary formats work for which
stakeholders in what circumstances. It is expected that review
findings can support decision-making by policy-makers
and GDGs, by establishing the best summary formats for
presenting evidence synthesis findings.

Data availability
No data are associated with this article.

Reporting guidelines

OSF: PRISMA-P checklist for ‘Evidence synthesis summary
formats for clinical guideline development group members:
a mixed-methods systematic review protocol’. https://doi.
org/10.17605/0SF.IO/SK4NX*

Data are available under the terms of the Creative Commons
Attribution 4.0 International license (CC-BY 4.0).
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In Methods sections, under Eligibility criteria, I propose that you list all research designs that will
be included in the analysis. Currently, only RCT-s are included, but it is not stated will all types of
RCT-s will be included (parallel, crossover, etc). On top of that, what about non-randomized trials
and control before and after studies? Will those studies be included, too?

The sentence: "We will not be including outcomes related to health literacy, numeracy, nor risk
communication in patient-centred care." is a bit problematic. Based on my understanding, health
literacy is the examination of knowledge and/or understanding of health information, which will
be the case of most research studies you include in the review. Maybe you wanted to state that
you will not include studies that assessed health literacy with specific tests of health literacy?

Would you consider including Open Science Framework registry as one of the databases in which
you would perform a literature search?

Minor points:
"If we have a sufficient number of included studies, subgroup analyses will be performed to
investigate differences based on participant groups (e.g., clinicians versus policy
makers) and outcomes (e.g., understanding, acceptability, etc.)" What would be considered
a sufficient number of studies?

I hope those comments will help you in the process.

Is the rationale for, and objectives of, the study clearly described?
Yes

Is the study design appropriate for the research question?
Yes

Are sufficient details of the methods provided to allow replication by others?
Partly

Are the datasets clearly presented in a useable and accessible format?
Not applicable

Competing Interests: No competing interests were disclosed.
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I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard.
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Thank you for the opportunity to review this interesting protocol.
Overall, the research plan is sound and described in detail. I have only a few minor
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suggestions to propose to make the protocol more precise.
Author’s response: Thank you for the time spent reviewing our manuscript and for your valuable
feedback.

In Methods sections, under Eligibility criteria, I propose that you list all research designs
that will be included in the analysis. Currently, only RCT-s are included, but it is not stated
will all types of RCT-s will be included (parallel, crossover, etc). On top of that, what about
non-randomized trials and control before and after studies? Will those studies be included,
too?

Author’s response: Thank you for this question. We have edited the text to explicitly given
examples of the types of RCTs that will be included (e.g., parallel, crossover, cluster, stepped-
wedge, etc.)’ The other reviewer had a related question regarding inclusion of different study
designs. We have chosen to restrict study designs for this review to randomized controlled trials
and qualitative studies as we believe these study designs are best able to either 1) control for
confounding/interacting factors that could influence one’s attitude towards a format, such as
who is disseminating the message (RCTs) or 2) better able to fully explore multiple factors
influencing one’s perception (qualitative studies). We chose not to include non-randomised
designs or observational studies due to the complexity of factors that influence one’s attitude
towards a format. These study designs also relate directly to the objectives of the review (i.e.,
effectiveness and preferences for/attitudes towards formats).

The sentence: "We will not be including outcomes related to health literacy, numeracy, nor
risk communication in patient-centred care." is a bit problematic. Based on my
understanding, health literacy is the examination of knowledge and/or understanding of
health information, which will be the case of most research studies you include in the
review. Maybe you wanted to state that you will not include studies that assessed health
literacy with specific tests of health literacy?

