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ABSTRACT

Introduction Racialized population groups have worse
health outcomes across the world compared with non-
racialized populations. Evidence suggests that collecting
race-based data should be done to mitigate racism as

a barrier to health equity, and to amplify community
voices, promote transparency, accountability, and shared
governance of data. However, limited evidence exists on
the best ways to collect race-based data in healthcare
contexts. This systematic review aims to synthesize
opinions and texts on the best practices for collecting
race-based data in healthcare contexts.

Methods and Analyses We will use the Joanna Briggs
Institute (JBI) method for synthesizing text and opinions.
JBl is a global leader in evidence-based healthcare and
provides guidelines for systematic reviews. The search
strategy will locate both published and unpublished
papers in English in CINAHL, Medline, PsycINFO, Scopus
and Web of Science from 1 January 2013 to 1 January
2023, as well as unpublished studies and grey literature of
relevant government and research websites using Google
and ProQuest Dissertations and Theses. The Preferred
Reporting Items for Systematic Reviews and Meta-
Analyses statement methodology for systematic reviews
of text and opinion will be applied, including screening and
appraisal of the evidence by two independent reviewers
and data extraction using JBI’s Narrative, Opinion, Text,
Assessment, Review Instrument. This JBI systematic
review of opinion and text will address gaps in knowledge
about the best ways to collect race-based data in
healthcare. Improvements in race-based data collection,
may be related to structural policies that address racism in
healthcare. Community participation may also be used to
increase knowledge about collecting race-based data.
Ethics and dissemination The systematic review does
not involve human subjects. Findings will be disseminated
through a peer-reviewed publication in JBI evidence
synthesis, conferences and media.

PROSPERO registration number CRD42022368270.

INTRODUCTION

Health inequities for racialized groups have
been a growing concern during COVID-19."
The collection of ‘race’ data is controversial
due to historical harms and ethical chal-
lenges.” For example, projects such as the
Human Genome Diversity Project, which

STRENGTHS AND LIMITATIONS OF THIS STUDY

= This systematic review uses the Joanna Briggs
Institute (JBI) methodology for synthesis of text and
opinions related to clinical decision-making on how
to best collect race-based data. This methodology
is considered a legitimate source of evidence and
privileges clinicians tacit knowledge derived from
experience and dominant healthcare discourses on
a topic.

= We will address a gap in the current evidence base
by providing a comprehensive synthesis of the text
and opinion pieces written by experts on how to best
collect race-based data in healthcare.

= We will use the rigorous methodology in accordance
with the JBI for systematic review of text and opin-
ion and the results will be reported following the
Preferred Reporting Items for Systematic Reviews
and Meta-Analyses statement.

= The search algorithm was developed in consultation
with a subject expert librarian and customized for
multiple databases and the grey literature.

= Non-English articles will not be searched. This is a
limitation and may cause language bias. There is the
potential for variability in the quality of recommen-
dations, even when only credible text and opinion
pieces are included. However, we will draw on con-
sensus and aggregate the data to generate a set of
statements and criteria to produce a comprehensive

set of findings as basis for evidence-based practice.

attempted to map diverse populations, might
perpetuate racism and the misbelief that
‘race’ captures biological differences among
people.” Advances in genetic research in
the past decades show that ‘race’ is a social
construct instead of having a genetic basis.*
Consistent with the scientific understanding
of ‘race’ as a social construct, the field of
human genetics has shifted to using alterna-
tive terms, such as ‘ancestry’ or ‘ethnicity’.” ®
In this review, we use the social constructs of
‘race’ as a social category to describe health
disparities based on racism whereas ‘ethnicity’
describes cultural categories and grouping
of people based on language, culture and/
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or ancestry.7 8 We, therefore, refer to and define race-
based data as the inclusion of sociodemographic data for
healthcare as a process to mitigate racism and promote
health equity.

The historical harm of treating ‘race’ as having a biolog-
ical basis and the potential for using ‘race’ to discriminate
has led to hesitations or misperceptions for collecting
data about patients’ ‘race’ or ‘ethnicity’.” ' For instance,
healthcare providers perceive barriers to collecting
demographic data, such as privacy and legal concerns,
possible resistance from patients and staff, and difficulty
recording the data.''"™" These attitudinal and practical
barriers have led to the lack of clinic guidelines and less
data collection. There is a need to correct misperceptions
about the legality of data collection and bring clarity to
best practices for collecting race-based data alongside
other sociodemographic data.

