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Madeleine Pape, et al. Sex contextualism in laboratory research:
Enhancing rigor and precision in the study of sex-related variables,
Cell, Volume 187, Issue 6, 2024, Pages 1316-1326,
https.//doi.orq/10.1016/j.cell.2024.02.008.
(https://www.sciencedirect.com/science/article/pii/S009286742400

1740)
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D6 What sex were you assigned at birth, on your original birth certificate?
Male (1)

Female (2)

D7 Do you currently describe yourself as male, female or transgender?
Male (1)
Female (2)
Transgender (3)

None of these (4)
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Editorials

nature

that including those in
rescarchspace, cando.

alsoneeds
attention and resources to studying the impact of men
‘opause on careers everywhere, no just in high-income
countries. And those organizations that have not yet
started to address the difficulties that menopause can
pose for working life need to do so now. Its time for the

rescarch abetter place towork for everyonc.

Raising thebar on
sexand gender
reportingin
research

Authors submitting to Nature journals will

be prompted to provide details on how sex
ign.

n late 2020, the Furopean Commission announced
that its research-grant recipients would need to
incorporate analyses of sex and gender in their study
design. This could include disaggregating data by
sexwhen examiningcells, or considering how a tech-

nology might perpetuate gender stereotypes. Back then,

Nature wrote that this was a significant step and urged

other funders to follow suit (see Nature 588, 196; 2020),

Atthe same time, we said that publishers, oo, havea rolein

andgender reporting.

does notfie only with funders.

‘Some journals have encouraged reporting of sex and
gendmmlnmmwu andthe number of researchsiud
e such data h lly in

:m.m:mum Butgaps remain - ~|m(|:vam3umduvl

reporting of data disaggregated by sexand gender' %,

papers to a subset of Nature Portfolio journals (se list
at go.nature.com/3meu0zj) will be prompted to state

study design. or toindicatethat nosexand gender analyses

title and/or abstract if findings apply to only one sex or
gender,

by sex and gender where this information has been col-
ected. and informed consent for reportingand sharing.
individual-level data has been obtained. The changes
apply to studies with human participants, on other ver
tebrates or on cell lines, in which sex and gender is an
appropriate consideration.

396 | Nature | Vol 605 | 19 May 2022

dd
Weaimto
promote

transparency

instudy

designand,

ultimately,

make
findings
more
accurate.”

Nature L

At the same time, we're urging care and caution in
communicating findings about sex and gender. to avold

especially where thereis the porential for societal and
public-policy impact. More details about these changes

2 2 0z, Theyare pa
the SAGER (Sexand Gender Equity in Research) guidelines*.

in addition, from 1 June, four journals — Nature Can
cer. Nature Communications, Nature Medicine and Nature
Metabolism — will be raising awareness of the updated
recommendations i letters to authors and reviewers
during peer review. The aim here is to improve under
standingof the degree to which sexand gender reporting
is already part of study design, data collection and anal-
ysisinthe research these journals publish. The journals
will also evaluate author and reviewer reception of the

experience.
The new measures are needed because research s still
mostly failing to account for sex and gender in study
design, sometimes with catastrophic results. Between 1997
and 2001, ten prescription drugs were withdrawn from use
inthe United States; efght of these were reported to have
ognize that

-ategories).
inpart,

clinical trials.

hanges, we
parency in study design and, ultimately, make findings
more accurate. Over time, we hope to see integration of
sexand gender analysis in study design by default.

Raising the bar on sex and gender reporting in
research, Nature Communications volume 13,
Article number: 2845 (2022)

https://www.nature.com/articles/s41467-

022-30398-1

12
Copyright (C) 2024 KMS. All Rights Reserved


https://www.nature.com/articles/s41467-022-30398-1
https://www.nature.com/articles/s41467-022-30398-1

BRWNBENERABINE, BYIRX - S125— - Sk
HRHZAFTRT T A > (CHHAHABTZHDT5 i

$Stanford University, Gendered Innovations2

=

Lh|

\_/

Goal:
Integrating sex, gender, and/or diversity analysis (SG&DA)
into research design

/ \ Instructions to i o
applicants to include support available for EGEAGTE
SG&DA applicants
Clear an d qualit y Traini d S:
definitio I L I fOININEMESOLICES anc T quality SG&DA?

support available for oitoas

i k y were
\_ Y, \\“ / \_ proposal eval funded?

~ N :

H Examples given i
| Assessment at each

p-
Training, resources and JEBIANED) y publications

support available for (research outputs)
relevant agency staff include SG&DA?

Training mandatory s

Definitions readily | SPecify how SG&DAIs ‘ | through certification g effecves
A included at each stage K
of the research cycle - - - S (
detail foryesand Y Development of open
Justify for no I Monitoring: access resources: How many have
L * ici in training?

. N N Ly e

F
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Do

B EENEERIANET 5 DR > M.
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femsFi. TH D,

ZDWebR—ZTlE, 50002 3> DEFENT
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i ERMOEOEEZNSRE LIEFJO—/Ub
LEad—THESHNR->IO0—-/ULRUS—%R
DIFBDCENTES,

https://genderedinnovations.stanford.edu/sex-and-
gender-analysis-policies-major-granting-agencies.html
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https://qgenderedinnovations.stanford.edu/
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4. (CKE) NIH Policy on Sex
ical Variable

as a Biolo

OUR WORK RESOURCES & TRAINING SEX & GENDER WOMEN'S HEALTH EQUITY & INCLUSION

Women now account for roughly half of all participants in NIH-supported clinical research, which is subject to NIH's
Policy on the Inclusion of Women in Clinical Research. However, more often than not, basic and preclinical biomedical
research has focused on male animals and cells. An over-reliance on male animals and cells may obscure understanding
of key sex influences on health processes and outcomes.

Accounting for sex as a biological variable begins with the development of research questions and study design. It also
includes data collection and analysis of results, as well as reporting of findings. Consideration of sex may be critical to
the interpretation, validation, and generalizability of research findings. Adequate consideration of both sexes in
experiments and disaggregation of data by sex allows for sex-based comparisons and may inform clinical interventions.
Appropriate analysis and transparent reporting of data by sex may therefore enhance the rigor and applicability of
preclinical biomedical research.

NIH expects that sex as a biological variable will be factored into research designs, analyses, and reporting in
vertebrate animal and human studies. Strong justification from the scientific literature, preliminary data, or other
relevant considerations must be provided for applications proposing to study only one sex. Investigators are strongly
encouraged to discuss these issues with NIH program staff prior to submission of applications. In June 2020, the
Journal of Women'’s Health published “Sex as a Biological Variable: A 5-Year Progress Report and Call to Action,” an
article commenting on the development and implementation of NIH's SABV policy, which went into effect in January
2016. Further information regarding NIH expectations for the consideration of sex as a biological variable is
provided in this guidance document.

@ Sex as a Biological Variable

Studying SABV is important because:

+ Men and women metabolize and
react to many drugs differently.

« Men and women experience
differences in the manifestatio
and intensity of pain.

- Disparities exist between sexes
in the incidence of many diseases
and conditions.
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4. (CKE) NIH Policy on Sex
as a Biological Variable

/ The 4 Cs of Studying Sex to Strengthen Science FRIFZEZATIET DIHDMEICET I D4EDC \

=)

Consider Collect Characterize Communicate
Design studies that Tabulate Analyze Report and
take sex into account, sex-based data sex-based data publish
or explain why it isn’t sex-based data
incorporated
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In order to advance our knowledge of the influences of sex and gender in health and disease, researchers must account
for sex and gender in their research design and reporting. Several journals have begun adding guidance for sex and
gender based reporting to their information for authors, such as Cell % and Lancet (' journals. These serve as helpful

examples for the scientific community.
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4. (CKE) National Institutes of Health :
NIH Grants Policy Statementd&k D

4.1.15.8 Inclusion of Women and Minorities as Subjects in Clinical Research and
Reporting Sex/Gender, Racial, and Ethnic Participation

NIH-conducted and supported Clinical research must conform to the NIH Policy and Guidelines on the
Inclusion of Women and Minorities as Subjects in Clinical Research in accord with Public Health Ser-
vice Act sec. 492B, 42 U.S.C. sec 289a-2. The policy requires that women and members of minority
groups and their subpopulations be included in NIH-conducted or supported clinical research, unless a
clear and compelling rationale and justification establishes to the satisfaction of the NIH IC Director that
inclusion is inappropriate with respect to the health of the subjects or the purpose of the research. Exclu-
sion under other circumstances may be made by the Director, NIH, upon the recommendation of an IC
Director based on a compelling rationale and justification.

Cost is not an acceptable reason for exclusion except when the research would duplicate existing data.
Women of childbearing potential should not be routinely excluded from participation in clinical research.
The policy applies to research subjects of all ages in NIH-supported clinical research studies (see defin-
ition of clinical research). The inclusion of individuals on the basis of sex/gender, race, and ethnicity
must be addressed in developing a research design appropriate to the scientific objectives of the study. A
proposed outreach program for recruiting should also be included. When an NIH-defined Phase III clin-
ical trial is proposed, investigators must consider whether clinically important sex/gender, racial, and/or
ethnic differences in the intervention effect are to be expected and plan the research accordingly. When
registering in Clincialtrials.gov, applicable clinical trials as defined in 42 C.F.R. Part 11, that are also
NIH-defined Phase ITI clinical trials must specify outcomes on sex/gender and race/ethnicity, as required
based on prior evidence, and as explained in the NIH Policy and Guidelines on the Inclusion of Women
and Minorities as Subjects in Clinical Research. For applicable clinical trials that are also NIH-defined
Phase III clinical trials, submissions of results to Clinicaltrials.gov must include results of valid analyses
by sex/gender and race/ethnicity, as required based on prior evidence.

Investigators must also collect and annually report information on sex/gender, race, and ethnicity in clin-
ical research studies. The OMB minimum standards for maintaining, collecting, and presenting data on
race and ethnicity for all grant projects are described in OMB Directive No. 15. The categories in this
classification are social-political constructs and should not be interpreted as being scientific or anthro-
pological in nature. The standards include five racial categories: American Indian or Alaska Native,
Asian, Black or African American, Native Hawaiian or Other Pacific Islander, and White. There are two
categories for ethnicity: “Hispanic or Latino,” and “Not Hispanic or Latino.”

For more information on policies and procedures related to inclusion: Inclusion Procedures

https://grants.nih.gov/grants/policy/nihgps/nihgps.pdf
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4. (CEE) NIH Policy and Guidelines on The Inclusion of
Women and Minorities as Subjects in Clinical Research

NIH Policy and Guidelines on The Inclusion of Women and Minorities as
Subjects in Clinical Research

NOTE: The policy below is displayed as announced on October 9, 2001 in NOT-OD-02-001, and does not reflect the amendment NOT-OD-18-014, issued
November 28,2017. Additional information concerning the NIH Policy on Inclusion of Women and Minorities as Subjects in Clinical Research is available at
/grants/funding/women_min/women_min.htm.

