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Agenda
• Introduction

• Background

• Study design and data collection

• Ethical practice

• Practical Examples
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Objectives
• Describe differences between sex and gender

• Explain how sex and gender evolved over time in 
research

• Determine which sex and gender-specific factors are 
critical to account for in your own research

• Identify where to find resources to learn more
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How did we get here?
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Historical focus on male research animals and cells

Women experience higher rates of 
adverse drug reactions & reduced 
treatment effectiveness

Key sex differences that 
could guide clinical studies 
are obscured

Irreproducibility in preclinical biomedical research

Clayton et al. Nature 2014. PMID: 24834516 

Lack of development of diagnostic tests, 
criteria that are sex and gender aware



How did we get here?
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1993 NIH Revitalization 
Act 
(Public Law 103-43)

Requires appropriate 
participation of women and 
URM in clinical studies

Sex and Gender Equity in 
Research (SAGER) 
guidelines

Promote systematic reporting 
of sex and gender across 
biomedical disciplines



How did we get here?
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2016: NIH Sex as a Biological Variable (SABV) 
Policy

1. Factor SABV into research designs, analyses, reporting

2. Provide strong justification for single-sex investigations
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Terms Defined
Sex: 

The sex (male or female) assigned at or before 
birth, most often based on anatomical and other 
biological characteristics. Intersex is also a sex 
designation. Sometimes referred to as birth sex, 
natal sex, biological sex, or sex; however, sex 
assigned at birth is the recommended term.
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Terms Defined

Gender: 

The characteristics and roles of women and men 
according to social norms. While sex is described as 
female, male, and intersex, gender can be described 
as feminine, masculine, androgynous, and much 
more to represent a spectrum.
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Broadening the Gender Construct
• Gender role – the ways we behave
• Gender identity – how we see and experience ourselves
• Gender expression – how we present ourselves
• Gender perception – how others view us
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Gender Identity

Image credit:  www.arewehuman.me

http://www.arewehuman.me/


Language and terminology
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https://www.lgbtqiahealtheducation.org/publication/lgbtqia-glossary-of-terms-for-health-care-teams/

Transgender is used as an adjective, not a noun or a verb: “a transgender 
person” vs.  “a transgender” or “a transgendered person” 

https://www.lgbtqiahealtheducation.org/publication/lgbtqia-glossary-of-terms-for-health-care-teams/
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Study Design
• Define your hypothesis based on your research 

question.

– does sex, gender, or both matter?

• Select study design: experimental or 
observational?

– cannot assign gender or sex -> never can test 
the causal impact of these factors on outcomes

13



14

Study Design: inclusion 
& exclusion criteria
• no group should be excluded from participation 
unless there is good reason to do so (e.g., they are at 
greater risk).

• the protocol must contain additional safeguards for 
vulnerable populations, if included
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Study Design: primary data
I'm doing qualitative research. I'd like to include 
gender-diverse people in my sample.

Representativeness: consider implications of word 
choice in your screener and how your recruitment 
materials look
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Study Design: recruitment
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Study Design: recruitment
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Study Design: primary data
How do I collect data on sex and gender on my 
survey?

• Sample size check: gender diverse and trans people 
make up an estimated 0.6% of the population 
(higher among youth & urban areas)

• Will you collect less than 3000 respondents overall? 
(1% of 3000 = 30 -> large enough to publish)
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Guidelines for Data Collection

What is your sex assigned or 
assumed at birth: (select one)

o Female
o Male
o Intersex
o Something else not listed:  (please specify) 

o Prefer not to state

Two step approach

What is your Gender Identity: 

(select one)
− Man / Transman
− Woman / Transwoman
− Gender diverse / Nonbinary/ Genderqueer

− Something else not listed: (please specify)
− Prefer not to state

https://dpcpsi.nih.gov/sgmro/measurement/questions
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Guidelines for Data Collection
Federal surveys lag best practices
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Study Design: secondary data

Insurance Claims Data
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Description ICD-9 ICD-10
Trans-sexualism 302.5 F640
Trans-sexualism with asexual history 302.51
Trans-sexualism with homosexual history 302.52
Trans-sexualism with heterosexual history 302.53
Gender identity disorder in childhood 302.6 F642

Gender identity disorder in adolescence and adulthood 302.85 F641
Other gender identity disorders N/A F648
Gender identity disorder, unspecified N/A F649
Personal history of sex reassignment N/A Z87.890

Electronic Health Records
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Study Design: secondary data
PrEP users in Oregon's Medicaid Program
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Ethics in SGM Research 
Informed consent:  be explicit about requirements, risks, 
and benefits for study participants. Legacies of harm and 
mistrust from gender diverse communities exist as it 
relates to healthcare and clinical research.

