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DIMENSIONS OF SEX, GENDER Y
AND INTERSECTIONALITY
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“Sex differences exist in all
physiological systems and impact
every aspect of human health and
disease”

nature reviews nephrology,
https://doi.org/10.1038/s41581-023-00792-z
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the Food and Drug Administration Safety and Innovation Act (FDASIA)(2012)

SEC. 907. REPORTING OF INCLUSION OF DEMOGRAPHIC SUBGROUPS IN CLINICAL
TRIALS AND DATA ANALYSIS IN APPLICA- TIONS FOR DRUGS, BIOLOGICS, AND DEVICES.
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GENDER EQUALITY IN HORIZON EUROPE

= Having a Gender Equality Plan (GEP)

= The integration of a gender dimension into research and
innovation content is a requirement by default

= |ncreasing gender balance



FE(ROADMAP FOR WOMEN’S RIGHTS)(2025)

= “2, The highest standards of health: Every woman has a right to the highest
attainable standards of physical and mental health. (5 objectives)”

= « gender-sensitive medical research, clinical trials , diagnostics and
treatments.

= Gender equality in research and innovation

= ERA Policy Agenda 2025-2027



EU CLINICAL TRIAL REGULATION NO 536/2014
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£3% . SEX AND GENDER IN MEDICINES REGULATION ( 2017) -
https://eurohealth.ie/wp-content/uploads/2018/05/Sex-and-Gende;
in-Medicines.pdf



SAGER ( SEX AND GENDER EQUITY IN RESEARCH ) GUIDELINES
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SABV IN BIOMEDICINE CHECKLIST

( SEX AS A BIOLOGICAL VARIABLE, SABV )

1.Review available literature for the influence of biological sex

2. Consider the influence of sex when formulating the research questions
3.Consider the influence of sex in study design

4. Incorporate both males and females into studies

5. Analyze data and report data disaggregated by sex

6. Consider the influence of sex in the interpretation of study results

7. Articulate strong justification for a single-sex study

8. Appropriately generalize research findings

http://genderedinnovations.stanford.edu/methods/SAB
V__checklist.html
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Table. Suggested Approach for Reporting Demographic Characteristics
of Study Participants and Outcome by Sex and Gender (N = 59)

Demographic Characteristics

Total No. 59
Age range, y 18-90
Sex, No.?
Male participant 27
Female participant 32
Gender, No.?
Men 26
Women 33
Outcome, No. (%)° 50 (85)
Males 20 (40)
Females 30 (60)
Outcome, No. (%)¢
Male 20 (74)
Female 30 (94)

2 Ascertained by genotyping of blood sample.
b Ascertained by self-report.
¢ The number (%) occurring in males and females of the total outcomes (n = 50).

9 Number (%) of outcomes occurring within the subgroups of males (20/27)
and females (30/32).

JAMA. 2016;316(18):1863-1864. doi:10.1001/jama.2016.16405

SAGER guidelines
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TABLE 2. PERCENT OF WOMEN IN PooLED CLINICAL
TRIALS REQUIRING FOOD AND DRUG
ADMINISTRATION REVIEW

E}?" ly Late phase
p ase
Report Years NMEs NDAs BILAs
GAO? 1988-1991 44%
Evelyn et al.”® 1995-1999  22% 48%
GAO (200 3)3"’“11b 1998-2000 25% 58%
Yang et al. 2000-2002 27% 53%
Pinnow et al.*° 20062007 31%
Poon et al.***¢  2007-2009 45% 57%
Eshera et al.* 2010-2012 45% 65%
Chen et al.*}® 2013 29%  51%/49%
2014 34%  41%/38%
2015 29%  49%/39%

ERHR : Filling the Regulatory Gap: Potential Role of Institutional Review Boards in
Promoting Consideration of Sex as a Biological Variable

DOI: 10.1089/jwh.2019.8084
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ERIFR : Filling the Regulatory Gap:
Potential Role of Institutional Review
Boards in Promoting Consideration of
Sex as a Biological Variable

DOI: 10.1089/jwh.2019.8084



TABLE 4. PERCENT OF DRUGS (FOooD AND DRUG
ADMINISTRATION-BASED REPORTS) OR STUDIES
(NATIONAL INSTITUTES OF HEALTH-BASED REPORTS)
THAT CONSIDERED SEX IN THE ANALYSES

Analyzed sex

Justified R .
FDA-based reports Year NDAs BLAs why not Eﬁgﬁaﬂ%ﬂ'fﬁ%*ﬁ Z
GAOQ? 1988-1991 47%
FDA% 1995-1999 37%
GAO (200 3) 1998-2000 72%
Yang et al. 2000-2002 71%
Poon et al.*? 2007-2009 74% 64%
Eshera et al.* 20102012 95% 81%
Chen et al.***° 2013-2015 93% 7%
NIH-based re orts
Vidaver et al 1993-1998 20-26% -
Geller et al.>> 2004 13% 20% S Porental B
Geller et a1.56:e 2009 25% 11% Review Boards in Promoting

Consideration of Sex as a Biological

Geller et al.>* 2015 26% 2% Variable

DOI: 10.1089/jwh.2019.8084







RESEARCH ( CANADA CIHR )

m The Evidence is Clear

= Sex as a Biological Variable

s  Gender Inclusiveness

= Sex and gender are distinct yet interrelated concepts. They are no longer considered simple, binary options like

male/female or woman/man. Ethics boards are increasingly being faced with questions and concerns regarding
how researchers survey participants regarding sex and gender. General consensus is that asking a person’s

‘gender’ and providing only two options is not sufficient; and, in fact, equates to the erasure of a growing segment
of the population who do not identify within a gender binary.



THE ETHICAL IMPERATIVE OF SEX AND GENDER

CONSIDERATIONS IN HEALTH RESEARCH ( CANADA CIHR )

= Respect for autonomy (or respect for persons )

= If female participants are to provide informed consent, do they need to be informed that no pre-clinical data is available
on how the intervention affects female biology?

= Doing no harm

= If sex and gender are not scrutinized at various stages of the research process, how can we expect to identify, avoid or
minimize potential harms for everyone?

= Doing good

= Ifsex- and gender-based analysis is not consistently applied to the analysis of research results, could potential good be
overlooked?

m  Justice

=  Without proper considerations of sex and gender, can health-care interventions be equally effective for women, men, boys,
girls and gender-diverse people?
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1.Have the researchers conducted a literature review based on their research
question to determine whether sex/gender may play a role?

2.Will the researchers include both male and female participants, animals,
tissues, or cells in the sample? If not, do the researchers provide a strong
justification?

3.Will the researchers adequately represent both male and female participants,
animals, tissues, or cells in the sample? If not, do the researchers provide a
strong justification?

4.1f including both male and female participants, animals, tissues, or cells, have
the researchers considered sex/gender in the design of the study?

5.If including both male and female participants, animals, tissues, or cells, have
the researchers considered sex/gender in the data analysis plan?

ERAR : Filling the Regulatory Gap: Potential Role of Institutional Review Boards in
Promoting Consideration of Sex as a Biological Variable
DOI: 10.1089/jwh.2019.8084
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