SUMMARY: This notice updates the NIH policy on the inclusion of women and minorities as subjects in clinical research. It supercedes the 1994 Federal
Register notice (/grants/guide/notice-files/not94-100.html) and the August 2000 notice in the NIH Guide to Grants and Contracts (/grants/guide/notice-
files/NOT-OD-00-048.html). It incorporates the definition of clinical research as reported in the 1997 Report of the NIH Director’s Panel on Clinical research.
Also, this notice provides additional guidance on reporting analyses of sex/gender and racial/ethnic differences in intervention effects for NIH-defined Phase
Il clinical trials. The guidelines ensure that all NIH-funded clinical research will be carried out in a manner sufficient to elicit information about individuals of
both sexes/genders and diverse racial and ethnic groups and, particularly in NIH-defined Phase Il clinical trials, to examine differential effects on such groups.
Since a primary aim of research is to provide scientific evidence leading to a change in health policy or standard of care, it is imperative to determine whether
the intervention or therapy being studied affects women or men or members of minority groups and their subpopulations differently.

In June 2001, NIH adopted the definition of clinical research as: (1) Patient-oriented research. Research conducted with human subjects (or on material of
human origin such as tissues, specimens and cognitive phenomena) for which an investigator (or colleague) directly interacts with human subjects. Excluded
from this definition are in vitro studies that utilize human tissues that cannot be linked to a living individual. Patient-oriented research includes: (a)
mechanisms of human disease, (b) therapeutic interventions, (c) clinical trials, and (d) development of new technologies; (2) Epidemiologic and behavioral
studies; and (3) Outcomes research and health services research http://www.nih.gov/news/crp/9Treport/execsum.htm.
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4. (CEE) NIH Policy and Guidelines on The Inclusion of
Women and Minorities as Subjects in Clinical Research
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4. Policy: NIH to balance sex In

cell and animal studies (2014)

Policy: NIH to balance sex in cell and animal studies

Clayton, J., Collins, F. Policy: NIH to balance sex in cell and animal studies. Nature 509, 282—
283 (2014). https://doi.orq/10.1038/509282a
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6. European Research Council /
Horizon Europe
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Horizon Europe Guidance on Gender Equality Plans

Gender Equality Plan (GEP) ar equivalent strategy document has become compulsory for legal
entities that are public bodies, research organisations or higher education institutions (including
private research organisations and private higher education institutions) applying for Horizon Europe
funding. This is applicable for ERC calls with deadlines in 2022. Legal entities concerned by this
eligibility criterion will have to confirm until Grant Agreement signature that they have a GEP in
place. Absence of GEP at submission stage does not have any impact on the evaluation of ERC
proposals.

European Research Council
Established by the European Commission

Here you can find a link to more detailed guidelines on GEPs in Horizon Europe
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6. Horizon Europe Guidance on
Gender Equality Plans (GEPs)
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6. Horizon Europe Guidance on
Gender Equality Plans (GEPSs)

4.3 Data collection and monitoring

To be eligible for Horizon Europe, it is mandatory that organisations collect and
publish disaggregated data on the sex and/or gender of personnel (and students,
where relevant) and carry out annual reporting based on indicators. The collection of
such disaggregated data is a common practice for R&I organisations. A survey of 159
Higher Education organisations from 36 European systems conducted by the European
Universities Association as part of the INVITED project showed that 83% of organisations
collected data on the gender of their staff and 57% had targets relating to the number,
share or percentage of staff by gender.

The data an organisation collects should enable scrutiny of the differences between men
and women in different roles, directorates and at different levels of the organisation. The
scope of data that is collected should also reflect the mission of the organisation and its
activities, whilst also being proportionate to its size.

In most countries and institutions across Europe, “gender statistics” are actually collected
according to biological sex at birth, usually in a binary fashion (female, male) and, more
rarely, introducing the intersex category. In an increasing number of countries and
organisations, however, data is being collected according to gender identity, with usually
at least three categories considered: woman, man, and non-binary (or gender-diverse)®.

+ The establishment of a baseline situation in relation to gender equality in the
organisation, against which progress can be monitored on a regular (at least annual)
basis;

« Carrying out a gender equality analysis to identify areas of relative strength and
weakness, which will allow better targeting of actions and priorities within the GEP and
ensure that it is fully evidence-based;

« Communicating to the organisation’s staff, students (where relevant), other key
stakeholders and the wider public about the organisation’s commitment to gender
equality and the progress made.

a. Selecting indicators for data collection: It is essential to collect as much relevant
data as possible to examine the relative situation of women and men within the
organisation and its core activities. The selection of relevant indicators for each
organisation will depend on its specific profile, responsibilities, and activities. The
GEAR Tool sets out a list of indicators which may be a useful starting point for RPOs
and RFOs (see Error! Reference source not found.). It is important to note that:

- The list of indicators is not intended to be exhaustive. Each organisation must
reflect on the most appropriate indicators for its specific case and amend the
list as appropriate;

b. Collection of the data: Once the indicators are defined, the organisation must
ensure that appropriate data is collected. Some of the data will be available from
existing administrative sources (e.g. human resources), while other data may need to
be specifically collected and/or calculated. Where data about potential issues or topics
of concern is not held in existing administrative data collections or may be incomplete
(e.g. in relation to sexual harassment) the GEP can include an action to collect the
relevant data (and monitor it on an ongoing, systematic basis). The team(s) or
individual(s) responsible for the collection of data for each indicator should be clearly
identified.

c. Analysis of the data: Once gathered, the data should be analysed to establish an
understanding of the key differences and gaps between women and men within the
organisation and its activities. This analysis will help to guide the key priorities for the
GEP and to adjust these priorities as the situation evolves over time. The team(s) or
individual(s) responsible for the analysis of collected data should be clearly
established; where possible, the team analysing the data should include expertise on
gender equality within the organisation.

Data analysis can also form part of a more comprehensive Gender Equality Audit
(GEA) which goes further by, for example, examining existing policies on gender
equality within the organisation and gathering feedback and inputs from staff or other
stakeholders via workshops and focus groups. Guidance on conducting full GEAs in
research organisations can be found in various sources, e.g. the Gender Equality
Audit and Monitoring (GEAM) tool developed by the ACT project or the tools
developed by the TARGET project, also funded under Horizon 2020. While carrying
out a full GEA is not obligatory to be eligible for Horizon Europe, it may be a useful
exercise to consider to underpin sustainable institutional change.

d. Publishing the data: Data gathered on gender equality should be published on the

organisation’s website, either as a standalone document or webpage, or within the
GEP. Relevant data should be included in the GEP to justify the need to act both
generally and in relation to specific areas of concern. Once multiannual data is
available, it can also be used to show the progress or lack of progress made.
Published data should be clear, unambiguous, accessible and up-to-date.

e. Monitoring the data on an annual basis: Organisations must carry out monitoring

and reporting of the data collected on an annual basis. The annual reporting should
feed into a review of progress against the aims and objectives of the GEP by
leadership and its stakeholders. The review should enable the organisation to
understand progress, identify where activities are having an impact, and where
obstacles persist throughout the life of the GEP.

https://erc.europa.eu/sites/default/files/document/file/
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5.4 Integration of the gender dimension into research and teaching content

The GEP should consider how the gender dimension will be incorporated in the
contents of research or educational activities and outputs of the organisation. It
can set out the organisation’s commitment to incorporating gender equality in its
research and innovation priorities, the processes for ensuring that sex and gender
analysis is considered in the design and outputs of research and teaching, and the
support and capacity provided for researchers to develop methodologies that incorporate
the gender dimension.

The integration of the gender dimension addresses the incorporation of sex
and/or gender analysis through the entire R&I cycle. This includes setting of
research priorities through defining concepts, formulating research questions, developing
methodologies, gathering and analysing sex/gender disaggregated data, evaluating and
reporting results and transferring them to markets into products and innovations. The
integration of the gender dimension is relevant in many R&I fields. Looking at potential
sex and/or gender differences and at gender equality related issues brings added value in
terms of research excellence, rigor, reproducibility and creativity, brings in-depth
understanding of all people’s needs, behaviours and attitudes, and enhances the societal
relevance of research and innovation. Integrating the gender dimension into educational
activities, including teaching curricula as well as public engagement, is also crucial for the
proper training of the next generations of researchers and innovators.

Research funding organisations (RFOs) play an important role in shaping the
research activities and outputs of research performing organisations, including by
designing programmes that support excellent research with wider impacts. In this
context, RFOs are key in ensuring that the gender dimension is properly integrated into
the contents of the research and innovation projects that they support. The European
Commission, further strengthening the measures introduced in Horizon 2020, and
building on the recommendations of its Expert Group presented in the Gendered
Innovations 2 report, has set the integration of the gender dimension into funded R&I
content as a requirement by default in Horizon Europe’®.

RFOs may wish to consider the following questions through their GEP:

+« Do funding programmes encourage or require prospective applicants to consider the
gender dimension of their work, including the scope of their research inquiry and the
potential impact of their research results on different groups?

» Do strategic, or ‘grand challenge’, research funding objectives include a gender
dimension? Are there specific calls or opportunities that are designed to stimulate
research around the gender dimension across different disciplines?

+ Do funding decisions have processes for identifying or flagging where sex and/or
gender analysis should be considered and mechanisms for evaluating how research
projects account for the gender dimension, as part of evaluation criteria for research
excellence and impact?

« Is sufficient expertise incorporated into decision-making processes, including peer
review processes and panels, to assess the gender dimension of project applications or
in other types of research assessment exercises?

+ Does monitoring of programme outcomes include the integration of the gender
dimension?

For example:

- The number and proportion of applications, high quality applications and funded
projects that have a gender dimension and which fully take gender into account.

- The number and proportion of project-related peer-reviewed publications that
include a gender dimension.

- The number and proportion of innovations that can be classified as gender-sensitive
and the innovations, market opportunities, programmes or policies resulting from
integrating sex and/or gender analysis into R&I.

» Are there arrangements in place to raise awareness amongst researchers and
prospective applicants about the gender dimension of R&I, including through academic
conferences, briefings, and training opportunities?

Research performing organisations (RPOs) as well as public organisations with

educational missions, such as science museums, can also take similar steps to ensure

that the gender dimension is integrated into the research and educational activities of the
organisation.

They may also wish to consider the following questions:

= Do prospective research projects include a gender impact assessment or similar,
including the scope and design of research and the groups affected by its results?

« Do internal quality assurance and approval processes for research and teaching
programmes review whether the gender dimension has been considered appropriately
in their design?

= Is there support and leadership in place that enables and promotes the incorporation
of sex and gender analysis into research design and reviewing teaching curricula?

Having well-developed, coordinated, and institutionalised gender studies activity in RPOs
(including for examples a dedicated department or interdisciplinary research institute,
research programmes, licence, masters and PhD programmes, accreditation procedures)
is also important to provide evidence and inform on the latest advancements in gender
knowledge and practice.

https://erc.europa.eu/sites/default/files/document/file/GEPs
in HE quidelines.pdf
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Home > Medical Research Council (MRC) > Guidance for applicants > Additional guidance for researchers > Se:

Sex in experimental design

The Medical Research Council (MRC) is committed to funding the best quality medical
research, which is relevant to and benefits the whole of society.

[MRC requires applicants to embed diversity in the design of their studies Isee MRC's
policy on embedding_diversity in research design). This includes the requirement for
hoth sexes to be used in the experimental design of grant applications involving
animals, and human and animal tissues and cells, unless there is a strong justification
for not doing so.

We also expect applications to include information about the sex of the animals used in
experiments, as well as the sex of studied tissues and cells. If you don't know the sex
of the cells and tissues you use, you should plan to determine it as part of your
research.

The expectations of using both sexes in experimental design were introduced in 2022
and do not apply to existing awards.

