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Despite a growing consensus on the importance of integrating sex and gender in health research, research across
disciplines continues to be conducted and reported without a gender focus. Research ethics committees (RECs)
can play a particularly powerful role in identifying the gender gaps at an early stage of the development of
research protocols. Their role is missing in the dialogue related to improving gender awareness and analysis in
health research. A scoping review was conducted to examine the extent to which RECs discuss and consider the
inclusion and analysis of sex and gender in health research and to examine the literature regarding the gender
balance of RECs. The limited literature around gender and research ethics reveals the power and potential of
RECs to ensure that gender dimensions are thoughtfully included in health research, and sheds light on the gaps
that exist. These include an under-representation of women on RECs, a lack of awareness of the importance of
gender-related aspects in health research and a paucity of gender-related training to RECs. Guidelines such as
the Sex and Gender Equity in Research guidelines are required for RECs to strengthen the ways in which health
research is gendered from conception of a research protocol to its publication.
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Introduction
Despite an indisputable recognition of the importance of sex and
gender dimensions in health research,1 women continue to be
under-represented in clinical and preclinical research, and sex
and gender aspects continue to be understudied as a matter
of routine.2,3 By deciding what research is funded, ethically
approved and published, gatekeepers in the research system,
including research funding agencies, research ethics commit-
tees (RECs)—note that we use the terms RECs and institutional
review boards (IRBs) interchangeably to mean any committee
established by an organisation or institution to review the ethical
aspects of research with human beings—and academic journals
play a pivotal role in defining quality, rigour and, ultimately,
what constitutes knowledge. In recent years, accountability for
academic journals has been raised by the creation of the Sex and
Gender Equity in Research (SAGER) guidelines.4 Several funding
agencies have endorsed these guidelines; others have included
gender-responsive language in their grant-making mecha-
nisms.5–7 However, RECs’ role in improving the gender knowledge
gap remains absent,8 even though they can play a particularly

powerful role in addressing the gender gaps and biases in
research protocols at an early stage. We undertook a scoping re-
view to examine the documented practices of RECs with respect
to integration of sex and gender dimensions in health research.
We aimed to understand the extent to which RECs deliberate on
gender dimensions in research protocols, for example, consid-
ering the gendered aspects of inclusion, risk and vulnerability of
research participants. Corollary to that question,wealso gathered
data from the literature regarding the gender balance of RECs.

Methods
We developed several specific search strings in PUBMED, namely,
((Ethics committees research[MeSH Major Topic]) AND (review))
AND (gender); ((Ethics committees research[MeSH Major Topic])
AND (review)) AND (sex); (gender[MeSH Major Topic]) AND
(ethics review[MeSH Major Topic]); Gender AND "ethics review";
(Ethics Committees, Research[MeSH Major Topic]) AND (sex-
ism[MeSH Major Topic]); ("ethics committees, research"[MeSH
Major Topic]) AND ((gender[Title/Abstract] OR sex[Title/Abstract]
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OR pregnan*[Title/Abstract] OR Gay[Title/Abstract] OR
Lesbian[Title/Abstract] OR Transgender[Title/Abstract] OR
women[Title/Abstract] OR men[Title/Abstract])). However, these
search strings identified only 13 relevant articles. We then used
a broader search string (“(Ethics committees research [MeSH
Major Topic]) AND review”) in PUBMED and supplemented it with
the search string (“Research ethics committee” and “gender”)
in Google Scholar. We limited our search to articles published
in English after the year 2000, because advocacy for gender-
sensitive research has been particularly visible only in the past
two decades.4,5,7 We included articles whose titles or abstracts
mentioned terms such as gender, evaluation, recommendations,
description, roles, activities, challenges, perspectives, process or
methodological concerns, in relation to ethics review or ethics
review committee(s). Articles that reviewed ethics guidelines in
particular settings, such as disasters or internet-based research
or gender-based violence (GBV), were also included. Excluded
from our review were articles that compared reviews across sev-
eral ethics committees, administrative or procedural issues, as
well as articles related to streamlining ethics review, ethical con-
cerns related to research methodology and research governance
more broadly. Although articles describing the historical aspects
of ethics committees could shed light on why gender issues are
not routinely considered by ethics committees, we first wished
to establish that assumption, before dwelling on the ‘why’, and
therefore excluded them as well. We also excluded conference
abstracts and book reviews. Data from included articles were ex-
tracted into a data extraction sheet (see Supplementary Material
1) and a descriptive analysis was applied.