Collecting race-based data is important to improve
healthcare for all communities, especially forunderserved,
marginalized, and racialized communities. Racism is a
social determinants of health and health inequalities."* '°
Health equity researchers agree that collecting disaggre-
gated data in healthcare is in the best interest of diverse
‘racial’ or ‘ethnic’ groups.'®!” Thoughtful data collection
conducted with an antiracism agenda can reduce health
inequities for racialized communities."™ Collecting
data from racialized individuals requires competencies,
such as attention to human rights, antiracism and cultur-
ally safe collection methods. For example, institutes for
health research, such as the Canadian Institutes of Health
Research, have addressed human rights issues for inclu-
sion of sex and gender training to improve health dispar-
ities and transforming health outcomes for everybody.****
Structural policies such as these could be advanced by
also including an Institute of Racism and Health.

In healthcare settings, there is important consideration
for how information is collected, used, or disclosed for the
purposes of identifying and eliminating systemic racism or
to enhance individual care planning. Despite the impor-
tance of collecting race-based date, it is infrequently done
or often poorly done when attempted. In a recent system-
atic review, Pan et al assessed reports of ethnicity and clin-
ical outcomes of patients with COVID-19. Of the studies
that included race or ethnicity data, Pan et al found an
increased risk of acquiring SARS-CoV-2 infection among
black, Asian and Minority Ethnic compared with white
individuals and worse clinical outcomes from COVID-19.
Their search included articles in English from studies
around the world; only 12 of 690 articles identified from
medical journals and 34 of the 209 preprints reported
the ethnicity of patients.*® Since COVID-19, healthcare
organisations are recognizing the need to improve the
collection of disaggregated data to inform better health-
care services and support for patients.”’” For example,
before COVID-19, no Canadian province or territory
systematically collected ‘race’ or ‘ethnicity’ data to iden-
tify and address the health disparities. Yet, the dispropor-
tionate risk and burden of COVID-19 among racialized

communities has spurred a call from Canadian health
and social care organizations to develop a nationwide
strategy on collecting race-based and sociodemographic
data.?™ Moreover, race-based data collection in the USA
and UK has shown that race-based data can be used to
identify racial disparities and invest in interventions to
address them, such as extended hours, new service loca-
tions, or extra staff.®! In countries that collect ‘race-based’
data, such as the USA, there are many problems with
missing or inaccurate data. According to the Centers for
Disease Control and Prevention, race and ethnicity data
were missing for almost 40% of people testing positive
for COVID or receiving a vaccine.”® Systematic reviews
that have examined the reporting of race and ethnicity
variables in medical research have found suboptimal
reporting, including underreporting of methods for
establishing racial/ethnic categories, which leads to diffi-
culties in interpreting and applying findings to support
better health outcomes.” Reporting on race data should
include an analysis of the intersecting dimensions so
that services can address the socially constructed cate-
gories which shape inequality and advance social justice.
An intersectional approach allows for analyzing how
complex social contexts impact the health and well-being
of marginalized groups and pathways to care.™

In the Canadian context, a new legal framework
called the Anti-Racism Data Act (Bill 24-2022) became
law in 2022.% This framework provides a starting point
for considering how information is collected, used, or
disclosed for the purposes of identifying and eliminating
systemic racism and advancing racial equity. The Anti-
Racism Data Act has also spurred a call for action for all
jurisdictions across Canada to start collecting ‘race-based’
data to address the disproportionate impacts of COVID-19
on racialized groups. The province of British Columbia
(BC), for example, has recently adopted The BC Office
of the Human Rights Commissioner (BCOHRC; 2020)
Disaggregated demographic data collection: The Grand-
mother Perspective.'” Rooted in Indigenous values of
data governance and social justice, this policy recom-
mends that the methods for ‘race-based’ data collection
must meaningfully include people directly impacted by
this policy. Similar to the BCOHRC, Ontario Health,
the governing body of Ontario’s healthcare system,
recommends that public health systems standardize the
collection of sociodemographic data to identify and
address systemic causes of health inequities.”’ Similarly,
the National Institute on Minority Health and Health
Disparities is 1 of 27 institutes and centres of the National
Institutes of Health (NIH) that collaborates with commu-
nities and showcases the social determinants of minority
health and health disparities within the US Department
of Health and Human Services.”® Ultimately, initiatives
to strengthen race-based data collection must include
community-based participation and engagement in the
collection and governance of race-based data.