Please see the guidance for applicants for additional details.

Use of both sexes is the default

Both sexes of animals, tissues and (non-immortalised) cells should be included as is
appropriate for the particular experiment. There is no requirement to ‘balance’ or use
equal numbers of both sexes.

This requirement does not apply to the use of immortalised cell lines.

MRC funds research proposals based on the assessment of the quality of the research
and value for money in terms of the resources requested. This includes whether or not
the funds requested are essential, adequate and justified for the proposed work.
Researchers should submit grant costings based on the cost of performing their
experiments in both sexes, as appropriate.
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Embedding diversity in research design

MRC policy on diversity and inclusion in
research design

Meadicsi
Research
Council

Diversity in
Research g
Design

°
Policy
Video credit: MRC

Video transcript and on-screen captions are available by watching on YouTube.

r~7J A

For research outputs to benefit everyone in society, research must include diverse
groups within the study design. MRC requires the researchers we fund to embed
diversity and inclusion into the design of any research involving humans (including
samples and data) and animals (including cells and tissues).

This means that researchers designing studies involving human participants should
consider participant characteristics, such as:

= sex
= gender
= age

= ethnicity

= socio-economic position

Studies involving animals, cells or tissues, should consider sex and other relevant
characteristics, as outlined in the sex in experimental design requirement.
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How to integrate sex and gender into research

The following tools are available to help researchers:

» Distinguish between and define sex and gender in health research

» |dentify sex and gender differences in the mechanism, disease or treatment under study;

» |dentify methods for integrating sex and gender variables in health research contexts; and

= Assess a research protocol or publication based on the integration or omission of sex and/or gender.

Definitions
» Sex
> Gender
» Sex- and Gender-Based Analysis (SGBA)
Below are some guidelines, tools and resources to help researchers and reviewers better account for sex and gender in health research. CIHR expects that all

research applicants will integrate sex and gender into their research designs, methods and analyses and interpretation and/or dissemination of findings when
appropriate.

Whether you are an applicant or a peer reviewer. we encourage you fo familiarize yourself with the training resources available fo help you perform your imperiant work. A series of
FAQs will be available soon

Applicants

All Applicants Biomedical Clinical Health Systems and Services Population Health

To continue to support applicants' efforts to learn more about how and why to consider sex and gender in their research. the following tocls are available:
= What is Gender? What is Sex?

« Online fraining modules:

https://cihr-irsc.gc.ca/e/48642.html

I T
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https://cihr-irsc.gc.ca/e/50836.html
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Definitions

v Sex

Sex refers to a set of biological attributes in humans and animals. It is primarily associated with physical and physiological features including chromosomes, gene expression
hormone levels and function, and reproductive/sexual anatomy. Sex is usually categorized as female or male but there is variation in the biological attributes that comprise
sex and how those attributes are expressed. Download Sex and Gender Infographic

v Gender

Gender refers to the socially constructed roles, behaviours, expressions and identities of girls, women, boys, men, and gender diverse people. It influences how people
perceive themselves and each other, how they act and interact, and the distribution of power and resources in society. Gender is usually conceptualized as a binary
(girl/woman and boy/man) yet there is considerable diversity in how individuals and groups understand, experience, and express it. Download Sex and Gender Infographic

¥ Sex- and Gender-Based Analysis (SGBA)

Sex- and Gender-Based Analysis (SGBA) is an approach that systematically examines sex-based (biological) and gender-based (socio-cultural) differences between men,
women, boys, girls and gender-diverse people. The purpose of SGBA is to promote rigorous science that considers sex and gender and therefore has the potential to expand
our understanding of health determinants for all people. SGBA is meant to be applied within the context of a diversity framework that considers the ways in which
determinants such as ethnicity, socioeconomic status, disability, sexual orientation, migration status, age and geography interact with sex and/or gender to contribute to
exposures to various risk factors, disease courses and outcomes. Applying SGBA brings these considerations into focus and can help formulate health research, policies and
programs that are relevant to the diversity of the Canadian population
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LY IZBLUS T 2 —(CED< ST (SGBA) (3. B, L, ME, D, SLUHBIDSHELBAL DD, R
§j<(E%%W)B&Uﬁl)@-i%i((ﬁ%ﬁﬁ%)Em%%%%i%ﬁ?%?jﬂ—?Tﬁéo&BA@EWH\
sex&ED T2 — BB UILRERNFZRET D ETHD. BNUCK D TINTDAL DERRERR (C DV TOEAE
ZINTDEIEEMEN' DD, SGBA (&, Bk, =AM, FE. MiiEm. BERXT—FX, Fin, IR EOREZER
MSexB LW EREZSTA-—EEDISICHEERALUT. BEICETES5IAINEERULESHREOHEAHFOFR TEHASN

N, AFFDOANODZARMEICEE LRI, BEE. OO0 S ADERTEICHEIL D,
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9. Canadian Institutes of
Health Research

Applicants BiEEmITOY/R— NI TV ERE

All Applicants Biomedical Clinical Health Systems and Services Population Health

To continue to support applicants' efforts to learn more about how and why to consider sex and gender in their research, the following tools are available: + HRlCHICY 7 2y LlHITg e
« What is Gender? What is Sex? s AXSA T = Y DEDD Sl
« Online training modules: ° i%E?ﬁH?{(C%‘DT%EW‘QXC§I =
o NEDEMECLB—RT—HRECHITINREDT -
o Sexand Gender in Biomedical Research o NBOBMEDT SO RT —I DN ICBIT U DT> T —
o Sexand Gender in Primary Data Collection with Human Participants
o Sex and Gender in the Analysis of Secondary Data from Human Participants o PFABERICSITBEY £ T A — DI
» Video: Assessing Sex and Gender in Peer Review s BTty EVT I [CDOVTER
» Video: Learning about Sex and Gender . BT
+ Video: Shaping science for a healthier world o h52 U7 RS
o Read the transcript o DT Ml EEYIOMEICHI DRI E DT VS —DEE
« Wehinar: Accounting for Sex and Gender in Research with Cells or Animals ¢ DT JF w2 X Iwp 05— EYEPRECH T D7y D3RR
+ Webcast: The X Factor: Accounting for Sex in Biomedical Research o RETTNA— CREERBENOSRELDOT L L SH?
« Why Do We Need an Institute of Gender and Health? o HRCHSITIEY EDT A — OB READESHDEREEEIE
+ Key considerations for the appropriate integration of sex and gender in research .
« Better science with sex and gender: Facilitating the use of a sex and gender-based analysis in health research « ERAECHIHTIEREST A —DEFEFRTTIHE UV —2ADLEI—
» How to study the impact of sex and gender in medical research: a review of resources .
+ Sex and Gender Equity in Research (SAGER) Guidelines (European Association of Science Editors) .
« ARRIVE (Animal Research: Reporting_of In Vivo Experiments) Guidelines (NCR3) .

Reviewer Guidance to Evaluate Sex as a Biological Variable (U.S. National Institutes of Health)

Strategies and methods to study sex differences in cardiovascular structure and function: a guide for basic scientists

Other learning resources

o Sex and Gender Champions °

o Considerations for Inclusion of Women in Clinical Trials and Analysis of Sex Differences(Health Canada) @

o Sex, Gender and Knowledge Translation ° 3 : iE

o Rising to the Challenge: Sex- and gender-based analysis for health planning, policy and research in Canada o BEMECSIFDTY ETT A D WL ES
o The Ethical Imperative of Sex and Gender Considerations in Health Research o BEMFEOIZDHD) A — 5 —

o Sex/Gender-Responsive 1t Scale for Health Research

https://cihr-irsc.gc.ca/e/50836.html
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9. Canadian Institutes of
Health Research

Peer reviewers

To continue to support peer reviewers efforts, CIHR has developed a framework for thinking through whether gender and/or sex are appropriately integrated into CIHR applicants'
proposed research designs. These tools are available on our website:

* Online training modules:

o Course 1: Sex and Gender Considerations in Biomedical Research
o Course 2: Sex and Gender in Primary Data Collection with Human Participants
o Course 3: Sex and Gender in the Analysis of Secondary Data from Human Participants

* Other Resources:

o Key considerations for the appropriate integration of sex and gender in research (CIHR College of Reviewers)

o Video: Assessing Sex and Gender in Peer Review

o Sex and Gender Champions

o Learning for participants in Peer Review

o Reviewer Guidance to Evaluate Sex as a Biological Variable [ PDF (228 KB) - external link ] (U.S. National Institutes of Health)

Eemm =1 (TOHNR— k> = HAE At~ modified: 2019-08-21

HEiE DB OEAHERGEN (CHR— 9 BI2DIC, CHR IE. P24 —HEWFEFHIA CIHR BEEMMER T 3MFRT V1 Y ICBUICEHAFN TN EDNEET T
BIEHD I L—AD—DZEARLELEZ, ZN5OW—)LIEHEHD Web T BB AFTEFT.

s AvSA VL= TS~

o IR 1: EMEZWECHITERYIR LT T 2 - DEESE
o J—22: NEOBMECELZ—RT —FNECSTIENEDT > —
o J—2R 3 ABDENMENSORT —SDDHICHBIT Y IR EST P —

o TOMOUY—Z:

o ATICHBH DY IRETT W — OFENEEDIZHOEEREFESEIB(CIHR EER)
o EF N ERICEIR Y IRETT VS D
o BWOIRETT A —DF v EAT

o F77 0 —Z [

[ PDF (228 KB) - #b&b ) > 77 ] (KEETEIEATIR)
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10. National Health and Medical Research
Council (NHMRC) of Australia

Gender Equity Strategy for the period 2022-2025

https://www.nhmrc.gov.au/research-policy/gender-equity/nhmrc-gender-equity-strateqy-2022-2025

The National Health and Medical Research Council (NHMRC) of Australia has established a Gender Equity Strategy for the period
2022-2025.
*Vision: To have a gender diverse and inclusive health and medical research workforce, which is essential for achieving better
health outcomes for the Australian community?.
*Mission: NHMRC-led action and funding aim to promote gender equity within Australia’ s health and medical research
workforcel.
*Principles: The strategy is based on the belief that gender equity strengthens the research workforce and that diversity leads to
better health outcomes. It also emphasizes the importance of safe, respectful, and inclusive research environments?.
Strategies:
*Evaluate and adapt NHMRC policies and activities to achieve gender equity.
Increase transparency of NHMRC processes and funding outcomes.
*Build commitment to gender equity across the health and medical research sector.
Collaborate with government, research institutions, industry, business, and the community to achieve gender equity?.
*Priorities:
1.Gender equity in the NHMRC grant program: Actions include consulting on and implementing actions to address
gender disparities in funding outcomes, maintaining or strengthening funding policies that address gender inequities, and
providing support for non-binary health and medical researchers?.
2.Evidence and transparency about gender equity: This involves increasing transparency in reporting on grant
applications and outcomes by gender, collecting data to understand structural disadvantages, and evaluating peer review
scoring to identify disparities?.
3.Leadership and advocacy for gender equity and inclusion: Engaging with others to encourage the advancement of
gender equity and inclusion, considering international initiatives, and maintaining requirements for Administering
Institutions’ gender policies?.
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10. National Health and Medical Research

Council (NHMRC) of Australia

“i Australian Government
National Health and Medical Research Council

Vision:
A gender diverse and inclusive health and medical research workforce to take advantage of the full range of talent needed to build a healthy Australia.