Author’s response: Thank you for this comment. We believe that health literacy outcomes are
quite distinct from knowledge/understanding outcomes. We recognize that the definition of
health literacy has evolved over time and can often mean different things to different people so
we have added additional information to the end of the outcomes section to clarify the focus of
our project and the outcomes we are including. We have added text to the manuscript to clarify
‘We are aligning our definition of ‘health literacy’ with a recent systematic review on its meaning,
which is complex in nature and composed of (1) knowledge of health, healthcare and health
systems; (2) processing and using information in various formats in relation to health and
healthcare; and (3) ability to maintain health through self-management and working in
partnerships with health providers.’ As impacts on one’s individual health or clinical care is not
the main focus of this review, we are focusing only on one aspect (2) -- impacts on one’s
understanding of knowledge which is constrained to a specific topic that an evidence summary is
covering. [1]

Would you consider including Open Science Framework registry as one of the databases in
which you would perform a literature search?

Author’s response: Thank you for this suggestion. We did not search Open Science Framework as
this registry is more often suited for observational studies and qualitative study protocols are still
rare in the published literature. The search functionality of OSF (using Lucene) is also quite
limited. For example using ‘evidence synthesis summary formats’ would result in over 23,000
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registrations to screen. We did not search any registries for this study and will add this as a
limitation in the discussion section of the final manuscript detailing the MMSR findings.

Minor points:

"If we have a sufficient number of included studies, subgroup analyses will be performed to
investigate differences based on participant groups (e.g., clinicians versus policy makers)
and outcomes (e.g., understanding, acceptability, etc.)" What would be considered a
sufficient number of studies?

Author’s response: Thank you for this question. To our knowledge there is no numeric threshold
for subgroup analyses for a MMSR. We edited the text to say ‘If we have a sufficient number of
included studies for meta-analysis (minimum of 3), we will report information according to
participant subgroups (e.q., clinicians versus policy makers), and outcomes (e.g., understanding,
acceptability, etc.).” as the analysis will be descriptive anyway.
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Karin Hannes
Research group SoMeTHin'K (Social, Methodological and Theoretical Innovation Kreative), CESO,
Faculty of Social Sciences, KU Leuven, Leuven, Belgium

This is a review underpinned by clear and interesting questions, that warrant a mixed method
strategy. There is room for improvement though on the level of motivating choices for concepts
and finetuning methods.

The biggest issue I have is on the relation between content and form in the choice for the
mediums to be compared. The authors tend to compare forms (?), but attitude towards form is not
fully independent to the way messages are framed, nor by whom they are disseminated. How do
the authors intend to deal with this in their comparison? (e.g. people might prefer a form such as
video but it might fail to bring the message across, as participants are distracted by the form).

I was not fully sure why things like surveys measuring attitudes and opinions of people were not
taken along in this review. (I am aware of the fact that guidance on the inclusion of such designs in
reviews is scarce though-consider it a free offer to work towards a more comprehensive review
type). Particularly, because in the RCTs authors tend to rely on self-reported measures, with
LIKERT scales. Here, a comparison could sit with time, rather than comparator. Does people's
attitude change when exposed to different formats over time?
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Sometimes the arguments are not fully clear. In the introduction, attention is paid to problems
complicating the conduct of systematic reviews. This is not the core focus of the project. The
project is linked to the translation phase of turning review findings into evidence summaries. This
is @ matter of content, form and channels rather than the SR pre-track issues. It would therefore
be more appropriate to highlight the diversity of actors involved in producing guidelines in
relation to how communication and dissemination channels have changed because of that. Iam a
big fan of the authors discussing things like podcasts and multimedia accounts as examples.
Naturally, this is linked to a society moving into multimodality and the limitations of numbers and
narratives in reaching out to or working with different publics.

The PICO would perhaps work better if clinicians is changed into professionals. It would make it
relevant to a broader target group. Also, the comparator could also be no summary at all, for
example, reading findings from reviews straight into the guideline procedure. Why are these
explicitly excluded from the review?

Do the authors only include qualitative studies where an intervention is evaluated by participants
in terms of meaningfulness or applicability? Or do they also include qualitative studies where
attitudes, viewpoints and options for form/channel/content are discussed from a more theoretical
point of view, or in pilot cases? It is not clear where the selection sits on the qualitative side, but
the data collection part suggests the first option.