Although some policies have provided some guidance
and recommendations towards collecting race-based
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data, little evidence exists on uptake of these practices
and how it contributes towards improving equity. Policies
and recommendations, therefore, do not always translate
to high uptake or good data collection.””

There is a need for understanding if there is interna-
tional consensus on the best approaches in collecting
race-based data. Data collection is defined as the process
of systematically gathering and measuring information
on variables of interest to answer research questions,
test hypotheses, and evaluate outcomes.” Few rigorous
primary research studies examine how best to collect race
and ethnicity data in healthcare settings making quanti-
tative systematic review inappropriate. Despite the trends
to start collecting race-based data systematically within
Canada and internationally, limited evidence exists on
how this is being taken up. A systematic review of the best
available text and opinion-based evidence from experts is
well suited for supporting race-based data collection for
healthcare, eliminating systemic racism, and advancing
racial equity.”*°

Expert opinion derived by practitioners who typically
are trained in the scientific method is often the best
evidence in the absence of empirical studies. Joanna
Briggs Institute (JBI) reviews about text/opinion do not
draw on published research as the principal design of
interest, rather they draw from areas of clinical care and
tacit knowledge and discourses.”*” We will use the JBI
methodology for synthesizing narrative texts about policy,
practice and opinions on collecting race-based data to
provide a better understanding about the discourse on
race-based data and provide guidance to researchers,
practitioners and policy-makers. The JBI methodology
for systematic review of text and opinion narratives eval-
uates diverse forms of knowledge including clinical tacit
knowledge, cultural values, health policy and ethics.™
This includes grey literature sources such as, consensus
reports, current discourse, comments, assumptions or
assertions that appear in various journal commentaries,
monographs, relevant websites and reports.*’

The objective of the systematic review will be to provide
recommendations, guidance, and insights on how to best
collect race-based data in healthcare. The overarching
research question is, ‘What are the best ways to collect
race-based data within a healthcare context to improve
services and equitable care?’

METHODS AND ANALYSIS

This protocol was developed following the Preferred
Reporting Items for Systematic Reviews and Meta-
Analyses Protocols (PRISMA) guidelines (see online
supplemental file 2)."" The systematic review was regis-
tered with PROSPERO. Reporting of the systematic
review will be informed by PRISMA guidance.®® Amend-
ments to the protocol will be documented and published
with the results of the systematic review. The protocol will
be conducted in accordance with the JBI methodology
for systematic reviews of text and opinion. We will use the

population, phenomena of interest, context, outcome,
and time frame (PICOT) framework to guide the search
strategy. This search will include grey literature sources.
A preliminary search of PROSPERO, MEDLINE,
the Cochrane Database of Systematic Reviews and the
JBI Evidence Synthesis was conducted. No current or
underway systematic reviews on the topic were identified.

Population

In this context, the population (P) does not imply aspects
pertinent to quantitative reviews such as sampling method
or sample size or homogeneity.* The review will include
text and opinions published by clinicians, healthcare
organizations, administrators and policy-makers about
their opinions on how to collect race/ethnicity data in
a healthcare setting. We use health ‘care organizations’
to refer to healthcare organizations including hospitals,
community health centres, administrative healthcare
systems, medical home networks, public health agencies,
etc. We will include published papers in English from
American, British, Australian, and Canadian settings.

Intervention

Intervention (I) for our review includes broad areas of
practice management to specific interventions related to
race-based data collection such as administrative proto-
cols within healthcare organizations. It is also noted that
JBI text/opinion reviews may reflect on policies related to
other aspects of healthcare, such as issues around equity
and racism. In the intervention category, we are including
opinions about health systems/services and delivery struc-
tures that promote healthcare equity.

Inclusion and exclusion criteria

Inclusion criteria of narrative texts for peer-reviewed and
grey literature are: (1) standards for collecting race/
ethnicity data; (2) consensus guidelines; (3) expert
consensus; (4) narrative case reports; (5) published
discussion papers; (6) conference proceedings and (7)
government policy reports accessed from webpages of
professional organizations.

Exclusion criteria: Technical reports, statistical reports,
and epidemiological reports will be excluded. Opinion
and media articles presenting opinions written by authors
with no experience collecting or using race data, such as
journalists, will be excluded.