NHMRC Gender Equity Strategy 2022-2025

NHMRE

Mission: NHMRC-led action and funding promote gender equity in Australia’s health and medical research workforce.

Principles: -

Strategies: -

Gender equity strengthens the health and medical research workforce.

« Diversity in the health and medical research workforce will lead to better health outcomes for the Australian community.
* Everyone benefits from research environments that are safe, respectful and inclusive.

* Increase transparency of NHMRC processes and funding outcomes.

* Build commitment to gender equity as a common goal across the health and medical research sector.

Evaluate and adapt NHMRC policies and activities to achieve gender equity and measure our performance against set goals.

* Collaborate with government, research institutions, industry, business and the community to achieve gender equity.

Priority 1:
Gender equity in the NHMRC grant program

Goal: NHMRC grants support a gender inclusive
health and medical research workforce.

Actions:

Consult on and implement actions to address gender
disparities in funding outcomes.

Maintain or strengthen funding policies and processes
that address gender inequities.

Strengthen guidance and training for peer reviewers to
consider career context fairly.

Continue to allocate structural priority funding to
address gender disparities where needed.

KPls: Gender inequities in NHMRC funding outcomes are

reduced. Supportis available for non-binary health and
medical researchers.

Priority 2:
Evidence and transparency about gender equity

Goal: NHMRC actions and interventions are
based on transparent evidence.

Actions:

Increase transparency in reporting on NHMRC grant
applications and outcomes by gender.

Collect and use data to understand structural
disadvantages experienced by non-binary researchers
and the impact of intersectionality.

Evaluate peer review scoring to identify disparities.

Pilot and evaluate new initiatives to strengthen the
evidence base on effective interventions.

KPI: Transparent data are available to the sector and

used by NHMRC to design interventions that foster
gender equity in research as needed.
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Priority 3:
Leadership and advocacy for gender equity and inclusion

Goal: Health and medical research environments
are safe, respectful and inclusive, and gender equity
is recognised as a common goal.

Actions:
« Engage with others to encourage the advancement of
gender equity and inclusion.

* Considerinternational initiatives that are achieving
gender equity and inclusion.

* Maintain NHMRC requirements for Administering
Institutions’ gender policies and report on their
effectiveness,

* Raise the profile of gender positive role models.

* Develop a statement on sex and gender inclusivity in
research design.

KP1: NHMRC policies promote gender equity and

inclusion in the health and medical research sector.
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2) EANORHISR/RE LD

HE

« HARMDPMDA(Z. ICHDHA RSA > (CHEVY, EFEmD
FEERECTHEEZZ2E0. BEELETERDIRIGTE
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1. EEmERERESHEE : PMDA

« PMDA(JICH (EEmMHRHEREBEEFERZE) OH1 RS1>
([CIEVY, EEMOFERERE TCTHEZZ2ZEL. BEETHET
ERBDRICPEIWERAN S DIGE(ICENZREICL. KD%ZE
P CHRINRERERRZIRHEIT DI EZRKOTND,

o Fiz. S A—FEHCEAULTIE. EERBOMAZTHFER
RERER (CH VT, MRNCE DK )I\A 77X =HEBRr L. B
EREEOIRMZBIIE I OO DA ITHN TS,

o BERREEROD—ARIEET

— X5t - HEHRREE (B - FEER) 2689 3FE&. ama. /MNE. I
SR OANBEDOHY T T)L—TDXDSREDEN CH T DEYENRED
BERZEED C EBEREURITNUIIRSIR0N

https://www.pmda.qo.jp/files/000156372.pdf
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2. The U.S. Food and Drug
Administration (FDA)

« Office of Women’s Health

— The U.S. Food and Drug Administration (FDA) has its own
Office of Women'’s Health (OWR) to protect and support
the health of women through policy and science. The
OWR advocates for the participation of women in clinical
trials and for sex, gender and sub-population analysis. The
FDA produced guidelines to ensure that women will be
appropriately represented in clinical trials, amending its
previous policy of excluding most women of childbearing
age to participate in early phases of clinical trials. The FDA
requires sponsors to include a fair representation of both
sexes as participants in clinical trials, so clinically-related
differences in response can be detected. The guidelines
state that sponsors should collect gender-related data
during research and development and analyse the data for
gender effects in addition to the other variables of age and
race.
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2. FDA, Office of Women’s Health

Understanding sex differences

= u.S. FOOD & DRUG e at FDA
Sex as a Biological Variable Research has shown that biological
Biological differences may contribute to variations in the safety d|ffe rences between men and

and efficacy of medical products

women (differences due to sex
chromosome or sex hormones) may

f share X Post | inLinkedin % Email = & Print | |

I contribute to variations seen in the
=== gafety and efficacy of drugs,

22 e [ | W == biologics, and medical devices.

OWH History S Eﬂ%(: J: D \ %g@i#@?ﬂgﬁﬁ

(MHRBADERILE (CRDERE) H.
https://www.fda.gov/consumers/about-owh/sex-biological-variable [RERER. EVPFENRF|, [EEEZ SOTSE
EBNECERSNDIZEE(CEFS L TL)
DEEEHEND D ENTRESN TS,
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2. The U.S. Food and Drug
Administration (FDA) #2

« FDA Drug Trial Snapshots

— The FDA Action Plan, published in 2014, sets out important steps for making
clinical trial data across the demographic spectrum of sex, race/ethnicity and
age more transparent and publicly available. It reflects the FDA's commitment
to encourage the inclusion and greater representation of a diverse patient
population in biomedical research leading to the development of medicinal
products that meet the real life health needs of patients. The Action Plan asks
for subgroup data to be analysed, thus ensuring the safety and effectiveness of
the medicinal product in a wider population. The Snapshot initiative is part the
Action Plan to make demographic subgroup data more widely available.
Starting in 2015, based on the feedback received, FDA posts a Snapshot for
every new medicinal product it approves. The Snapshots provide easy to
understand information at a glance: including demographic breakdown by sex,
age, and ethnicity and providing efficacy and safety results sorted
demographically. However, FDA cautions that “Stand-alone conclusions
regarding the efficacy and safety among different sex, race, and age groups
could not always be made, usually because the numbers of patients in some
groups were too low to allow for a meaningful comparison to the overall result.
Therefore, interpretations of subgroup data must be made with caution,
because findings in one direction or another are often inconclusive.” Thus,
some challenges must still be addressed in order to obtain statistically relevant
and meaningful data for health professionals and patients.
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2. The U.S. Food and Drug

Administration (FDA) #3

(541) BEIREAE YV)IEFLADESEDEE
2013F., @I ITBAYVILET LAMERINS (X, BEDEERY X U%x LR, Einly
BEDEKTZERI CEZRIHRT —ADEEZFFDANRE Uz, CNICIE. TETIEE
MHEEE L. VILESFTLADORE O 7S ZADRMDB KUOEROMPEED EEHMNEELT
WD EHTEETND, COTEMNS. FDAIZK. TEADYVILET LAHERIGSE=X®. BED
50%FETCTREIT DLOIERUI,

(#HB#&) Journal of Clinical Psychopharmacology:t2019E58 5 MDkE. HEMATTE U THEEL TULIVD,
VILEST ADOFEMHRERE (LT BBLEDHER A UZERERESUTOESD,

- THETIE, BEELEE L. VILESTADRMNIDI ) TS ANFEE35% RN EHREBENTZ

(236 vs.364mL/93. p<0.001) .

- COEWNZE. HREICKDHEEREZIT TV DI

- WS DO DEEERFHBR(CH VT, FAZEZRALUTVIIEE. BHIDBLHEICHWTHEEERENKSH O ZHN
INRTORTEICHBNT, BROKSSHMEICHITDIEEEYE. TouREBEEXD TSRO,

- I EETEREBR THEERIC. BROBMERYVILEFT A10MgIkE8IFME(ICH T, BEBSKIULHIGEIGEEND D&
(IR 7z,

NVILEF LADBERNBENES LOBEESBRICHBITDBELEL. BERRBRTERIAEINTE ST HICHLTHERIR
DR IOMNHDZ ElFmSNEho Tz,

https://www.carenet.com/news/qeneral/carenet/47921
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3. European Medicines Agency (EMA)

BRERERBRX  Clinical trials - Regulation EU No 536/2014

The EU Clinical Trial Regulation No 536/2014 aims to create
an environment that is favourable to conducting clinical trials
in the EU with the highest standards of ethical and safety
protection for participants. The new CT Regulation [---] was
adopted in April 2014 and will become law in May 2016. This
Regulation sets out the legal conditions under which clinical
trials will have to be conducted in Europe in the future and
includes many new provisions that will improve the inclusion
of sex and gender in medicines regulation.

[---] in terms of demographics, the new Regulation lists
specific population groups to be included in clinical trial,
“Unless otherwise justified in the protocol, the subjects
participating in a clinical trial should represent the population
groups, for example gender and age groups, that are likely to
use the medicinal product investigated in the clinical trial”
and “non-inclusion has to be justified.”

https://eurohealth.ie/wp-content/uploads/2018/05/Sex-and-Gender-in-Medicines.pdf
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Lemmen, Paul & Gupta, Amit & Lakshminarayana, Apoorva &
Carlsson, Anna & Svensson, Mats & Schmitt, Kai-Uwe &
Levallois, Ines & Linder, Astrid & Tomasch, Ernst. (2013). Seat
Optimisation Considering Reduction of Neck Injuries for Female
and Male Occupants — Applications of the EvaRID Model and a
Loading Device Representing a 50th Percentile Female.

Size selecrion for
JSemale dummy model
wiing amongsi others Scalmg of existng
insurance databases BioRID Il model

General mo delling

&
requirements like

Andvopemery
definition fo r selected
size using UMTR!

da!a
- e ! —

Biomechanical requirement: Part I ..‘. & } v £
establishing response corridors from e 5 ‘\f

existing volunteer data i -

Response tuning using init zﬂ
corr ID s
Biomechanical requirements Part Il .;.‘ V- Stu {rm into injury
establishing updates of response Ve thresholds using amongst

corridors derived from ADSEAT tests oflus test data from scaled

Version ¢ fh‘r oRID 11

A

Copyright (C) 2024 KMS. All Rights Reserved

Res sponse tning us mg
p{ ated co




W=

ok

ZN 2

FivE=

XX S mmm

3) EEFRFTLY

ROEEFONIS (HA
AREMNE

=¥ - BERFS

R )

| National Academy of Science
5 Z“a—3-OBFE7HT=Z—

52
Copyright (C) 2024 KMS. All Rights Reserved



3) EEFRFTLY

WME

« HROEERFSFT(IE., HEICERREUCHITHEFEICEA U T,
KEFOHARSADEFZRU TR ECAIIRAZSR
LY,

- —7F. BREMSEL. KEEIN EOFE (CHEL
[EERTTICED S BIZERMT - 1/ XR—2 37 /ODTELJ

(2022%F) ORFEZREFL TLD,

- HAMEERZR - Z‘{ﬁ?‘?é\(za‘%\f(i\ BRAIRT—Y THZEIC
B9 3FMBERMNAETN TS,

« KETI(E. 2001F(CKERIEIHFT=— (NAS) iNU—45—
>w J% & 0D, Exploring the Biological Contributions to
Human Health: Does Sex Matter? (2001) &CDIREE %
FEHTULWD, CNHISHDSEXEGENDERD ZERICHKRE
<EEZBEZTULB,
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1.HXRDFEFOMN (HFREFRIRE)

