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MOVEMENTS

LEADERS

Chapter 1
We Built Women’s Health Research Together




Chapter 2
The Past & the Power of Research

Women’s Health Initiative

EVATAR™: Modeling the Female Reproductive
Tract in 3-D




The Past & the Power of Research

Funded by NHLBI and launched in 1993

One of the largest disease prevention and clinical studies ever
conducted for women’s health

Ongoing, still contributing knowledge about CVD and aging
Inspired rapid changes in medical practice, offering benefits
143 times the cost of the original research

=== EVATAR™: Modeling the Female Reproductive
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The Past & the Power of Research

- EVATAR™: Modeling the Female Reproductive
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The Past & the Power of Research

e e e ) Continuous progress on reducing death rates since 1990
1994 discovery by NIH-funded researchers of the first gene shown to be
responsible for some inherited breast (and ovarian) cancer
Discoveries in breast cancer genetics have informed screening, genetic
testing, risk assessment models, and clinical management decisions
Evidence informed menopausal hormone therapy implications
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The Past & the Power of Research
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The Past & the Power of Research

70% of cervical cancers are caused by HPV types 16 & 18

More than 1/3 of HPV-associated cancers are diagnosed in males (e.g.,
oropharyngeal) — more than half of oropharynx cancers are type 16
NCl-funded, ORWH-supported clinical trial is testing efficacy of single-
dose vaccine against cervical cancer; interim results indicate long-
lasting protection




The Past & the Power of Research
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The Past & the Power of Research

Decline in Breast Cancer Rates

HPV Vaccine

NIH—-DOD-FDA collaboration to address high rates of failure of candidate
medications due to toxicity or lack of efficacy
EVATAR™ is a miniaturized 3-D model of the female reproductive tract &
liver
o Could pave way for improved testing for infertility, endometriosis,
uterine fibroids, cancer, etc.
o Current use includes modeling PCOS and testing candidate meds




Inclusion = it’s in our DNA

e 42 USC 289a-2 and the 1993 NIH Revitalization Act
require researchers to include women and men

» Seeks distribution of participants by sex/gender, race,
ethnicity, and age to reflect populations needed to
meet study goals

* In response to the 215t Century Cures Act, NIH issued

the Inclusion Across the Lifespan policy
* Requires inclusion of all ages — unless there’s scientific
or ethical rationale for exclusion

e Requires NIH-defined applicable phase Il clinical trials
to report results disaggregated by sex/gender, race,
and ethnicity into ClinicalTrials.gov

INCLUSION ))) MULTIDIMENSIONAL & LIFE COURSE PERSPECTIVE



Multidimensional Framework represents
intersection of factors affecting the health of all women
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Health of Women Across the Life Course
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Biological Perspective — Internal Factors

( Interaction

such as sex influences at genetic, molecular, cellular, & physiological levels
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111111 NIH Strategic Plans and Visions
https://report.nih.gov/strategicplans
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https://report.nih.gov/strategicplans

NIH to balance sex in cell
and animal studies
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Putting Science to Work for the Health of Women
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NIH’s policy to consider sex as a biological
variable

SABV

Informs and improves design of clinical research and human trials

More ™
Informs development of sex- and gender-appropriate medical care
. Complete
' Knowledge
Enables individualized care for women and men
Base

Fosters system-based understanding of influences of sex and
gender on health & disease

Est. Jan. 25, 2016
Clayton. 2016. FASEB J. 30: 519-524.
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BIRCWH

Building
Interdisciplinary
Research
Careers in
Women’s Health

7 1COs

Mentored Career
Development
Program

ORWH advances science through focused

NIH-wide research collaborations

SCORE

Specialized
Centers of
Research
Excellence on
Sex Differences

8 ICOs

Disease-Agnostic
Research Centers

Sex & Gender

Studies that are
preclinical, clinical,
or both preclinical

and clinical.