Comparison/context

For JBI text/opinion systematic reviews, the use of a
comparator is not required. However, the context in
which the narrative text occurs will be included as it is
relevant for our research question. In this review, we will
include narrative texts that provide recommendations for
how to collect race and ethnicity data to advance health
equity in both public and private healthcare settings.

Outcome
A specific outcome is not required for JBI opinion/text
reviews. But we will include a synthesis of best practices
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for collecting race-based data in healthcare contexts,
such as clinical or administrative across specific settings,
for example, hospital, or community. We adopt the
recommended format by MacArthur et al for primary
and secondary outcomes.” The primary outcome is
a synthesis of opinion about how race data are best
collected to improve services and equitable care. The
secondary outcome of interest in this review is a synthesis
of reported (A) changes to the health system, (B) changes
in cultural practice and (C) impact on health.

Time

Time describes the duration of our data collection.
Because COVID-19 exposed growing health disparities
for racialized population groups and the increased opin-
ions about race-based data collection in this context, we
will include narrative texts pre-COVID-19 and during
COVID-19 (2013-2023) a 10-year time frame. Grey liter-
ature is also important to text/opinion reviews and will
include relevant government research websites and
contacting relevant organizations.

Search strategy

The search strategy aims to locate both published and
unpublished papers. A three-step search strategy will be
used in this review.

First, an initial limited search CINAHL (EBSCO) will
be undertaken to identify articles on the topic. The text
words contained in the titles and abstracts of relevant
articles, and the index terms used to describe the articles
will be used to develop a full search strategy for CINAHL,
Medline, and PsycINFO, Scopus and Web of Science.
Below is the search term used for CINAHL with restric-
tions set to English language, 1 January 2013 to 1 January
2023. See online supplemental appendix A for CINAHL
search results and Scopus search.

CINAHL Search: collect* N5 (((ethnic* OR race OR
racial* OR “race-based” OR “ethnic*-based” OR “ethnic*
groups”) AND “race-based data collection” OR “Social
Determinants of Health” OR (MH “Data Collection
Methods”) OR (MH “Data Collection”)) OR “demo-
graphic data” OR “Personal Health Data” OR data AND
healthcare OR “health care” OR hospital* OR “health
service®*” OR MH “Health Facilities+” OR health*

The search strategy, including all identified keywords
and index terms, will be adapted for each included data-
base and/or information source. The reference list of
studies included in the systematic review will be screened
for additional studies. Studies published in English will
be included. We will include studies published between
January 2013 and January 2023.

Second, we will search for sources of unpublished
studies and grey literature using Google and ProQuest
Dissertations and Theses. For the Google search, we
will use different keywords (eg, race-based and data
and health and collecting; Personal Health Data and
collecting; Social Determinants of Health; collecting and
‘demographic data’ and health) and screen the first 50 or

until the relevance drops.” ** As the ProQuest Disserta-
tions and Theses database is set up like the peer-reviewed
databases, we will use a similar initial search term as
described in the keyword search above.

Third, we will also conduct targeted search of relevant
national and international government and research
websites, and for specific guidelines/consensus state-
ments, on relevant society webpages.

Government and research websites:

» WHO.

» British Columbia’s Office of the Human Rights
Commissioner.

» Wellesley Institute, Robert Wood Johnson Foundation.

» The Commonwealth Fund.

» National Institutes of Health.

» UK Government’s standards for ethnicity data.

» The Health Equity Collaborative Network.

» National Collaborating Centre for Determinants of

Health.
Black Dog Institute.
Relevant society webpages:
» Canadian Institute on Health Information’s section
on race-based and Indigenous data identity.
» American Medical Association.
» American Psychological Association.
» Canadian Medical Association and Public Health
Guidelines.

v

Study selection criteria

Following the search, all identified citations will be
collated and uploaded into Covidence, a screening and
data extraction tool, for screening and removal of dupli-
cates. Titles and abstracts will then be screened by two
or more independent reviewers for assessment against
the inclusion criteria for the review. Potentially rele-
vant papers will be retrieved in full, and their citation
details imported into the JBI System for the Unified
Management, Assessment and Review of Information
(JBI-SUMARI).* The full text of selected citations will
be assessed in detail against the inclusion criteria by
two or more independent reviewers. Reasons for exclu-
sion of papers at full text that do not meet the inclusion
criteria will be recorded and reported in the systematic
review. Screening of titles, abstracts and full texts will be
completed by two independent reviewers. Any disagree-
ments that arise between the reviewers at each stage of
the selection process will be resolved through discussion,
or with an additional reviewer/s. The results of the search
and the study inclusion process will be reported in full in
the final systematic review and presented in a PRISMA
flow diagram.*'