« HREZF:= [EERICSITDIELCFIRE - ZCEITDIHNA RS2
IRETA RSAPREEICHNT, HEDPD T 2 —ADERIFIR0N,

« HREFZER T3 AAMREERELUT [Fiw, MHhl. KB, BiEERR
EZZBRUICEYIRSRET] (CDWTCDOEKRIEIHDIN. A RS2 F
(FHTUVRLY,

https.://www.pharm.or.ip/words/word00272.html
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(275) BIRTBREICHITIEEER
CEAIDIHTARS1>

BIRSGR DB CREICET 251 K51 > (2008 —2009F K & R 7R )

et e | B U AR
BRSO DRERBMIBAIRSAY | Sy —pa ~ e

Guidelines for Gender-Specific Cardiovascular Disease (JCS2010)
(2010%F)

[SE], BEEXFTOIET >R ZEE(CERBFDTCH (TDIUEEFED, IBRIDERICE, A RSAUHNERENdC &
(CKRD, CORHFICHITFIMRTMNMIMEE NBDZEZIEO>TUVD. BEDHA RS (IBECEZ < DEKRIRE SEFHRFTH LRI
‘C%‘CM% FEFED DHIEET, HEZEDEEtZBREUEYZ 17 ILNRERNEBONEDTH DN, SEIDHA R
SAE 'IE#E% (Gender-based Blology) DFEZTDEDN 1995F MBSO TH UWERINEF THDIcs, SEROME REED
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*ﬁﬂh%ﬁ%, (9) Hﬁ*ﬁ%, EIARDEIBATAES KO 424GE, (10) BARA, (11) ERAE - TRERERARIAS - A ﬁ%ﬁf
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National Academy of Science

« Exploring the Biological Contributions to
Human Health: Does Sex Matter?

(2001) EXploring the
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4. (CKE) NAS, Exploring the Biological Contributions
to Human Health: Does Sex Matter? (2001)

It's obvious why only men develop prostate cancer and why only women get
ovarian cancer. But it is not obvious why women are more likely to recover
language ability after a stroke than men or why women are more apt to develop
autoimmune diseases such as lupus.

Sex differences in health throughout the lifespan have been

documented. Exploring the Biological Contributions to Human Health begins
to snap the pieces of the puzzle into place so that this knowledge can be used to
improve health for both sexes. From behavior Exploring the Biological
Contributions to Human Health and cognition to metabolism and response to
chemicals and infectious organisms, this book explores the health impact of sex
(being male or female, according to reproductive organs and chromosomes) and
gender (one's sense of self as male or female in society).

discusses basic biochemical differences in the cells of males and females and
health variability between the sexes from conception throughout life. The book
identifies key research needs and opportunities and addresses barriers to
research.

Exploring the Biological Contributions to Human Health will be important to
health policy makers, basic, applied, and clinical researchers, educators,
providers, and journalists-while being very accessible to interested lay readers.
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5. (CKE)

The New York Academy of Sciences

We are committed to fostering diversity in science.

— Throughout our 200+ year history, we have taken decisive steps to include
everyone with an interest in science. Recognizing that women and people of
color are historically underrepresented in scientific research and leadership
roles today, we actively work towards a transformative change whereby
inclusion promotes a diversity of thought and perspective that will benefit us all.

Mission & Values

The mission of The New York Academy of Sciences is to drive innovative solutions to society’s
challenges by advancing scientific research, education and policy.

Our Values

We believe in the power of convening and community.

= Throughout our history, we have brought together experts from diverse backgrounds — across disciplines, from industry, academia, and government—to address the major issues of our time
and to advance our core mission to pursue science and technology for the benefit of society.

We know and trust that science has the answers.

= Whether grappling with global challenges or local issues, we firmly believe that strategic applications of scientific knowledge are indispensable for the discovery and development of
meaningful solutions

We celebrate scientific advancement and achievement.

« Weare devoted to recognizing the innovative work coming from within the scientific community, from students and early career researchers to senior scientists, while also promoting a better
understanding of new developments in science and technology.

We are committed to fostering diversity in science.

« Throughout our 200+ year history, we have taken decisive steps to include everyone with an interest in science. Recognizing that women and people of color are historically underrepresented in
scientific research and leadership roles today, we actively work towards a transformative change whereby inclusion promotes a diversity of thought and perspective that will benefit us all
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5. The New York Academy of
Sciences

Diversity, Equity, Inclusion and Belonging Statement
(DEKIDM AR CHEZEICER)

The New York Academy of Sciences was founded in 1817 as a democratic and egalitarian science organization. These
principles have guided the institution since its inception and served as its beacon for over 200 years. Throughout its history,
the Academy has taken decisive steps to broaden its reach so as to include as many people as possible with an interest in
science.

Today, the Academy is a global organization, with members in over one hundred countries, that embraces and seeks to uplift
scientists from all walks of life. We believe in the inherent value of all people, of all identities, and their capacity to contribute
meaningfully to scientific discourse and achievement. Indeed, our mission — to drive innovative solutions to society’s
challenges by advancing scientific research, education, and policy — is strengthened when diverse perspectives are recognized
and affirmed.

At the same time, we are focused on the continued role of structural racism, ethnic discrimination, and other forms of
oppression — including those based on gender, sexual orientation, religion, physical ability, and age, among others — in
perpetuating disparities in the sciences and affiliated fields. Within our organization, we strive to address these disparities by:

Seeking diverse representation among our staff, leadership, and board members;

Supporting scientists, academics, and STEM professionals of diverse backgrounds, particularly those from historically
underrepresented groups, by actively recruiting and providing resources to enable them to participate in the Academy’s
scientific and educational programming.

We recognize that there remains much to learn and do, and are dedicated to establishing an ever-more inclusive community.
The Academy believes true global innovation cannot be fully realized or maximized without embracing all voices and
perspectives. As the Academy looks eagerly toward its third century, we reaffirm our commitment to helping lay strong
foundations for a more inclusive, diverse scientific community. We are committed to listening, learning, and striving to do
better each and every day.

https://www.nyas.orq/about-us/what-we-do/deib-statement/
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1-1. Nature

R h Ethi :
esearc Ics “Nature Portfolio”

On this page (NaturetBhRIIL—F(C Lo TRfHEENS
¢ Principles of scholarly freedom and scholarly responsibility *ﬂ?ﬂjﬁ&ja v I\ j 7 —A) WO),%E%HE‘I'\

] Benefitsha.nd hla.rms of- reslearchh Eﬂ%,{ﬁf@d)} (’_ I\_C"l‘i‘t% (: E'g 3—57'3—;%'-% EE E
* Research involving animals or humans LTS,

o Animal research

o Research with human participants, their data or biological material

® Human participants research

m Research on human populations (including_reporting standards

m Race, ethnicity and racism Nature Portfolio

The world rch

[ m Sex, gender (identity/presentation), and sexual orientation ]

» Studies involving vulnerable groups

m Publishing_images from human research participants

m Clinical trials

» Tumor marker prognostic studies

About Nature Portfolio >

® Human biospecimens

Nature and the Nature research journals npj Series Communications journals

= Human transplantation studies

m Studies involving_human embryos, gametes and stem cells

o Dual use research of concern

https://www.nature.com/nature-portfolio/editorial-policies/ethics-and-biosecurity
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1-1. Nature

Research Ethics “Research with human participants, their data or biological materialSex”®d
1D “gender (identity/presentation), and sexual orientation” TE&

‘Sex and Gender Equity in Research — SAGER - guidelines’ (CfEL). & . B, MRk E
SOMRTEEEERICREATIERZEDDILZHRELTLD,

mMXEEAIE. Ty IOXR (EMENEY) 2125 — (a8 - MENIRRICK > TEKREND) WD
FiEZz. MEBOERZEITIEHSERESERINETTH D EREE.

[Sex, gender (identity/presentation), and sexual orientation ]

Researchers are encouraged to follow the ‘Sex and The following recommendations and requirements
Gender Equity in Research — SAGER — guidelines’ and ~ (adapted from the SAGER guidelines) will apply to

to include sex and gender considerations where studies under consideration at Nature journals
relevant (overview can be found here). We (mcludmg thure & Nature Communications),
recommend consulting the full guidelines when Commumcahons Jour.ngals and Nature Partner Jqurnals
designing research studies and before involving human part|C|pa_nts and vertebrate animals,
submission. These guidelines apply to studies where relevant to the topic of study. From June 2022
involving humans, vertebrate animals and cell lines. onwards, Nature Cancer, Nature

Authors should use the terms sex (biological Communications, Nature Medicine and Nature
attribute) and gender (shaped by social and cultural Metabolism will mtroduc_:e a pllot_._actwely encouraging
circumstances) carefully in order to avoid confusing authors to report on points (i)-(iii) below. We also urge
both terms. responsible communication of research findings on sex

and gender differences so as to avoid inadvertent
perpetuation of harmful gender stereotypes.

https://www.nature.com/nature-portfolio/editorial-policies/ethics-and-biosecurity 73
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1-1. Nature

. Title and/or abstract should indicate when the

findings apply to only one sex or gender

ii. describe in the Nature Portfolio Reporting

Summary whether sex and gender were
considered in the study design, whether sex
and/or gender of participants was determined
based on self-report or assigned (and
methodology used).

data should be reported disaggregated for sex
and gender where this information has been
collected and consent has been obtained for
reporting and sharing individual-level data;
disaggregated numbers for individual
experiments must be provided in the source data
as appropriate whereas overall numbers may be
provided in the Nature Portfolio Reporting
Summary.

Jiv. if sex- and gender-based analyses have been

performed a priori, results should be reported
regardless of positive or negative outcome.
Authors should refrain from conducting post hoc
sex- and gender-based analysis if the study
design is insufficient (for example, low sample
size) to enable meaningful conclusions.

. If no sex- and gender-based analyses have been

performed, authors should justify reasons for
lack of analysis in the Nature Portfolio Reporting
Summary.

A NLB KO/ FEEWxE, AFERN—AOMEFTZ(E R
([CHHBRATNDIBEZTRINET CTHD.

i. E¥BXUVZ T2 —PARTTA 2 (CEBNTERSNIENEDH,

SMBOUB LG/ FEFD T -NEEHREGICEDVWTRE
INEH. FREEDHETICED WTRESNED (BLMEH
SNJ=F7E) %Z. Nature Portfolio Reporting Summary (52l
RSN

F—AE. COBEHRMNMNESN. BALNLDT—F7HE - H
BIBDZEICABHESNTUVDIEE(C(E. HRlCHBRLU TS
STNRIN (FTRSIR0N, B4 DEERICDVWTHRESNIZEMES.
WURIBE (C(FRT —FTRESNRTNERSRVD,. 248
REUEFIRAFv— - R — R IAUAREESI—TRMHIT S
CENTEDS,

iv. 4 - R CE D K BIRERICITONIRS. BREBENHNE

ERNCHDIDSTIRESNDINETTHD. BEERMEREZSD
([CIERTBRATRT > BIRE. BTV ZXH NS0
E) THHBE., EEEBENCTHE - HRICED<OhZEITDZ
EHIBZBNETHD.