26 I1COs

Funding Program to
Expand Sex &
Gender Data

RO1

Intersection of

sex & gender

influences on
health & disease

11 1COs

Sex & Gender
Influences on Health
& Disease

RFA-OD-19-029
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NIH’s robust response to maternal health disparities

eTrans-NIH
Maternal
Mortality Task

Force
e N/ICHD-OD-
ORWH
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* CVD
* |Infection/immuni
8%
* Mental health

IDeA States | ::

e|nstitutional

Development

Award States
program

e Administrative
supplements to
expand research
and research
capability

RO1 | NIHMD

e Addressing
Racial
Disparities
in Maternal
Mortality &
Morbidity

e|ntersection of
domains and
levels of
influence

eFY2017-20
>50 awards

e|nsulin resistance,
neonatal adiposity

oSickle cell disease
eFibroid growth
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ORWH is producing E-Learning modules on sex and gender

for the biomedical and research community

SABV Primer

Introduction to the scientific basis of sex- and
gender-related differences

Bench to Bedside

Integrating sex & gender to improve human health

1 — Immunology

2 — Cardiovascular Disease
3 — Pulmonary Disease

4 — Neurology

/Y U.S. FOOD & DRUG
https://orwh.od.nih.gov/career-development-education/e-learning ADMINISTRATION

OFFICE OF WOMEN'S HEALTH


https://orwh.od.nih.gov/career-development-education/e-learning

NIH roadmap for COVID-19 research - including pregnancy-
related impacts

NIH-Wide Strategic Plan for COVID-19 Research

PRIORITY 4

PRIORITY 1 PRIORITY 2 PRIORITY 3 PRIORITY 5

Improve Advance Research Support Research Accelerate Prevent and
Fundamental To Improve To Advance Research To Redress Poor
Knowledge Detection Treatment Improve Preven§jon COvID-19
of SARS-CoV-2 and by developing and by evaluating new or by developing vaccirlgs, Outcomes
COVID-19 disease validating new assays repurposing existing other methods to prevint in health disparity
progression, outcomes, and retooling existing treatments and defining transmission, and and vulnerable
and recovery diagnostic platforms implementation implementation model populations
NIH-Wide Strategic Plan for stratogies

COVID-19 Research CROSSCUTTING STRATEGIES
PARTNERING SUPPORTING INVESTING
July 2020 to promote collaborative science the research workforce and infrastructure in data science

https://www.nih.gov/research-training/medical-research-initiatives/nih-wide-strategic-plan-covid-19-research


https://www.nih.gov/research-training/medical-research-initiatives/nih-wide-strategic-plan-covid-19-research

Chapter 4
Advancing careers and diversity for
better science

MISSION

“develop opportunities and support for recruitment, retention,
re-entry, and advancement of women in biomedical careers”

PIVOTAL EVENTS

* BIRCWH’s 20 years of research and careers development

* NASEM Beyond Bias and Barriers (2006)

* WG on Women in Biomedical Careers

* Family-friendly policies

 Causal Factors and Interventions RFA

* Women of Color Research Network

* NASEM Promising Practices for Addressing the
Underrepresentation of Women in Science, Engineering, and
Medicine (2020)

* No More Manels



New programs support women during
Critical Ilfe events NIH Challenge Prize for

Enhancing Faculty
- Men Gender Diversity

40-30%

Promoting Career Continuity Promoting Career Continuity
for K Awardees for RPG Awardees

Lerchenmueller et al. 2018. Research Policy. https://doi.org/10.1016/j.respol.2018.02.009; www.challenge.gov/challenge/nih-prize-for-enhancing-faculty-gender-diversity/ ~ 2°



https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-054.html
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-054.html
https://doi.org/10.1016/j.respol.2018.02.009
https://www.challenge.gov/challenge/nih-prize-for-enhancing-faculty-gender-diversity/

Impact of COVID-19
on Biomedical Careers

Women are >70% of health care workers

Eroding progress that’s been made toward
gender equity

Exacerbating challenges many women
scientists already face - especially among
principal caregivers

Navigating work from home, homeschooling
and caregiving

Increased gender gap in publication

* Women first authorship dropped from 35.9% in
December to 20.2% in April

e Last authorship, from 26.1% to 19.3%

Even more devastating impact on early-
career investigators and women of color
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WOMEN'S HEALTH AT NIH

WOMEN'S HEALTH [N FOCUS AT NIH

Mational Institutes of Health - Office of the Director | Volume 3, lssus 4, 2020

Inclusion
Policies at NIH

HISTORY

INCLUSION

30™ ANNIVERSARY ISSUES

bit.ly/ORWHInFocus

OFFICE OF RESEARCH
ON WOMEN'S HEALTH I h P |
' Advancing the Health of- e u S e
Years

Women Through Science

ORWH’s monthly email | bit.ly/ORWHpulse

Connect With Us
@JanineClaytonMD

"@NIH_ORWH
f NIHORWH
NIH.gov/women



https://orwh.od.nih.gov/about/newsroom/orwh-quarterly-publication
https://public.govdelivery.com/accounts/USNIH/subscriber/new?topic_id=USNIH_110
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