The nature of textual or opinion-based reviews is that
they do not rely on evidence in the form of primary
research and, therefore, elements of the protocol will
aim to address a gap in primary reviews and highlight
national and international policy and practice initiatives
in relation to discourses on race-based data. Some text/
opinion reviews that have included both primary studies
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(quantitative, qualitative and text opinion) have resulted
in approximately n=200 data sources;** we anticipate that
our text opinion systematic review will be large enough
to capture international recommendations based on our
inclusion criteria and specific enough to address the aims
of the synthesized review.

Assessment of methodological quality

Eligible papers will be critically appraised by two inde-
pendent reviewers for methodological quality using the
standard JBI Critical Appraisal Checklist for Text and
Opinion (JBI-Narrative, Opinion, Text, Assessment,
Review Instrument (NOTARI)) developed by the ]BI.46 47
The two reviewers will meet and discuss the criteria to
ensure a common understanding and then apply the JBI-
NOTARI to each piece of textual data until we reach a
mutual decision about the quality of the text.*® See online
supplemental appendix B for data extraction instrument
for checklist used.

To determine whether an author of a paper has ‘expe-
rience in data collection’ or ‘have a standing in the
field” will be established by examining the credentials
of the author. For instance, through their educational
attainment (eg, degree in a relevant field), vocation (eg,
mental health clinician, health informatics specialist) or
lived experience (eg, advocate in a mental health organ-
isation). Expert opinions are often mediated through
practitioners trained in scientific methods. However, in
our systematic review, we also consider the authenticity
of the opinion and alternative opinions. Specifically, we
will also consider equity, diversity, and inclusion (EDI)
contexts or training and application of other EDI frame-
works, for example, intersectionality.

To establish credibility of the papers under consider-
ation for inclusion, we will also use three levels of cred-
ibility to help determine whether or not conclusions
represent the evidence, this includes (1) Unequivocal
(U): Relates to evidence beyond reasonable doubt which
may include conclusions that are matter of fact, directly
reported/observed and not open to challenge; (2)
Credible (C) relates to those conclusions that are inter-
pretative, or plausible in light of the data or theoretical
framework and (3) Unsupported (U) when findings are
not supported by the data.*®

Authors of papers will be contacted to request missing
or additional data for clarification, where required. Any
disagreements that arise will be resolved through discus-
sion, or with a third reviewer. The results of critical
appraisal will be reported in narrative form and in a table.
All papers, regardless of the results of their methodolog-
ical quality, will undergo data extraction and synthesis.
The results of the critical appraisal of papers will be
reported in a table and in narrative form.

Data extraction

Data will be extracted from studies included in the review
by two independent reviewers using the standardized
data extraction tool available in JBI-SUMARI. The data

extracted will include specific details about the popula-
tion, phenomena of interest and context relevant to the
review objective. Conclusions will be extracted verbatim
and assigned a level of credibility. To minimize errors,
reviewers will read and reread each paper closely to iden-
tify the conclusions to be generated into JBI-NOTARI
critical appraisal checklist.*® Any disagreements that arise
between the reviewers will be resolved through discus-
sion, or with a third reviewer.

Data synthesis

Textual papers will, where possible, be pooled using JBI-
SUMARI with the meta-aggregation approach.* This will
involve the aggregation or synthesis of conclusions to
generate a set of statements that represent that aggrega-
tion, through categorising assembled conclusions based
on similarity in meaning. These categories will then be
subjected to a synthesis in order to produce a single
comprehensive set of synthesised findings that can be
used as a basis for evidence-based practice. Where textual
pooling is not possible, the findings will be presented in
narrative form. Only unequivocal and credible findings
based on the JBI-NOTARI critical appraisal checklist will
be included in the synthesis.

Assessing confidence in the findings

The final synthesized findings will be graded according to
the ConQual approach for establishing confidence in the
output of textual synthesis and presented in a Summary
of Findings table.*” The Summary of Findings table
includes the major elements of the review and details how
the ConQual score is developed. Included in the table is
the title, population, phenomena of interest and context
for the specific review. Each synthesized finding from the
review is then presented along with the type of research
informing it, a score for dependability, credibility and the
overall ConQual score.