Findings
The search strategy identified 1483 possible articles. See Figure 1
for a schematic flowchart of the scoping review output. An ini-
tial screening of the titles shortlisted 201 articles, fromwhich 133
were excluded after abstract review. Of the remaining 68 articles,
10 duplicate titles were removed. Fifteen additional articles were
excluded after reading the full text, for not meeting the inclusion
criteria. In addition to the 43 articles that met the inclusion crite-
ria, 13 additional articles were identified through the references
of the included articles, resulting in a total of 56 articles included
for review. Of these, 16 articles were commentaries, philosophi-
cal analyses or reviews of published literature, ethics guidelines
or policies and provided a theoretical consideration of what the
ethics committees ought to focus on. The remaining 40 articles
were original research and included primary data: seven used
a case study approach to identify ethical concerns or describe
decision-making processes relating to review of research, or to
demonstrate the role that a feminist approach can play in guiding
decision-making by RECs; surveys, interviews or focus group dis-
cussions with researchers, REC members or Chairs of RECs were
used in 14 studies to collect data on the composition of RECs or
the content of their review; observations of REC meetings and/or
analyses of their outputs to describe the content of their review
or the decision-making processes of RECs using ethnographic ap-
proaches were used in 22 studies. Some articles used more than
one approach. Of the 56 articles reviewed, the majority (47) were
published after 2010 and only 16 articles were authored by re-
searchers from low- and middle-income countries.

Consideration of gender (or lack thereof)
by RECs
Of the 56 papers included in this review, below we discuss the
27 publications (including two reviews of published literature9,10)
that described the issues raised by RECs during review of proto-
cols. Surveys or interviewswith researchers or RECmembers were
used in eight studies11–18 and recommendations provided by RECs
and/or minutes or observations of REC meetings (hereafter, col-
lectively called REC outputs) were analysed in 17 studies.
One review of published literature, one survey and three anal-

yses of REC outputs specifically reported on or mentioned sex
and gender (non)consideration by RECs.9,16,19–21 Ballantyne and
Rogers16 reported that Chairs of Australian RECs, when surveyed,
opined that research should not be impeded on the grounds
of sex inequities among research participants and they did not
play an active role in monitoring inclusion of men and women in
research. Moerman et al.,19 after observing the practices of 10
ethics committees in five European countries, noted that they
‘paid only limited attention to gender equality in their method of
working’. A (re)analysis, using a sex and gender lens, of protocols
already approved by one REC, found that only 2% of researchers
had indicated they would study sex or gender impact on their
primary outcome, although the protocols included conditions or
diseases likely to have sex- or gender-based differences in some
aspect that was being studied.20 Alirol et al.21 analysed the issues
raised by one REC during an infectious disease outbreak, and dis-
cussed the justice issues involved when pregnant women are ex-
cluded from relevant research. Refolo et al.,9 through a review of
literature, suggested that a lack of attention to gender issues dur-
ing an ethics review of research that uses e-recruitment could re-
sult in non-representative sampling and differential participation
of women and men.
None of the remaining seven surveys or the 15 studies that

analysed REC outputs, whether through primary or secondary
data analysis, reported on gender considerations. In relation to
the surveys, where open-ended questions were included in the
study design, respondents identified selection of participants15 or
(non)representativeness14 as an ethical concern, as well as pri-
vacy, risk/benefits and standards of care, among others,11,12 but
did not explicitlymention the gender dimensions of these. Tansey
et al.,17 exploring differences in REC reviews of disaster-related
research from non-disaster research, discussed the intersection-
ality of vulnerability, yet did not discuss gender. A survey of lo-
cal RECs that reviewed multicentric research13 focused on cul-
tural, linguistic, socioeconomic and geographic variables but did
not discuss local gender norms and issues. One survey-discussed
later-explored REC concerns when reviewing research on GBV.18
A primary focus of RECs on principles of autonomy, benefi-