Perhaps the authors may want to bring a rationale for why they want to limit the formats to
textual and audio-visual productions, as there are many more forms available through which
evidence is and can be communicated (such as installations, theatre, etc.) Perhaps these forms
haven't been studied extensively in the context of guidelines, but in a protocol phase we are not
sure what to find yet :-).

I would find it more practical if the authors would discuss their position towards critical appraisal
and how to structure this instead of putting it in the data collection part as an extraction category
(it is not clear what will actually be extracted for what purpose). Also, critical appraisal checklist for
primary studies have a different purpose than GRADE and CONQUAL that work on a review level
(which is clearly not the focus here when talking about the pool of studies included). I think the
authors need to spell the two out in more detail, as they are used in different phases of the review
process.

Would quality of a study not rather fit a sensitivity analysis rather than a subgroup analysis? What
purpose would it have as a subgroup in the review? It has disappeared in the mixed method part
as a subgroup analysis, so wouldn't mention it as a subgroup in other parts of the text.

What do the authors mean with the phrase "If textual pooling is not available, a narrative
summary will be presented." Is a narrative summary not already a textual pooling? Unclear.

While configuration might have different meanings, it is generally not commonly used as a
metaphor for a separate type of synthesis. Configuration would make the different parts
unrecognizable in the whole. I don't think meta-aggregation would achieve this level of
integration. Perhaps integration is better than configuration here.

Also, thematic synthesis is not the same as meta-aggregation, and line by line coding is certainly
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not a part of meta-aggregation. I believe the authors need to make an informed choice between
qualitative evidence synthesis approaches and then follow the guidance through.

Is the rationale for, and objectives of, the study clearly described?
Yes

Is the study design appropriate for the research question?
Yes

Are sufficient details of the methods provided to allow replication by others?
No

Are the datasets clearly presented in a useable and accessible format?
Not applicable

Competing Interests: No competing interests were disclosed.
Reviewer Expertise: Methods

I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard, however I have
significant reservations, as outlined above.

Melissa Sharp, Royal College of Surgeons in Ireland, Dublin, Ireland

This is a review underpinned by clear and interesting questions, that warrant a mixed
method strategy. There is room for improvement though on the level of motivating choices
for concepts and finetuning methods.

Author’s response: Thank you for your review and thoughtful suggestions for our manuscript.

The biggest issue I have is on the relation between content and form in the choice for the
mediums to be compared. The authors tend to compare forms (?), but attitude towards
form is not fully independent to the way messages are framed, nor by whom they are
disseminated. How do the authors intend to deal with this in their comparison? (e.g. people
might prefer a form such as video but it might fail to ring the message across, as
participants are distracted by the form).
Author’s response: Thank you for this comment. This is an interesting point, the studies we include
in our review may well demonstrate a disconnect between what formats participants prefer, and
what formats may actually produce improvement in outcomes such as knowledge. If included
studies present this data we will be able to explore this more detail in our analysis but we suspect
from the studies we have seen that this level of detail will not be available. Based on the
importance of this suggestion, we will include this as a point of consideration in the discussion in
the main manuscript in the protocol, we have made the following amendments to clarify our
position on this:

o We have added additional information to the ‘bias and quality assessments’ section in the
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methods regarding this point: ‘These checklists will provide useful contextual information
about the included studies such as information about performance bias. Checklists items
cover things like intervention assessors and their reflexivity which are important factors to
consider as participant attitudes towards summary formats may be influenced by external
factors such as who created the summary (e.g., their own vs. an external organisation).’

o We agree that the issue is complex and there are many confounders and interacting
factors that could influence one’s attitude towards a format. Relatedly, we have chosen to
restrict study designs for this review to randomized controlled trials and qualitative studies
as we believe these study designs are best able to control for factors such as who is
disseminating the message (RCTs) and are better able to fully explore multiple factors
influencing one’s perception (qualitative studies). For example, these attitudes can be more
fully explored with probes during semi-structured interviews. We have included the use of
assessment tools for bias to further investigate issues such as the potential influence of the
study assessors (e.g., those who designed or created the format) and their recipients (i.e,
the readers/participants). We have also kept our outcomes broad so as to not take a one-
dimensional view towards preference for one format over another.