Examples: 
• Physical exams may carry unique risk for TGD communities.
• Incorporate trauma informed principles in research activities that 

may be intrusive. 
• Make explicit that declining to participate will not interfere with 

access to gender affirming care
https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012
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Ethics in SGM Research 
Prevent community harm: Seek meaningful collaboration 
with TGD stakeholders when conducting TGD specific 
research and/or including TGD communities in clinical 
research.

Examples: 
• Prevent results from your study to be used to perpetuate 

stigma or lead to harmful policies.  
• Determine if and how results from your study can be 

disseminated to inform healthcare and policy that are 
positively impactful for TGD communities.

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012
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Ethics in SGM Research 
Rationale for inclusion/exclusion: be explicit and 
transparent about why certain communities will or will 
not be part of the research

Example: 
• If your study will not meaningfully contribute to the body of 

knowledge, don’t include communities in the study just to be 
“inclusive” 

• If measures or questionnaires are not validated for TGD 
individuals exclusion may be necessary

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012
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Ethics in SGM Research 

Recognize TGD community diversity: Respect TGD 
communities as heterogeneous and plan accordingly.  

Examples: 
• Promote inclusion by engaging data collection practices that move 

beyond the gender binary, won’t conflate gender identity, 
sexuality, sexual behaviors, and/or individual anatomy. 

• Consider unique needs exist across TGD communities and if 
research may be distressing plan for appropriate culturally 
inclusive community resources.

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012

https://www.liebertpub.com/doi/full/10.1089/trgh.2017.0012
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What are you asking?

Why are you asking it?

How will you use it?
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Mental Health
Women are twice as likely as 
men to experience depression 
– some women experience 
mood symptoms related to 
hormone changes during 
puberty, pregnancy, 
menopause.

Women are more likely to admit 
negative mood states and seek 
treatment for mental health, in 
contrast to men.

Poll:
Sex or gender?
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Smoking Cessation
Women have a harder time quitting smoking 
than men do. Women metabolize nicotine, 
the addictive ingredient in tobacco, faster 
than men. Differences in metabolism may 
help explain why nicotine replacement 
therapies, like patches and gum, work better 
in men than in women. Men appear to be 
more sensitive to nicotine’s pharmacologic 
effects related to addiction. 

Although men are more 
sensitive than women to 
nicotine’s addiction-related 
effects, women may be 
more susceptible than men 
to non-nicotine factors, 
such as the sensory and 
social stimuli associated 
with smoking. 

Poll:
Sex or gender?
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Osteoporosis
Osteoporosis in men older than 
50 can go undetected and is 
often undertreated because 
patients and providers think of 
osteoporosis as a “woman’s 
disease.” 

Osteoporosis is more common 
in women because they have 
less bone tissue than men and 
experience a rapid phase of 
bone loss due to hormonal 
changes at menopause. 

Poll:
Sex or gender?
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Arthritis
Walking in high-heeled shoes 
increases stress on the knee 
joint, placing women at 
increased risk of developing 
osteoarthritis. 

Women and girls are more likely to injure 
their knees when playing sports, in part 
due to their knee and hip anatomy, 
imbalanced leg muscle strength, and 
looser tendons and ligaments. Knee 
injuries such as ACL tears dramatically 
increase a person’s risk of developing 
osteoarthritis later in life. 

Poll:
Sex or gender?
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https://orwh.od.nih.gov/sites/orwh/f
iles/docs/SexGenderInfographic11x1
7_508_Final_2.pdf

NIH.gov/women

https://orwh.od.nih.gov/sites/orwh/files/docs/SexGenderInfographic11x17_508_Final_2.pdf


Thank You
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