cence or ethics as harm and benefits was reported in seven stud-
ies that analysed RECs outputs,22–28 but none considered equi-
table recruitment, equitable distribution of risks and benefits, fair
participation and/or justice issues under which gender would fall.
Another five studies reported on the concerns of RECs around is-
sues of fair participation or related criteria such as inclusion cri-
teria, recruitment criteria, representativeness, legitimacy and ap-
propriate risk benefit analysis,10,29–32 with nonementioning sex or
gender. A case study of a REC for ‘tribal nations’ described its role
vis-a-vis culture and norms in reviewing multicentric research,
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Figure 1. Schematic flowchart of the scoping review methods and outcomes. FGD, focus group discussion; HIC, high-income country; LMIC, low- and
middle-income country.

but did not include sex and gender considerations.33 A study
analysing themeetingminutes of two South African RECs showed
that ‘fair participation’ ranked last in order of importance.34 Gen-
der was similarly left out of an analysis of the concerns raised by
one REC when reviewing research involving a vulnerable, minority
population,35 although vulnerability is a highly gendered notion.36
Sikweyiya and Jewkes,18 in a survey conducted in the context

of GBV, found that RECs often hesitated to approve such research,
even though it might have benefitted women experiencing GBV,
in the mistaken belief that the interests of a vulnerable popu-

lation were being protected. Pregnant women have also often
been excluded from health research on the basis of perceived
vulnerability, and fear of potential risks to the unborn fetus.37–39
RECs are not the only culprits in excluding pregnant ‘vulnerable’
women: regulatory and legal aspects also prevent their inclusion
in research, even when RECs recommend their inclusion.21 Nev-
ertheless, van der Zande et al.40 have recommended that RECs
should require researchers to provide justifications for excluding
pregnant women from research. Payne has suggested the inclu-
sion of maternal-foetal medicine experts in a REC membership,
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and improving their understanding of research regulations as a
means of providing additional protection to pregnant women to
safeguard their research interests.41

Strengthening RECs to recognise sex- and
gender-related ethical concerns
Several papers included in this review highlight the potential role
of RECs in promoting integration of sex and gender considera-
tions in health research, through requiring researchers to be cog-
nizant of these issues and addressing them before submitting
their research protocols for review.20,42,43 These authors have
suggested training RECs to recognise sex- and gender-related
ethical concerns, the use of checklists and development of de-
cision trees. Other tools for RECs to assess gender issues in a sys-
tematic manner mentioned in the literature included questions
on sex and gender in the ethics application form16 and guide-
lines and training on assessing gender aspects in research pro-
tocols, in addition to including more women on RECs.19,20,44 De
Vreis et al.45 have pointed out, in the context of a review of so-
ciobehavioural and economic sciences, that to understand how
to improve the gaps in the way that RECs function, one must
first have data from direct observation of RECs at work. They
found that RECs are often reticent to share information about dis-
cussions that occur in their closed deliberations. Silaigwana and
Wassenaar34 have also reported such reticence on the part of
RECs. Morton29 called for more transparency on how RECs make
decisions, and as well as other authors,29,45–47 used qualitative
and ethnographic methods to study how RECs make decisions,
and have provided recommendations for understanding, improv-
ing and evaluating the functions of RECs. Evaluation frameworks
for RECs can also be gender blind. An evaluation framework for
RECs developed through an analysis of ethics guidelines and key
ethics documents48 included gender equality in the composition
of RECs but did not include training on gender issues, nor did
the framework suggest evaluating RECs based on whether or not
they conduct sex- and gender-based analysis. Similarly, Coleman
and Bouësseau,49 when discussing outcome measures to assess
the functioning of ethics committees, focused very narrowly on
whether ethics committees are actually protecting research par-
ticipants, and did not include outcome measures related to fair
participation.