o We can describe differences between preferences for formats and quantitative outcomes
such as knowledge in the analysis where the data is available in included studies. We have
clarified this in the analysis section of the methods as follows: “Where data is available, we
will compare and contrast reported findings on preference and whether or not preference
is aligned with improvement of outcomes of impact such as knowledge.”

I was not fully sure why things like surveys measuring attitudes and opinions of people
were not taken along in this review. (I am aware of the fact that guidance on the inclusion of
such designs in reviews is scarce though-consider it a free offer to work towards a more
comprehensive review type). Particularly, because in the RCTs authors tend to rely on self-
reported measures, with LIKERT scales. Here, a comparison could sit with time, rather than
comparator. Does people's attitude change when exposed to different formats over time?
Author’s response: Thank you for this comment. The aim of this mixed-methods systematic review
was to evaluate the effectiveness and acceptability of different evidence synthesis summary
formats for CGDG members. For effectiveness we chose to restrict to RCTs as the most
appropriate design to evaluate the effectiveness of the interventions in question. Therefore,
observational studies like surveys were not included for the effectiveness question as they would
not be appropriate to answer the question posed, as described in the methods section. We did not
explicitly exclude RCT designs that had interventions with ‘repeated exposures,” multiple
timepoints for outcome assessment or longitudinal follow ups so if identified such studies will be
included. However, these design seem unlikely in this context. While policy makers, clinicians, and
methodologists could potentially be involved in multiple guideline development groups, this
would likely be over quite an extended period of time and would likely have objectives related to
the decision-making process and attitude change over time. RCTs exploring this seem unlikely
and repeated surveys would not provide effectiveness data.

To explore opinions and attitudes, we included qualitative studies and mixed-methods studies
with primary qualitative data collection. We choose to focus on primary qualitative data as this
data in this context. In keeping with Cochrane guidance, we do not consider a questionnaire
survey to be a qualitative study (https://training.cochrane.org/handbook/current/chapter-21). We
prioritized inclusion of qualitative data from primary studies over free text from questionnaire
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surveys as we hypothesized primary data would be richer and thicker and thus more informative.
We have clarified this in the methods section as follows: “We prioritized the inclusion of
qualitative data from primary studies over free text from questionnaire surveys as we
hypothesized primary data would be richer and thicker and thus more

informative.”

Sometimes the arguments are not fully clear. In the introduction, attention is paid to
problems complicating the conduct of systematic reviews. This is not the core focus of the
project. The project is linked to the translation phase of turning review findings into
evidence summaries. This is a matter of content, form and channels rather than the SR pre-
track issues. It would therefore be more appropriate to highlight the diversity of actors
involved in producing guidelines in relation to how communication and dissemination
channels have changed because of that. I am a big fan of the authors discussing things like
podcasts and multimedia accounts as examples. Naturally, this is linked to a society moving
into multimodality and the limitations of numbers and narratives in reaching out to or
working with different publics.

Author’s response: Thank you for this feedback. We have edited the introduction to try to truncate
the paragraph on systematic reviews and to try to relate more to the core focus of the project.
The process of conducting a systematic review is related to the time and resources the team will
have to create the summary formats themselves so we have largely kept the information about
the ‘pre-track’ problems. Furthermore, we are focusing on multiple types of evidence syntheses
and the landscape has recently evolved in this regard. This also directly relates to the search
strategy used and inclusion criteria.

The PICO would perhaps work better if clinicians is changed into professionals. It would
make it relevant to a broader target group. Also, the comparator could also be no summary
at all, for example, reading findings from reviews straight into the guideline procedure. Why
are these explicitly excluded from the review?