DT - (CEDERNMITONRM D IZEE. EEZ
Nature Portfolio Reporting Summary(CHWT. #EFHITHn
IO IZIBRZE IEE(LINRNETH D,

https://www.nature.com/nature-
portfolio/editorial-policies/ethics-and-biosecurity
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1-2. BMC, SAGERA A1 R351 >

K BMC Part of Springer Nature

Research Integrity and Peer Review

Home About Articles Submission Guidelines Submit manuscript [F

Review | Open access | Published: 03 May 2016

Sex and Gender Equity in Research: rationale for the
SAGER guidelines and recommended use

Shirin Heidari, Thomas F. Baborg, Paola De Castro, Sera Tort & Mirjam Curno

Research Integrity and Peer Review 1, Article number: 2 (2016) | Cite this article

838k Accesses | 675 Citations | 409 Altmetric | Metrics

Editor's Note

A database error is stopping the peer review reports from showing for this article. We are working hard to get it
fixed.

O An Erratum to this article was published on 24 June 2016

Abstract

Background

Sex and gender differences are often overlooked in research design, study implementation and
scientific reporting, as well as in general science communication. This oversight limits the

20164558 3H[Z[Research Integrity and
Peer Review] T3 “Sex and Gender
Equity in Research: rationale for the
SAGER guidelines and recommended use”
ZHaE.

M. Webt A M TR, POFEER TS
HA—kTE%,

Abstract

Background

Sex and gender differences are often overlooked in research design, study
implementation and scientific reporting, as well as in general science
communication. This oversight limits the generalizability of research findings
and their applicability to clinical practice, in particular for women but also for
men. This article describes the rationale for an international set of guidelines
to encourage a more systematic approach to the reporting of sex and gender
in research across disciplines.

Methods

A panel of 13 experts representing nine countries developed the guidelines
through a series of teleconferences, conference presentations and a 2—day
workshop. An internet survey of 716 journal editors, scientists and other
members of the international publishing community was conducted as well as
a literature search on sex and gender policies in scientific publishing.

Results

The Sex and Gender Equity in Research (SAGER) guidelines are a
comprehensive procedure for reporting of sex and gender information in
study design, data analyses, results and interpretation of findings.

Conclusions

The SAGER guidelines are designed primarily to guide authors in preparing
their manuscripts, but they are also useful for editors, as gatekeepers of
science, to integrate assessment of sex and gender into all manuscripts as
an integral part of the editorial process.

https://researchintegrityjournal.biomedcentral.com/
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2-1. Celi

“Reporting sex- and gender-based analyses (SGBA)"®®®d “Reporting guidance”
TEMo CCTEHESAGERHA RSV EEDFIVIVURANEESRTI DI ENTES L.
(2024 €£2AH29HIFR)

Reporting sex- and gender-based analyses (SGBA)
Reporting guidance

For research involving or pertaining to With research involving cells and model organisms,
humans, animals, model organisms, or researchers should use the term "sex." With
eukaryotic cells, investigators should integrate research involving humans, researchers should
sex- and gender-based analyses (SGBA) into consider which terms best describe their data (see

"definitions" section below). Authors can refer to
the Sex and Gender Equity in Research (SAGER)
Guidelines and the SAGER guidelines checklist. They

their research design according to
funder/sponsor requirements and best

practices within a field. Authors should offer systematic approaches to the use and editorial

address their research's sex and/or gender review of sex and g.ender information in study

dimensions in their manuscript. In cases design, data analysis, outcome reporting, and

where they cannot, they should discuss this research interpretation. However, there is no single,
L " , universally agreed-upon set of guidelines for

as a limitation to their research's

) e defining sex and gender or reporting SGBA.
generalizability.

7I2BCell Pressttid, MAFRICHITDE - MHRIICED <O (SGBA) DIREZWNET BIzs. EFEDESE
B FEERZEEFOE. (] & x> —1 EVWDHEBEEKRTSD. ELUKITRaREEN S Bz,
HARSA>TlEH BENEMNOEBSKIC / FRES oA —(CHEETRIT—AIEIREL. REITDIEDH
(CERUEAZEZSEIRLU. CNSDHEEDBENRRERICDODVWCERIDCELXHHELTULDB,
https://www.cell.com/cell/authors

https://www.cell.com/news-do/sex-and-gender-quidelines _ 77
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2-2. The Lancet

THE LANC ET Publish  Login  Register

Workforce and journal initiatives

Together with Elsevier’s (our publisher) Human Resources department, we are reviewing recruitment policies and practices to combat barriers to application
and progression. Lancet staff are also encouraged to set EDI objectives in their personal and team development goals.

Many Lancet journals have begun initiatives centred around inclusive language and gender, race, mental illness, neurodivergence, and geographic equity. For
example:

* Aproject led by editors of The Lancet Haematology, The Lancet Rheumatology and The Lancet Psychiatry took the reporting of sex and gender as outlined in
the SAGER guidelines 7 to the next step, now adopted by all Lancet journals.

* At The Lancet Psychiatry, a group of lay people with lived experience related to mental disorders and neurodivergence are involved in reviewing papers.

* The Lancet Global Health s piloting an equitable partnership declaration, involving a new statement to be published as an appendix alongside research
Articles.

* Asof August 2023, The Lancet Group is a signatory of the People First Charter 7 to promote person-first HIV and Sexual Health language.

* Alongside Elsevier and Cell Press, The Lancet Group is partnering with the MESSAGE (Medical Science Sex and Gender Equity) project, which aims to improve
the integration of sex and gender considerations across data collection, analysis and reporting in biomedical, health and healthcare research in the UK. Read
more about the collaboration.

The Lancet Haematology. The Lancet Rheumatology. &K&UThe Lancet Psychiatry®
RESCL>TEE:=NLETOD Ol\(st SAGERA - RS Tl =Nz &ErlHS KU
I -DREZRDATV I (CESD, RIEFIRNTDOT Y b v —F)LTHEASNT
LD,

Elsevier& KU Cell Press&H(C. (EMESSAGE (Medical Science Sex and Gender Equity)
JOZ T hERELTWD, COTOZ T MME. A1FUROEMEZE. BE. EEMITIIC
BWTT—HRE. D, IRECHIEDURDZERZMET D EZBIELTND,

https://www.thelancet.com/equity-diversity-
inclusion/commitments?section=statement
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3-1. British Medical Journal

Opinion

A whole sector approach to policy change will accelerate integration of sex and

P —+—
gender in research 2023&12% 1 1 E \ BMJ%E@;&
BM/ 2023 ;383 doi: https://doi.org/10.1136/bmj.p2913 (Published 11 December 2023) U'G'ﬁB Fﬁ >( ~ “_ % b“

Cite this as: BM] 2023:383:p2913 ODEHTL'D G) /} \ 29 \
S~ —
Linked News MESSAGE j Dylg FEZ;%%ZR?
UK medical organisations back dedicated sex and gender research policies — H
mIZEFER,
Article Related content Metrics Responses - B MJ G)ll‘i:#l: (: F*ﬁ a_ 5 7‘5@-'— (j:
Alice Witt, h and policy fellow !, Marina Politis, research assistant and medical student 1 2, e —_ d
Kate Wornerdey, coptincpel mestgstorandcorepychamy anee 134 MESSAGET O 10 MCET D &
Author affiliations v —_ =
=ADo

Statements of support from across the UK research sector underscore the need for unity to

improve the accuracy, reproducibility, and equity of science through better accounting of
sex and gender, write Alice Witt, Marina Politis, and Kate Womersley

Sex and gender profoundly affect health and disease, including the causes of il health, the effectiveness of
treatment, and individuals® overall outcomes. Yet sex and gender dimensions have historically been neglected in
the majority of biomedical, health, and care research, and this problem persists today. A 2019 review found that
only 49% of animal studies reported using both male and female mice,? and in 2018 just 22% of participants in
phase 1 clinical trials were female.2 Reporting and analysis of sex and gender disaggregated data are also
inadequate.? These gaps in the evidence base lead to less targeted, effective, and safe care for everyone, but
particularly for cis women and girls, and sex and gender diverse people* Whole sector change is needed to tackle
these critical gaps and should be leveraged through policy change across the UK's funding landscape.s

On 11 December 2023, 29 members of the UK research sector published statements signalling their support for

improved consideration and reporting of sex and gender in biomedical, health, and care research.¢ 7 These include

the National Institute for Health and Care Research, the Medical Research Council, the Association of Medical

Research Charities, The BMJ, and publishing group Elsevier. This is a considerable show of unity and collaborative

effort across the UK research sector. This commitment marks a major turning point for UK biomedical, health, and
care research. The sector is making a landmark statement about the need for more equitable research practices,
and moreover this is happening in unison. The collective message is clear: research norms must change if the UK is
to maintain its standing as a world leader in rigorous and repreducible science. For scientific research to be high
quality, accurate, and robust, researchers must account for sex and gender at all stages of the research cycle—
from study design and data collection to analysis and reporting.

https://www.bmj.com/content/383/bmj.p2913
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3-2. New England Journal of
Medicine

EDITORIAL

Striving for Diversity in Research Studies

= HBORT [HEEEICH T BB HEDIER]
- = B [CDOVWTHINTUWSH, HECDNTEREE =

DO 101058/ NF|Me?114651
108 Citing Articles !

HYSICIANS OFTEN rl?m 1.1' ®EM & L./ t (/ \Td: (/ \ o

challenging to app Video CareerCenter

New jou icy en

Representation in Clinical PHYSICIAN JOBS

G 202 ZE 1 ﬁ 1HE Br% . HFRDOEAR(C ;( ‘j L/ ‘ E'EE \

eligible Medical Oncologist

patients, Strict eligibilicy criteria for
enrollment in a srudy may exclude \ El ‘35

ant pasticipaats. The = IF_ C x 7‘! )
selevant participants. The study population may not include groups representing large fractions of Rheumstalogy e York 2=\ IU\

. . - & Rheumatologists Needed for Multiple Locations in New York
those who might be candidates for the trial intervention. This can leave cli

= = SO RERMEZ 1R MH 3‘5?@%5%‘:4’%&2/ mﬁ%%ﬁ&ﬁ (T

whether and haw to apply the research findings 1o their awn patients, for wh

Of these
particular]

al design lapses

I design lapse ind ethaic gaps are e e I ad ble 1
disturbing, For years, the Joumal has Sign up for Alerts & Updates Pl an Radolost

ed studies that simply do not include enough

Rheumatology South Carolina

participants from the thnic groups that are

Rheurnatology | Myrtle Beach South Carolinz | 100K Sign On

disproportionately affected by the illnesses being Bonus

HRSMNBOBEIR RKRME(CEAT DEHRAICT.

e T R MFROBEBRLTTERIVFFRICHS N TRD DD E
B CBAtE S CERMEZIER T D75

ighest prevalence of nonaleoholic fatty liver discase, Native Americans are

have metabolic syndrome, and Asian Americ sk for h

Table 1. Sample Table on the Rep i of Study
Category Example
Disease, problem, or condition under investigation 1t failure with reduced ejection fraction (HFrEF)

Special considerations related t
Sex and gender HFFEF affects men more than women (ratio of 2:1 or 3:1)
Age Prevalence increa

8 steeply with age; women with HFrEF are older than men with HFrEF.
Race or ethnic group HFrEF affects Black persons disproportionately in the United States. 2 0 2 1 1 O 7

3
Geography Age and cause vary among countries nts in Latin America and Asia are younger and more often have
noncoronary causes than patients in Europe and North America, Much less is known about heart failure in N En / J Med 2021 . 385 -1429_1 430
Affica than in other regions of the world g 7/ "
Other considerations In the United States, HFFEF develops at a younger age and more often has a noncoronary cause in Black
DOI: 10.1056/NEJMe2114651
" N .

