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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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National Academy of Science (2001)

- Exploring the Biological Contributions
to Human Health: Does Sex Matter?
(2001)
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https://nap.nationalacademies.org/catalog/
10028/exploring-the-biological-
contributions-to-human-health-does-sex-
matter
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NIH Policy “Sex as a Biological Variable”

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 manifestatiol }
and intensity of pain.

- Disparities exist between sexes
in the incidence of many diseases
and conditions.
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Sex & Gender

Sex & Gender

ORWH MISSION AREA: Sex &
Gender in Research

What are Sex & Gender?

Sex and Gender in Health and
Disease

Methods and Techniques for
Integrating Sex into Research

NIH Policy

NIH Policy on Sex as a Biological
Variable

Related ORWH Programs & Initiatives

» Administrative Supplements for
Research on Sex & Gender
Differences (SAGE)

Specialized Centers of Research
Excellence (SCORE) on Sex
Differences

Sex, Gender, and Intersectionality
(SG&) Innovations Collaborative

See Also

Gender and Health Scientific
Workshop (2022)

ORWH E-Learning Courses
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YouTube “ Every cell has a sex."h Sz DS
https://www.youtube.com/watch?v=o0shnZrAKkiY
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NIH Policy on “Sex as a Biological Variable”
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European Research Council / Horizon Europe
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Horizon Europe Guidance on Gender Equality Plans

Gender Equality Plan (GEP) or equivalent strategy document has become compulsory for legal
entities that are public badies, research arganisations 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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https://erc.europa.eu/sites/default/files /publication/files/GenderEqualityPlan. pdf
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Horizon Europe Guidance on
Gender Equality Plans (GEPs)
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Embedding diversity in research design

MRC policy on diversity and inclusion in
research design
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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
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= socio-economic position

Studies involving animals, cells or tissues, should consider sex and other relevant h ttDS.'//VO UtU. be/1 M2VG9'

characteristics, as outlined in the sex in experimental design requirement. .

_ - dp4A?si=IUCGtuq7ucquC3Tb

https://www.ukri.org/who-we-are/mrc/our-policies-and- o

standards/embedding-diversity-in-research-design/



https://www.ukri.org/who-we-are/mrc/our-policies-and-standards/embedding-diversity-in-research-design/
https://www.ukri.org/who-we-are/mrc/our-policies-and-standards/embedding-diversity-in-research-design/
https://youtu.be/1M2yG9-dp4A?si=IUCGtuq7ucquC3Tb
https://youtu.be/1M2yG9-dp4A?si=IUCGtuq7ucquC3Tb

SAGER Guidelines/Checklist

‘Sex and Gender Equity in
Research — SAGER - guidelines’
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SAGER flowchart guiding editors’ initial screening of
submitted manuscripts
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3. DESIGN OF THE STUDY
Has consdderation of sex amd gender
(o lack herect) been described in the
design of the sludy?

edfitons should contact
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brsfore the paper is sent o
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4, DISCUSSION/LIMITATION
Has sex and gendes based analysis, of
lack tereol, been
rnentioned and dsoussed o the
discussion and Emitation sections?

e

Sex and Gender Equity in Research: rationale for the SAGER guidelines
and recommended use, Shirin Heidari, Thomas F. Babor, Paola De
Castro, Sera Tort & Mirjam Curno, Research Integrity and Peer Review
volume 1, Article number: 2 (2016)

https://researchintegrityjournal.biomedcentral.com/articles/10.11

86/541073-016-0007-6
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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?
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2x2 Factorial design
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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.org/10.1016/j.cell.2024.02.008.
(https://www.sciencedirect.com/science/article/pii/S009286742
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