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An ad hoc committee of the National Academies of 
Sciences, Engineering, and Medicine will:

1. Review the existing literature on chronic debilitating conditions specific to women. 

2. The review will consider: 
ØThe epidemiology of chronic debilitating conditions including gender and racial and ethnic differences 

in clinical presentation and outcomes 
ØHow the development and accumulation of chronic debilitating conditions in women are influenced by 

factors such as menopause, aging-related skeletal muscle dysfunction (loss of muscle mass, muscle 
strength, and muscle function), and frailty 

ØPrevention, diagnosis, and treatment of female-specific gynecologic conditions 
ØTo the extent possible, the social and economic impact of chronic debilitating conditions 

3. Assemble evidence-based findings on chronic debilitating conditions in women. 
4. The findings should incorporate the influence of social determinants of health, including but not limited 

to gender, race and/or ethnicity, socioeconomic status, sexual and gender minorities, and underserved 
rural populations 

5. Produce a report that describes current gaps in evidence and provides a suggested research agenda for 
the future



REVIEW THE EXISTING LITERATURE
ASSEMBLE EVIDENCE-BASED  FINDINGS

Ø Not a universally accepted definition of gender
Ø Lack uniform knowledge of when science should utilize 

the terms sex and gender
• recognition sex & gender are not interchangeable

Ø Limitations of literature search engine capabilities
Ø No mandatory reporting of sex and gender analysis 

and/or limitations to sex and gender analysis







Opportunities 



Traditional Research Environments

Discovery Product Development Approval/Postmarket 

NIH

FDA

Industry

Knowledge Transfer and Application Occurs Across Environments

M. Jenkins Congressional Task Force on Research Specific to Pregnant Women and Lactating Women (2018)

Academic Institutions, Foundations, Not-for-Profit, other NGOs



Image Source: M. Jenkins @ Laura W Bush Institute
Published:  Development of a PubMed Based Search Tool for Identifying Sex and Gender Specific Health Literature
JWH 9 Feb 2016https://doi.org/10.1089/jwh.2015.5217

https://doi.org/10.1089/jwh.2015.5217


Klein & Flanagan. Nat Rev Immunol 2016 16, 626-638

Sex bias in infectious diseases, inflammatory diseases, 
and cancers



Concept of Biological Plausibility



Molecules 2019, 24, 3214; doi:10.3390/molecules24183214



Harnessing 21st Century 
Research Resources







Opportunities
Develop Stronger Health Policy Mandates

Break Down Research Silos
Consider Biological Plausibility 

Invest in Data Infrastructure
Critically Assess Research Investment



Lessons learned 
through creating 

an evidence-
based sex and 
gender clinical 
textbook for 
primary care 

physicians



Gender Bias 
in Medicine



Research Focused on 
Gender Bias 

Validated Diagnosis And 
Assessment Tools 

In Populations For Which 
They Will Be Utilized

Implement Objective 
Algorithms for 

Treatment of Diagnosed 
Conditions 

Medical Education 
Research







STANDARD STEMI CARE in ER
490 men       233 women

 

INTERVENTION
378 men        171 women 

 4-step protocol
1. ER Criteria do not require cardiology consult 
2. Guideline based drug therapy
3. Immediate transfer to the cardiac cath lab
4. Initial radial approach for vascular access

Men       Women

Who received standard of care by clinical  guidelines?        77%    69% 
Door to cardiac catheterization balloon time                                  104 min     112 min

30-day mortality 6.1% higher in women

Source: Huded CP, et al 
J Am Coll Cardio March 2018



REMOVED GENDER BIAS



Education and the 
Hidden Curricula



Translation to 
Clinical 

Practice

Sex and 
Gender 
Research

Health Professions Education





Therapeutics

Labs & Diagnostics

Physical Exam

Communication/History

Social Determinants of Health

“STACKING” 
Sex  & Gender 

Impact 
on

Health 
Outcomes

Interesting Concept Emerged



FDA Office of Women’s Health 
a

Research Impact and Outcomes 
Framework

https://www.fda.gov/files/science%20&%20research/published
/FDA-Office-of-Women%E2%80%99s-Health--Research-Impact-

and-Outcomes-Framework.pdf



Framework Development

STRATEGICALLY DEVELOP FRAMEWORK COMMITTTEE

SHARE EXPERIENCES & KNOWLEDGE

IDENTIFY & DEFINE IMPACT AREAS

CUSTOMIZE MEASURABLE & ACHIEVABLE METRICS 

CREATE AN METRIC IMPACT SPECTRUM

MAP EACH METRIC TO THE SPECTRUM

ü STEP 1

ü STEP 2  

STEP 3

STEP 4

STEP 5

STEP 6



This Research Agenda will…….



• Knowledge Gaps
• Public Health Priorities
• Align with a Major Funding Agency or Partner  
• Supports Institutional Mission
• Academics

• Extramural Funding
• Federal
• Industry
• Big Tech
• Non-Profit
• Faculty Development

• K Awardees
• Develop a National Reputation

• Community Awareness and Support
• Meet the The Healthcare Triple Aim

• Improve Access, Lower Cost, Increase Quality,

What Will Drive Others To Progress This  Research Agenda



Examples: Align and Define
Engagement
Harnessing appropriate expertise and capabilities, attracting key players to ensure the progress of the 
research agenda

Advocacy
Increasing awareness to influence decisions and actions by stakeholders  in progressing the research 
agenda and dissemination of discoveries

Significance & Alignment
Ensuring funding decisions and research outcomes progress the application of clinically meaningful 
evidence-based findings and improve health outcomes for women with chronic disease

Innovation
Producing a new and measurable shift in the landscape of chronic disease diagnosis, evaluation, 
treatment, and prognosis in women with chronic diseases

Impact AreasSTEP 3



Metrics

Measurable

Achievable

Relavent
Time

Limited

Specific

Developing MetricsSTEP 4



34

Plan to Measure Impact 

Key Performance Indicators
Gap Analysis

34



RIO Framework
User Guide 

https://www.fda.gov/downloads/Scienc
eResearch/SpecialTopics/WomensHealt
hResearch/UCM603175.pdf



Acknowledging Decades 
of 

Foundational Work



20152001200019941993199219871977

NIH Inclusion
Policy

NIH Revitalization Act
NIH ORWH created IOM Report: Does 

Sex Matter?

FDA policy
excluding women of 

childbearing age 
from early phase CTs

FDA Guidance:
both sexes of 

animals in 
preclinical studies

FDA Gender 
Guidance in Drug 

Evaluation

FDA Clinical 
Hold Rule 
instituted

1986

NIH
GAO Report

Inclusion Policy
No data tracking

FDA GAO Report:
Women  

underrepresented,
data not analyzed

1990 1993

FDA  Office of Women’s 
Health created

2000

NIH GAO Study
Lack of data tracking

2001

FDA GAO Study
8/10 drugs withdrawn 

had more adverse 
events in women

2012-
2014

FDASIA 907
Congressional 

Mandate & Action  
Plan

2015

GAO Study
Women 57% of CT 

subjects
No data tracking

NIH policy:
both sexes of cells 

and vertebrate 
animals

FDA Drug Trial 
Snapshots,

Women’s Health 
Research Roadmap

1985

Public Health 
Task Force Report: 
Women’s Health

2016







“The NIH vision of a world where 
every woman receives evidence-
based disease prevention and 
treatment tailored to her unique 
needs, desires, and circumstances.”



THANK YOU

Marjorie R. Jenkins, MD MEdHP FACP
mjenkins@greenvillemed.sc.edu