Throughout the world, mortality and hospitalization rates vary widely within and between countries

Overall representativeness of this trial The participants in the present trial demonstrated the expected ratio of men to women. Biologic sex was
reported by the participants; on the intake survey, they were asked, “What was your sex assigned at birth?
e, male, and intersex. Gender was also re
r identity>" Optio e woman, man, nonbinary, a
younger outside North America and Western Europe; thus, the age distribution in the study popul

different from tha untered in some countries. The

ed by participants; they were asked, “What is

s wel

d prefer not to say. Patients with HFr

of Black patients who underwent
erall was small (4.8%), but among patients enrolled in North America, 18.9% were Black
2 the total pop

such as coexisting ¢

randomizatio

ewhat large n of Black people in the United States.

heart failure d kidney function were consistent with

epidemiologic and registry data where jere available from participating countries. No patient was

enrolled in Africa
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3-3. Journal of the American
Medical Association (JAMA)

Instructions for Authors

m Open All Topics | Close All Topics . " . — -
How Do 17 Editorial Policies for Authors ?ﬁ*l%%/\d)jj /r I\ 7 /r /GDI:FI t\\sex tgender

Know if My Article Is Right for JAMA Network Open Author Responsibilities 0)% Eﬁd)mi % L \ 5
EI=] E5 LC o

Determine My Article Type Requirements for Reporting

Determine My Study Type Journal Policies, Forms, Resources

oty e ot SN ERZRS T IE. Tsex: ] D
— e FEZFERAL. 71T+ T PO0E
B HEW - SUEWERZRE T IRE 1>
o e o o AH—1| OFREEERTINETHD T,
ol SR I BT, EEROFIECFT —5% AF

UleFEEazAHCT LD ICIERL TS,

Reporting Sex and Gender

The term sex should be used when reporting biological factors and gender should be used when reporting gender - = 7o —s — ~ U=z
identity or psychosocial/cultural factors. The methods used to obtain information on sex, gender, or both (eg, self- as 7:_ \_Z}f% (L\ E’g j%ﬁﬂ:j‘bt (g:\ Lnb@}ﬁ’_‘i
reported, investigator observed or classified, or laboratory test) should be explained in the Methods section.'? The %IE (L'f}tE j /\g t“ E D \ ’25}][]%0)'|'$EU 7/]/ a0
distribution of sttildy participe:nt:ﬁr samples ShDL:]Ld t:j ;eported indthe Result; section, incl:ding for s‘cudie's1 of hu- \/7_—/]/ 7_—/]/ b\‘%ill{ﬂﬁ ént L \Td:(/ \i%l/:I_\(g:\ FQE
mans, tissues, cells, or animals. participants shou e reported, not just the category that represents the ma- — —

jority of the sample. Studies that address pregnancy should follow these recommendations, and if the gender iden- DEE Lj t k’ \5%}]D%J N FQED}]—_‘E Lj t k’ \51_IEIAJ A
tity of participants was not assessed, use the terms "pregnant participants,”" "pregnant individuals," "pregnant pa- rﬂfﬂ}ﬁ L/ t k, \5 %%J Td: & R i@t}] Tdtﬂq EE%{E
tients," etc, as appropriate. }Eﬁg_/\‘gt“ﬁé t@: &.o

In research articles, sex or gender should be reported and defined, and how sex or gender was assessed should be
described. Whenever possible, all main outcomes should be reported by sex (or gender if appropriate). In nonre-
search reports, choose sex-neutral terms that avoid bias, suit the material under discussion, and do not intrude on

the reader's attention.

https://jamanetwork.com/journals/jamanetworkopen/pages/instructions-for-authors#top
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3-4. Science (AAAS)

Science Journals: Editorial PoliciesA T (3D MEE R DMEE(CDULNT
SAUTULRL, ATDOEBD., “Gender’MEEE (I fED> TLN\B M 'sex” &
“Gender"ZXpl B E(ICEEULIRLY,

Human subjects research

Informed consent must be obtained for studies on humans after the nature and possible

consequences of the studies are explained. A statement that informed consent was obtained must

also ‘?pp.ear in the‘manuscript. All rese‘arch on humans mu:?t have approval f1.'om the IRB g— /‘\‘T O) *&%ﬁ% O)'lli‘t BIJ t ﬂzmﬁ(i .
(Institutional Review Board) or an equivalent body. The editors reserve the right to request IRB sozaps] | — = \
documents associated with a particular paper. Gender and age of all subjects should be provided in ZFY 35 7:_ (g*ﬁﬁﬁ*ll' (t— EE %SZ g_ 5

the main text or supplementary materials. ,/Z\g b\‘@ 5 o

Survey studies

In line with recommendations detailed in https://doi.org/10.1093/pnasnexus/pgad049, the following

must be disclosed in the supplementary materials: 1) sampling design and sample size, as well as -U- \/ j) I/%”yﬁ LJ 7—: B%’E\ @%%@

modeling and weighting assumptions, for both probability and non-probability samples; 2) question fEEl:% C‘:,HEBIJ (”y% 3“7:‘_17/%/5\) %

wording and order; 3) respondent recruitment and retention practices and question-related panel - “
conditioning factors; 4) respondent age and gender (if collected); and 5) known or expected F’I:ﬁ 7N g_ 5 le\gb\ ai 5 o
consequences of attrition on panel surveys. Additionally, for weighted survey data, the phrase

“representative sample” must not be used without explicit acknowledgment of the underlying

assumptions, including disclosure of the weighting and modeling assumptions used.

https://www.science.orqg/content/page/science- 83
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2.

Research (SAGER) Guidelines
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1. SAGER Guideline / Checklist
(&%) Researcher Academy: Sex and Gender Equity in

) MESSAGE
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« ‘Sex and Gender Equity in Research — SAGER -
guidelines’ (SAGERB - R=-r>) (2016) (. AT Y
A2 T—NE - DPIRBXUEEIRICEWNT, EEHERIND
LR &, €TDIREZENMIT DICHDBIEMNRFIEZRL TLY
DEDTHD,. CNEDHARSA>EFTYVIUXR M
ZBNFEEZT EE T DBRDIEETE U TERETESNTULD,

- Springer Natureft¥Elseviertt (Cellf>Lancetz=0) (&,
SAGERH A1 RS A > ADEHLZZRIAL TULVD,

. H[EH(IIHEICMESSAGE ( Medical Science Sex and
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MROZERETHNES T > —2EREIT D ETHEER(CE
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1. SAGER Guidelines/Checklist

‘Sex and Gender Equity in
Research — SAGER - guidelines’

(SAGERH 1 RS1>) (& HAFRTY
A2, T—HURE « DB RUERIRICH
WT. HEEERINDERE EREZEM S
BDIZHDBIENRFIEZRLU TWLNDED
THd. NBDHA RSTA2E EE
NEtEZ#m I DFEDIEET & UTERET S
NTLD, 2016%(C [Sex and
Gender Equity in Research: SAGERY
1 RSA42] EUTRHESNIE.

https://www.ease.org.uk/wp-content/uploads/2016/09/Sager.for- web p ‘

SAGERH 1 RS (CHELY. E b BHEY). HilgkZzSOHTR TEHEEERIIC
I 3EZERZSHDICEZHEE LTS,
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1. SAGER flowchart guiding editors’ initial
screening of submitted manuscripts

1. TOPIC OF THE STUDY
Are sex and gender relevant o the topk: of the stedy?

' XE
/\— AARICENTSE. WX
|N-:r = Yes

T STHAENS, 20

W S [—
Justify wivy it is not retevant Answer questions 2, 3 and 4 | %_AG E%Rd)(%’—% (Lb’—%m
NE TIFTRUDY,
2. DATA .
Vag |{_ Have all data been reporied —> Mo |\.
//“' """ ~=__| Msaggregated by sex and gender? \
\ [he manitaringsceening
Mo further action 3. DESIGN OF THE STUDY eitors should contact
requined < | _I Ves | HaEs consideration of sex and gender Ellih'-lj‘-i b ensure thal
{of lack Merest) been described in the [ Mo~ these issues are addressed|
= design of the sludy? trefore the paper is seni o

K e Feviewers
V T 4, DISCUSSION/LIMITATION /
Has sex and gendes based analysls, or

M 5 | Yes fe lack thereot, been | No |]

-

A‘D mentioned and dscussed in the

discussion and Bmitation seclions?
Sex and Gender Equity in Research: rationale for the SAGER guidelines and https://researchintegrityjournal.biomedcentral.com/articles/10.1186/s
recommended use, Shirin Heidari, Thomas F. Babor, Paola De Castro, Sera 41073-016-0007-6

Tort & Mirjam Curno, Research Integrity and Peer Review volume 1, Article
number: 2 (2016) ) ) 87
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1. SAGER flowchart guiding editors’ initial
screening of submitted manuscripts

WRTHTA> - HFTRDOZFIT - MERRORICEERRF—TJIRAFI>
1. Are sex and gender relevant to the research in question?

2. Have authors adequately addressed sex and gender dimensions or justified
absence of such analysis?

DATA : Have all data been reported disaggregated by sex and gender?
DESIGNE OF THE STUDY: Has consideration of sex and gender (or lack
thereof) been described in the design of the study?
DISCUSSION/LIIMITATION: Has sex and ender based analysis, or lack thereof,
been mentioned and discussed in the discussion and limitation sections?

e ————

HARICHWTE. CDOSAGERDEEE(CEHL, MDD/ > XTHEE L.
3T YA > - BHFROZET - FEREFERINETIEIRLD,

Sex and Gender Equity in Research: rationale for the SAGER guidelines and https://researchintegrityjournal.biomedcentral.com/articles/10.1186/s
recommended use, Shirin Heidari, Thomas F. Babor, Paola De Castro, Sera 41073-016-0007-6

Tort & Mirjam Curno, Research Integrity and Peer Review volume 1, Article
number: 2 (2016)
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1. SAGER Guideline checklist

ST
READ

Section / Item Checklist item Reported on
S I G l r topic number page number
General

The terms sex/gender used appropriately

Equity in Research .