Author’s response: Thank you for this question. We have changed clinicians to healthcare
professionals to be more inclusive. We have excluded no summary at all as a comparator
because we do not think it is appropriate to compare the reading experience of a summary
format versus none. We have added text to the ‘Quantitative systematic review’ section: Studies
where the comparison is no intervention (e.qg., the full-text of an evidence synthesis manuscript)
will be excluded. Producing a full text of an evidence synthesis without some form of summary is
not ‘usual care’. Internationally, organisations, journals and reporting guidelines would consider
a summary to be a mandatory component of any report/peer review manuscript produced (e.g.,
Cochrane, PRISMA guidance, etc.). Therefore no form of summary or abstract ‘is not an
appropriate comparator

Do the authors only include qualitative studies where an intervention is evaluated by
participants in terms of meaningfulness or applicability? Or do they also include qualitative
studies where attitudes, viewpoints and options for form/channel/content are discussed
from a more theoretical point of view, or in pilot cases? It is not clear where the selection
sits on the qualitative side, but the data collection part suggests the first option.

Author’s response: Thank you for this question. We have chosen the SPiDER approach for the
qualitative evidence synthesis as we are not restricting qualitative studies to those that evaluate
an intervention in terms of meaningfulness of applicability. Our evaluation outcomes include the
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‘Views, attitudes, opinions, experiences, perceptions, beliefs, feelings, understanding’ of
participants. The information in the data collection section regarding the qualitative data is just
to provide a summary overview of the study’s main findings (outcomes) to help with descriptive
analyses. We edited the text to emphasize that NVivo12 coding will be conducted ‘in parallel’
(rather than ‘however, included’ as previously worded).

Perhaps the authors may want to bring a rationale for why they want to limit the formats to
textual and audio-visual productions, as there are many more forms available through
which evidence is and can be communicated (such as installations, theatre, etc.) Perhaps
these forms haven't been studied extensively in the context of guidelines, but in a protocol
phase we are not sure what to find yet :-).

Author’s response: Thank you for this suggestion. We did not list any exclusion of formats
explicitly, nor did we limit the formats to textual or audio-visual productions. In the list provided,
we used e.g. ‘e.q., visual, audio, text based’ (for example) to list potential summary modes we may
find rather than ‘i.e.’ (that is) to explicitly list summary modes we are restricting our search to.
Our search strategy included specific formats that we thought we might find but we would not
exclude other types of communications that weren't explicitly listed. We have added text to the
‘guantitative systematic review’ section to clarify this ‘We will not exclude a summary format if it is
one that we did not explicitly list in our search strategy (Table 3).

I would find it more practical if the authors would discuss their position towards critical
appraisal and how to structure this instead of putting it in the data collection part as an
extraction category (it is not clear what will actually be extracted for what purpose). Also,
critical appraisal checklist for primary studies have a different purpose than GRADE and
CONQUAL that work on a review level (which is clearly not the focus here when talking
about the pool of studies included). I think the authors need to spell the two out in more
detail, as they are used in different phases of the review process.

Author’s response: Thank you for this suggestion. In reporting this protocol, we have followed the
JBI manual and as such the ‘bias and quality assessments’ subheading should be it's own unique
section and does not fall under the data collection section. The JBI critical appraisal tools are
mentioned in the data collection section as they are a part of the standard data-extraction form
that will be used by the reviewers. These should be two separate sections; apologies if there was a
formatting error. We have edited the text within the ‘data collection’ and ‘bias and quality
assessments’ sections to try to clarify what will be extracted for what purpose and to clarify the
GRADE/ConQual concern. The text changed in the data collection now reads: ‘The following data
information will be extracted using the pilot-tested standardized data-extraction form’ and ‘Data
from the domains listed within the JBI critical appraisal tools for qualitative and quantitative
studies.’