Gender (im)balance in RECs
Of the 16 papers describing the composition of RECs, eight were
based on surveys, two on reviews of literature, four on reviews of
documents, five were case studies and three were opinion pieces
or commentaries. Two of the 16 papers (both from Egypt) re-
ported a balanced representation of men and women in RECs in
Egypt (without defining ‘balanced’),50,51 while four papers made
no mention of representation of women in the RECs or the pres-
ence of gender expertise therein.28,52–54 The remaining 10 articles
highlighted the lack of attention to an equal representation of
women in RECs, including in high-income countries.10,11,19,44,55–60
Of these, four also explored the role of laws, regulations, biases
and structural imbalances in the scientific field on the composi-
tion of ethics committees.19,55,56,60 (Note that a gender imbal-

ance was also reported in 2006, in the International Bioethics
Committee [IBC] established by UNESCO.60 The 2020–2021 IBC,
however, has a better representation of women: 21 women and
15 men.)
In 2011, in an opinion piece on the theoretical shortcomings

of RECs, Yaghoobi55 stated that having a lone woman’s voice on
a REC pays lip service to gender balance and may not affect the
decision of the majority. A review of literature on African RECs
(1996 and 2014)10 found thatwomen’s participation ranged from
15.2% to 54% in 5 of 23 studies that described RECs’ gender
composition,11,56–59 despite the existence of national guidelines
requiring gender-balanced RECs in some countries.61,62 Compar-
ing the composition and educational background of members of
RECs in the USA and South Africa, Klitzman11 noted that in both
countries, men on RECs typically had higher educational qualifi-
cations than women, were more likely to be white and to be ap-
pointed chairpersons. Moodley and Myer drew a similar conclu-
sion in their analysis of 12 RECs in South Africa.56 An analysis of
the practices of 10 RECs from five European countries in 200719
revealed that, while all the RECs did include women in their com-
position, only Austria had a law/regulation, and Ireland a national
guideline, that required representation ofwomen andmenon the
Committee, although none required ‘equal’ representation, and
none required gender expertise. A literature review using ‘pub-
lic health research’ and ‘gender’ and ‘ethics’ as the search string
concluded that the composition of RECs should be more repre-
sentative of society and pointed to the need for more aware-
ness, training and guidelines in this area.44 In addition to having
a better representation of women’s competences, experiences
and perspectives, Dickenson60 recommended that RECs must in-
clude gender expertise as well. A guide for REC members issued
by the Steering Committee on Bioethics of the Council of Europe in
201063 has recommended a balanced representation of women
in ethics committees, but does not speak about gender expertise.

Discussion
Our review reveals the conspicuous absence of attention to sex
and gender by RECs, an under-representation of women in RECs
and the existence of only a few regulations, rules or guidelines
that require RECs to evaluate research using a gender lens or to
include a balanced representation of women or gender expertise
within their composition. We also found that pregnant women
were being excluded by RECs from research even when it was rel-
evant to their needs, often due to being considered vulnerable,64
despite the existence of ethics guidelines on the inclusion of vul-
nerable populations in health research.65
From a public health perspective, gender is considered a social

determinant of health, having vital implications for one’s health
and well-being.66 ‘Breaking down data by age, sex and income
group is vital for understanding who is being left behind and
why’.67 But data disaggregated by sex- and gender-sensitive re-
search continues to be scant, which is not only a scientific but also
a justice issue. RECs can respond to this justice issue by ensuring
that gender issues are adequately considered across all aspects
of research at an early stage. Our review shows that this does not
often happen.
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Our review relies on secondary data, therefore it is possi-
ble that REC deliberations on sex and gender issues were not
reported in the reviewed articles, or that protocols reviewed by
RECs already satisfied sex- and gender-related requirements and
were therefore neither discussed nor reported. Both possibilities
seem highly unlikely given the existing literature on gender
gaps and biases in the research system. It is more likely that
REC discussions were reported at a higher level of abstraction
under the broad heading of fair participation without unpacking
the concept from a gender perspective. The concept of fair
participation hides the reality that within groups of potential
participants to whom fairness is owed (e.g. older people, lower
socioeconomic groups), women are often more disadvantaged
than men, and often under-represented. In our opinion, sex
and gender as variables are particularly important to comment
on independently when reviewing research because of the
compounded disadvantage that women can experience due to
their gender and other marginalisation resulting in persistent
under-representation in health research.
A gender-blind ethical evaluation can inadvertently reinforce