Title

u I e I n e S e C I S 2 Title specifies the sex/gender of participants if only one included

Abstract

Abstract specifies the sex/gender of participants if only one

EASE Gender Policy Committee % | duded

3b Study population described with sex/gender breakdown*

Introduction

If relevant, previous studies that show presence or lack of

sex/gender differences or similarities are cited

Mention of whether sex/gender might be an important variant

and if differences might be expected

The demographics of the study population with regard to
4c sex/gender (eg, disease prevalence among male/female study

participants) are outlined*

Methods

Method of definition of sex/gender (eg, self-report, genetic

testing)

Description of how sex/gender was considered in the design,
whether authors ensured adequate representation of male and
female study participants, justification of the reasons for any
5b exclusion of male or female participants, or explanation if not
considered. Justification of other sex/gender-specific

interventions of study designs (eg, mandating contraception for

women).* Explicit reporting of the scientific rationale for

€Q0Se /' SAGER Guidelines Checklist

https://ease.orqg.uk/wp-content/uploads/2023/01/EASE- 89
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1. SAGER Guideline checklist

For in-vivo and in-vitro studies using primary cultures of cells, or
cell lines from humans or animals, or ex-vivo studies with tissues
o=l e | et Rt 5d from humans or animals, the sex of the subjects or source donors
topic number page number is stated (except for immortalized cell lines, which are highly
transformed)
General Results
- . For studies using animal models, present a sex breakdown of the
1 The terms sex/gender used appropriately 6 i
animals®
Titls i i
e Discussion
92 Title specifies the sex of animals or any cells, tissues, and other If relevant, potential implications of sexfgender on the study
material derived from these 7 results and analyses, including the extent to which the findings
In applied sciences {technology, engincering, etc), the tide can be generalized to all sexes/genders in a population

2b indicates if the study model was based on one sex/gender or the Adapted from SAGER guidelines. Sex and gender equity in research: rationale for the SAGER

application was considered for the use of one specific sex/gender guidelines and recommended use. Research Integrity and Peer Review 1, Article number: 2 (2016)
https://researchintegrityjournal.biomedcentral.com/articles/10.1186/541078-016-0007-6.

Abstract *These points extend beyond the original SAGER table.
3 Abstract specifies sex of animals or any cells, tissues, and other
a
material derived from these
In applied sciences (technology, engineering, etc.), the abstract
3b indicates if the study model was based on one sex/gender or the
application was considered for the use of one specific sex/gender
Introduction
4 If relevant, previous studies that show presence or lack of sex or
a
gender differences or similarities are cited
Wb Mention of whether sex/gender might be an important variant
and if differences might be expected
Methods
In cell biological, molecular biological, or biochemical
~ experiments, the origin and sex chromosome constitutions of
5a

cells or tissue cultures are stated. If unknown, the reasons are

stated

For studies testing devices or technology, explanation of whether
5b the product will be applied or used by all genders and if it has

been tested with a user’s gender in mind

5 If relevant, description of how sex/gender was considered in the
c

design

€CQSEe /' SAGER Guidelines Checklist

€0SEe ' SAGER Guidelines Checklist
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1. SAGERFIVOIUX b (H®R) IR

Table 1. SAGER guidelines checklist Studies with human participants/

SAGERAA K54 vFxzv s URE (Eb)

O~ JTONAEV U YIIN C AV V= SV W @A NV Y e

4c

The demographics of the study population with regard to
sex/gender (eg, disease prevalence among male/female
study participants) are outlined*
MENROFEEFADOMUR/ Y = v Z— BT 2 AOFKHER

() : B/ ZHEOHRSIEDERBRER L) A h
TWsZ e

Methods/F%&

ba

Method of definition of sex/gender (eg, self-report, genetic
testing

MR/ Y v H—DEER
E) ARLTWRZ L

% (Bl ACRE. ERFREY

Section/ | Item L. _ Reported
wpic | numper | ChECKlist item /REREIE on page
number
General/—#%
1 The terms sex/gender used appropriately
MR/ Yz Z—EWnS BENMETICEDATWS Z L
Title/ &2 A kL
Title specifies the sex/gender of participants if only one
) included
KA PIICSIEOURNZRAL ST (BRELLHLDHD
B
Abstract/Z#)
Abstract specifies the sex/gender of participants if only one
3a included
PR CTIIARTREOUR/ Pz v X —%BHEICT S (B
LohDHDGE
Study population described with sex/gender breakdown*
3b \HARWROFAEEHAE. MR/ v X —DEETHATEZ

&

Introduction/4 > FO &> 3> - BA

If relevant, previous studies that show presence or lack of sex
or gender differences or similarities are cited

/s 1 v 4 RSB OB EE R TR S
BaslALTWS L
Mention of whether sex/gender might be an important

ab variant and if differences might be expected

W/ BR—HDEELRERTHDIARENEE. ZNICLY ED
E3EBVAEFEINEIMNICOVWTERLTWSE Z &

5b

Description of how sex/gender was considered in the design,

whether authors ensured adequate representation of male and female
study participants, justification of the reasons for any exclusion of
male or female participants, or explanation if not considered.
Justification of other sex/gender-specific interventions of study
designs (eg, mandating contraception for women).* Explicit reporting of
the scientific rationale for

contraception requirements and exclusions for pregnancy and

lactation should be required*

HRTHA VICEVWTHR/ Pz v =D LS ITERBINTD, BEE
NBEMEZEDFARSINE DB ARKIETHER L 12h. BlEF 3k
DEMEZRNALTZBROES, £EERBINAD >ZEBADHRED
REshTwadZ &,

ZOMDER/ Y = X—EBEDONADHETFA VICBELTED LS (IS
Edfbanszn (B ZEICHT 28T OREMT) o

PR ERA DT OEHTEH B L OBRAORZHRM Z AR ICRE LTW
52 &,

The demogranhics of the studv nonulation with resard to
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1. SAGERFITwvVOIJUX P (AR) K

|
Results/#5 %

6a

Study population description with complete gender/sex
breakdown for all categories considered*

ERINF2NT IV -0, AEEFAOE/P v &—
DANRELRLTVWD I &

6b

Where appropriate, data presented disaggregated by
sex/gender, and sex/gender differences and similarities are
described

BERIGE, W/ v Xtk > THE N T — 2 HRR
SN, WP E-DOEBVWEFLUEATBINTVWEZ L

6g

Table 1 includes separate rows for male sex/gender, female

sex/gender and other categories if collected*

Table 1iCix. BHOM/ vz 4— ZHEDOW/ Pz v 8- B
LU, ZoftbohT IV —ARESINHEIE, B4 DITICL
<. BEhTnd L

Discussion/%

fd

R

6¢c

Sex- and gender-based analyses reported regardless of
outcome (in main paper if pre-specified; otherwise in
appendix)*

BRICAGRARC, BB LUY 2 v F—ICE DL HHIRES
NTWBZ & (BEHEEINIBEIIAIC, 5 ThVLEES
(FHERID)

Potential implications of sex/gender on the study results and
analyses, including the extent to which the findings can be
generalized to all sexes/genders in a population

6d

For clinical trials, adverse event data disaggregated by
sex/gender (in main paper if pre-specified; otherwise in
appendix)*

BEREARDGZA, MR/ v E—ICL > THBEIN-BES
RT—ZDPREINTWE Z L (FBRIICIEE S NZHE IR
120 %3 TRWEAIITHIC)

T8 B R eI/ xS — B RES B AR EC, B
RNV EAHROITRTCOW/P v ZF—It—Rbans1iE
EIIOLWToER‘EGENTVE L
If a sex/gender analysis not done, a rationale is given and
implications of the lack of such analysis on the interpretation

b of the results are discussed

/Yy T—DpDIThnad > 7i5E. ZDEED R
EN, ZDES BAMDTELVFERDERICEZ DHEICOW

THEmSND I &

6e

Patient-reported outcome data disaggregated by sex/gender
(in main paper if pre-specified; otherwise in appendix)*
BEREOBRT— 2R/ Pz v E—IcLk > THRINT
BEINTWBZ & (BRICREINIBEIIAXIC. 25T
BOWSE LRI

6f

For epidemiological studies, the effects of other exposures on
health problems examined for all genders and analysed
critically from a gender perspective

BEFMERTIE, BREMEICHTI2H0BBEZROEZENTRT
DY v E-—TRIFEN, P EF—0BEar SHHEICHHT

ENTWD

Adapted from
the SAGER g

SAGER guidelines. Sex and gender equity in research:rationale for

uidelines and recommended use. Research Integrity and Peer

Review 1, Article number: 2 (2016)

https://resear
0007-6.
*These points

chintegrityjournal.biomedcentral.com/articles/10.1186/s41073-016-

extend beyond the original SAGER table.

SAGERAA FZ 4 »Z&HEIGLTW 3,
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(&%) Researcher Academy: Sex and Gender
Equity in Research (SAGER) Guidelines

« SAGERHA RSAICETD ML —=>21—X (Elseviertt)

* Have you considered the importance of sex and gender in your research and how
not incorporating it or using terminology incorrectly might influence your
research results? Researcher Academy and GENDRO are proud to present this
certified course on the Sex and Gender Equity in Research (SAGER) Guidelines,
developed in partnership with EASE.

SAGER Guidelines Course Assessment

UP NEXT

SEX AND GENDER EQUITY IN RESEARCH
(SAGER) GUIDELINES
Introduction to the SAGER Guidelines
® 3m Course
SEX AND GENDER EQUITY IN RESEARCH
(SAGER) GUIDELINES
1.0 Why Sex and Gender are Important
® 9m in Research
SEX AND GENDER EQUITY IN RESEARCH
— (SAGER) GUIDELINES
1
- 2.0 What are the SAGER Guidelines

https://researcheracademy.elsevier.com/re
search-preparation/sex-gender-equity-
mmmmm e F X% o= research-sager-quidelines

HARMFTYVIOUI N =220 0—-XRDOEMN
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2. MESSAGE
(Medical Science Sex and Gender Equity)

The MESSAGE Project

The MESSAGE (Medical Science Sex and Gender Equity) project aims to improve the
integration of sex and gender considerations across data collection, analysis and
reporting in biomedical, health and care research in the UK.

This initiative is bringing together stakeholders from across the UK to co-design a
sex and gender policy framework for funding and regulatory organisations and
supporting policy implementation across the UK research sector

- MESSAGE OO bME. A1>RUP)L - ALw>D - ORI ERED -2 -
20—)VL « NLARFBRPRDOF — ALK D TRMEEN., DTILHALA RSB
KO TEERMH=E=NTWD,
- B8y
- BEREHECRFZEROIEODBFRREAFZHEFRETL. EfT DI &,
- EYMEZE. @R, F7OMRENEEFF AR IO T MCBWTHRES TS —
ZHEE(CERTETDILDICTDIIE,
«  R[E(IHorizon EuropeNShiL TN, REMBOUEICEITDIHA RSAMN
U\, TDIEE2023F 5 ANSIRETHIG S, 2024F (CERFIE.

https://www.messageproject.co.uk/
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2. MESSAGE
(Medical Science Sex and Gender Equity)

About MESSAGE

The aim of the MESSAGE (Medical Science Sex and Gender Equity) project is:

To co-design a?nd irr_lplement a polic_y fran?ework for funders and * I\ﬂESSAGEt“ (i\_ﬁﬂ%@jﬁﬁ
Egggﬁﬁgmﬂmmmﬁxmm %%ﬁiﬁﬁikégiiﬁm

FOZEETHRES T >4 —
rAc szru;:;;m:::;wm ensure research accounts for sex and gender across every stage of the research cycle, from study design and recruitment to data analysis and % % EE..EE: g— 5 : C‘:_ %EE ;'—E (: ;E ﬁ’tﬁ g—
3T ECLTNS,

A 0t - =]

Study Design Recruitment Data Analysis Reporting of Findings

Under “biomedical, health and care research” we include basic (cell/animal),

Under “sex and gender policies” or “policies that account for sex and gender”,
clinical and population research

we include policies focused on improving integration of sex and gender
considerations in biomedical, health and care research

The overall goal of MESSAGE is to realise a culture change in UK research practice to integrate sex and gender dimensions at the core of project planning and execution.
Educational materials to support researchers to learn the skills required to implement these changes within their own work will be launched on this website in 2024

https://www.messageproject.co.uk/
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