ETHICS AND DISSEMINATION

The systematic review does not involve human subjects.
Findings will be disseminated through a peerreviewed
publication in JBI evidence synthesis, conferences and
media.

Patient and public involvement

Patients and members of the public are involved at all
stages of the research. One coauthor is a patient partner
with expertise in community-based research approaches.
They contributed to the design of the study and will be
involved with the analyses and dissemination of the study
findings. Several coauthors are public partners working
in a large health organisation network. The partners
working in the healthcare system contributed to the
design of the review and will be involved in the analyses
and development of clinical and practice guidelines
based on the findings. As the study is a systematic review,
there are no research participants.
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DISCUSSION

Evidence and healthcare approaches play a major role
in clinical decision-making. The synthesis of expert
opinion reviews is not well recognized in mainstream
evidence-based pmctice.37 In the absence of best available
evidence about race-based data collection, using opin-
ions in the form of texts or narratives can provide valu-
able recommendations for clinical practice. We concur
with researchers who argue that we need to broaden
the evidence to promote healthcare equity for all and
particularly for racialized patients.% Our review will add
an important contribution to assisting policy makers,
researchers, and clinicians to collect race-based data in
practice. We note that there are historically many nega-
tive consequences related to race-based data collection.*
However, in the context of increasing health disparities
among racialized population groups pre-COVID-19 and
during COVID-19 there is an increased call for collecting
disaggregated data that shapes health outcomes including
health system responses to deliver equitable and quality
care.,""® The nature of textual or opinion-based reviews
is that they provide a credible source of evidence in the
absence of primary data. Race-based data have not been
systematically collected across healthcare contexts and
little is known about how this data ought to be collected.
Our systematic review of text and opinions on how
to best collect race-based data in healthcare contexts
will produce a synthesis of conclusions aimed to guide
healthcare practices. Given the growing health dispar-
ities between and within racialized population groups,
we anticipate that the synthesized conclusions may have
applicability across healthcare contexts and settings.
Researchers have argued that health equity cannot be
achieved without equitable evidence.'” ** Our synthesis
will also add value to providing equitable evidence for
best practice approaches to collecting race-based data in
healthcare contexts.
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Appendix A: Search strategy
Search strategy for CINHAL (vis EBSCO) database:
Search terms used:
collect* N5 (((ethnic* OR race OR racial* OR "race-based" OR "ethnic*-based" OR "ethnic* groups") AND "race-based data collection" OR “Social
Determinants of Health” OR (MH "Data Collection Methods") OR (MH "Data Collection")) OR “demographic data” OR “Personal Health Data” OR
data AND healthcare OR "health care" OR hospital* OR "health service*" OR MH "Health Facilities+" OR health*
Restrictions: English language, Jan 1, 2013 to Jan 1, 2023

Number of records retrieved by the search = 369

Search conducted on Feb 16, 2023

Search strategy for Scopus database:
Search terms used:

(collect* W/5 (ethnic* OR race OR racial* OR '"race-based" OR "ethnic*-based" OR "ethnic* groups") AND "race-based data collection" OR
“Social Determinants of Health” OR (MH "Data Collection Methods") OR (MH "Data Collection")) OR “demographic data” OR “Personal Health
Data” OR data AND ( healthcare OR "health care" OR hospital* OR "health service*" OR "Health Facilities+" OR health*)

Restrictions: English language, Jan 1, 2013 to Jan 1, 2023

Number of records retrieved by the search = 697

Search conducted on Feb 20, 2023
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Appendix B: Data extraction instrument (NOTARI)

Critical appraisal tool for appraising methodological quality.

Date

Reviewer

Author Year Record Number

Country of publication

Is the source of the opinion clearly identified?
Does the source of opinion have standing in the field of expertise?

Are the interests of the relevant population the central focus of the opinion?

Is the stated position the result of an analytical process, and is there logic in the opinion expressed?
Is there reference to the extant literature?

Is any incongruence with the literature/sources logically defended?