We agree that the critical appraisal checklist for primary studies have a different purpose than
GRADE and CONQUAL. We have reworded the information in the ‘bias and quality assessments’
section to clarify that the JBI checklists are for individual studies AND there is no checklist
recommended for the final assessment in the entirety of evidence (similar to the GRADE and
CONQUAL purposes) for a mixed methods systematic review.

Would quality of a study not rather fit a sensitivity analysis rather than a subgroup analysis?
What purpose would it have as a subgroup in the review? It has disappeared in the mixed
method part as a subgroup analysis, so wouldn't mention it as a subgroup in other parts of
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the text.

Author’s response: Thank you for this question. We recognize that the text in the quantitative
analysis section was unclear. We have edited the text, deleting the for example list and restricting
it only to the subgroups of interest (participant group or summary format type). We note
subgroup analyses for participant groups or intervention types as these involve comparisons
across the different groups. There are no planned sensitivity analyses for study quality as there
will likely be far too much heterogeneity in outcomes (and the studies in general) to be able to
compare the different methods.

What do the authors mean with the phrase "If textual pooling is not available, a narrative
summary will be presented." Is a narrative summary not already a textual pooling? Unclear.
Author’s response: Thank you for this question. Apologies for this issue. We have edited the text
accordingly. 'If we are unable to pool findings together (i.e., create and present categories), likely
due to an insufficient number of studies identified, a narrative summary will be presented.’

While configuration might have different meanings, it is generally not commonly used as a
metaphor for a separate type of synthesis. Configuration would make the different parts
unrecognizable in the whole. I don't think meta-aggregation would achieve this level of
integration. Perhaps integration is better than configuration here.

Author’s response: Thank you for this suggestion. We have reworded the mixed methods synthesis
section to make our approach more clear and have added a references to the specific sections of
the JBI manual that we are referencing regarding configuration and the thematic analysis
(chapter 8 and section 8.2 for methodology; not section 2 which is for SR of qualitative evidence
which details the meta-aggregation approach). We are following JBI's guidance for MMSRs, and
have chosen to use a convergent segregated approach. We have added additional text to clarify
that ‘There are several methods for integrating qualitative and quantitative evidence syntheses26,
[2] in a convergent segregated MMSR. We will use a thematic synthesis method for integration
which groups together similar codes, develops descriptive categories (or themes) to create an
overall summary of findings. 41- 42" Meta-aggregation is solely used for the qualitative analysis,
not for the mixed methods synthesis which includes the integration.

Also, thematic synthesis is not the same as meta-aggregation, and line by line coding is
certainly not a part of meta-aggregation. I believe the authors need to make an informed
choice between qualitative evidence synthesis approaches and then follow the guidance
through.

Author’s response: Thank you for this comment. Apologies for the confusion but we are not using
a meta-aggregation approach for the mixed methods synthesis - only for the qualitative analysis
which is done prior to the integration of the two separate streams of evidence. We have edited the
mixed methods synthesis section to further clarify our methodological approach which is in
accordance with chapter 8 of the JBI manual.

Competing Interests: No competing interests were disclosed.
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Comments on this article

Author Response 31 Mar 2022
Melissa Sharp, Royal College of Surgeons in Ireland, Dublin, Ireland

We thank the reviewers for their helpful and insightful comments. We have responded to each individual
item from each reviewer and have included quoted changes where applicable. In summary, we have
edited

1) the introduction section to more clearly relate to the main objectives of the mixed-methods systematic
review, and

2) added clarifying information to the methods section. Specifically we

a) clarified information regarding the inclusion criteria (PICO);

b) added additional information about the quantitative systematic review including what study designs
and summary formats were eligible and how we defined ‘health literacy’ as an exclusion outcome;

¢) clarified information about the data extraction form and data collection;

d) edited the bias and quality assessments section for clarity;

e) clarified the exploration of heterogeneity/subgroup analyses;

f) elaborated and simplified the mixed methods synthesis section; and

g) added a few additional references to support our edits.

Competing Interests: No competing interests were disclosed.
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