injustices, may prevent women from benefitting from the out-
comes of research (an issue of beneficence) and potentially harm
the interests of women at a policy level (maleficence). RECs, by
overlooking evaluation of gender dimensions, are failing in their
responsibility to uphold the ethical principles of beneficence, non-
maleficence and justice. Pregnant women and those belonging
to stigmatised groups, including those subjected to GBV, are of-
ten excluded from research, even that which may have a direct
benefit, because they are considered ‘vulnerable’ by RECs.18 An
analysis of the recent vaccine rollouts for COVID-19demonstrates
that pregnant women have again been excluded from the bene-
fits of research while bearing a greater risk of serious illness and
death.37,68 RECs, in the belief that excluding these groups from re-
search is a form of ‘protection’, undermine the decision-making
ability of these women, and upend the fourth ethical principles of
autonomy. Correcting these failures is not only the responsibility
of RECs, but also of all stakeholders of the health research system
that have the responsibility to support RECs.
There is a growing recognition that a gender lens must be ap-

plied by RECs when reviewing research; they must be gender-
trained and require equal representation of women in their mem-
bership.69 Although there is no empirical evidence, it is likely that
a REC with a balanced representation of women would frame is-
sues differently60,70 and be more cognizant of gender-related is-
sues.Women are often under-represented on ethics committees,
either because of a lack of national and local laws and regulations
or due to structural reasons,60 such as the discriminatory demo-
graphic factors that continue to result in less representation of
women at higher levels of science and medicine.71 Current data
are needed to know whether ethics committees have become
more gender-balanced and whether knowledge and expertise in
gender-related issues is now sought.
Regulations and guidelines are also influential. Gender bal-

ance as an issue relevant to the composition of RECs is men-
tioned only in the guidance document published by the WHO.72
The Council of International Organizations of Medical Sciences
(CIOMS) guidelines65 do not underline the need for RECs to have
an equal representation of men and women. Gender training is
not mentioned in any ethics guideline65,72–74 and is a gap. While

many ethics guidelines require RECs to pay specific attention to
justice and vulnerability issues, sex and gender considerations are
usually not included.65,75 Updated or additional research ethics
guidance that addresses concerns related to sex and gender as-
pects of risks, benefits and justice can shape the ethical standards
and guide the work of RECs. Recent nuanced understanding of
the concept of vulnerability and ethics guidelines for managing
them more broadly,65 or the ethically responsible, socially just
and respectful inclusion of the interests of pregnant women in
research,38,39,65 are steps in the right direction, and must be em-
braced by RECs.
A lack of both specific gender tools and a specific gender focus

in currently proposed evaluation frameworks for RECs48,49 consti-
tute important gaps. Important outcomes are whether RECs re-
viewing research improved participation by women in research
and a better integration of sex and gender dimensions through-
out the research cycle.43 It is worth considering whether the
model used by Eckstein76 in relation to race and ethnicity could be
adapted to review research from a gender perspective. Another
possible direction is the adaptation of the SAGER guidelines4 for
use by RECs. Thiswould harmonise the efforts by several key gate-
keepers from research design to publication.
This scoping review, although based only on capturing English

language publications from two databases, points to an impor-
tant gap, and provides a rationale for more concerted action by
all stakeholders of research to strengthen RECs to include sex-
and gender-based considerations when reviewing research. An
important gap is the lack of literature on when (and how) RECs
should focus on sex and gender issues beyond the binary as an
ethical concern, that is, whether (and how) they should ask for
fair inclusion of intersex, transgender and non-binary individuals
in research, given the compounded marginalisation, stigmatisa-
tion and adverse legal environment in many countries. This as-
pect warrants further investigation.

Conclusion
This review highlights the role of RECs in addressing the gender
bias in research. As responsible gatekeepers of research they have
a responsibility to be cognizant of intersectional gender dynam-
ics, gender biases in research and the ethical implications thereof,
so that gender dimensions can be thoughtfully included in health
research at an early stage. More research is required to under-
stand whether and how RECs consider gender issues in their dis-
cussions. Development of tools and evaluation criteria for inclu-
sion of gender dimensions in research can support RECs in this
endeavour.

Supplementary data
Supplementary data are available at International Health online
(http://inthealth.oxfordjournals.org).
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