Credibility Level

Yes No Unclear Not applicable
m m m o
O O O o
m O m o
O O O
O O O
O m O o

o Unequivocal (U): Evidence is beyond reasonable doubt e.g., conclusions that facts, directly reported/observed and not open to challenge;

o Credible (C) relates to those conclusions that are interpretative, or plausible in light of the data or theoretical framework

o Unsupported (U) when findings are not supported by the data

Overall appraisal: Include o Exclude m] Seek further info o

Comments (Including reason for exclusion)
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PRISMA-P (Preferred Reporting Items for Systematic review and Meta-Analysis Protocols) 2015 checklist: recommended items to
address in a systematic review protocol*

Section and topic

Item No

Checklist item

ADMINISTRATIVE INFORMATION

Title:
Identification la Identify the report as a protocol of a systematic review p. 1
Update 1b If the protocol is for an update of a previous systematic review, identify as such — n/a
Registration 2 If registered, provide the name of the registry (such as PROSPERO) and registration number p.1
Authors:
Contact 3a Provide name, institutional affiliation, e-mail address of all protocol authors; provide physical mailing address of
corresponding author - Completed
Contributions 3b Describe contributions of protocol authors and identify the guarantor of the review p.8
Amendments 4 If the protocol represents an amendment of a previously completed or published protocol, identify as such and list changes;
otherwise, state plan for documenting important protocol amendments
Support:
Sources Sa Indicate sources of financial or other support for the review p.8
Sponsor 5b Provide name for the review funder and/or sponsor p.8
Role of sponsor or funder Sc Describe roles of funder(s), sponsor(s), and/or institution(s), if any, in developing the protocol p.8
INTRODUCTION
Rationale 6 Describe the rationale for the review in the context of what is already known pp.2-4
Objectives 7 Provide an explicit statement of the question(s) the review will address with reference to participants, interventions,
comparators, and outcomes (PICO) pp.4
METHODS
Eligibility criteria 8 Specify the study characteristics (such as PICO, study design, setting, time frame) and report characteristics (such as years
considered, language, publication status) to be used as criteria for eligibility for the review pp.4-5
Information sources 9 Describe all intended information sources (such as electronic databases, contact with study authors, trial registers or other
grey literature sources) with planned dates of coverage pp.5-6
Search strategy 10 Present draft of search strategy to be used for at least one electronic database, including planned limits, such that it could be
repeated p.5
Study records:
Data management IBE Describe the mechanism(s) that will be used to manage records and data throughout the review p.6
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Selection process 11b State the process that will be used for selecting studies (such as two independent reviewers) through each phase of the
review (that is, screening, eligibility and inclusion in meta-analysis) p.6
Data collection process 11c Describe planned method of extracting data from reports (such as piloting forms, done independently, in duplicate), any
processes for obtaining and confirming data from investigators- p.7
Data items 12 List and define all variables for which data will be sought (such as PICO items, funding sources), any pre-planned data
assumptions and simplifications p.7
Outcomes and prioritization 13 List and define all outcomes for which data will be sought, including prioritization of main and additional outcomes, with
rationale p.5
Risk of bias in individual studies 14 Describe anticipated methods for assessing risk of bias of individual studies, including whether this will be done at the
outcome or study level, or both; state how this information will be used in data synthesis p.7
Data synthesis 15a Describe criteria under which study data will be quantitatively synthesised — N/A
15b If data are appropriate for quantitative synthesis, describe planned summary measures, methods of handling data and
methods of combining data from studies, including any planned exploration of consistency (such as I?, Kendall’s 1) — N/A
15¢ Describe any proposed additional analyses (such as sensitivity or subgroup analyses, meta-regression) — N/A
15d If quantitative synthesis is not appropriate, describe the type of summary planned p.5,7
Meta-bias(es) 16 Specify any planned assessment of meta-bias(es) (such as publication bias across studies, selective reporting within studies)
-N/A
Confidence in cumulative 17 Describe how the strength of the body of evidence will be assessed (such as GRADE) — N/A

evidence

* It is strongly recommended that this checklist be read in conjunction with the PRISMA-P Explanation and Elaboration (cite when available) for important
clarification on the items. Amendments to a review protocol should be tracked and dated. The copyright for PRISMA-P (including checklist) is held by the
PRISMA-P Group and is distributed under a Creative Commons Attribution Licence 4.0.

From: Shamseer L, Moher D, Clarke M, Ghersi D, Liberati A, Petticrew M, Shekelle P, Stewart L, PRISMA-P Group. Preferred reporting items for systematic review and
meta-analysis protocols (PRISMA-P) 2015: elaboration and explanation. BMJ. 2015 Jan 2;349(jan02 1):g7647.
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