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Disclaimer

The views expressed are those of the speaker 
and do not necessarily reflect official policy of 
the US FDA. No official endorsement by the US 
FDA is intended or should be inferred. 
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Our Mission

• Identify and monitor the progress of crosscutting 
and multidisciplinary women's health initiatives 
including changing needs, areas that require study, 
and new challenges to the health of women as they 
relate to FDA's mission

• Serve as the principal advisor to the Commissioner 
and other key Agency officials on scientific, ethical, 
and policy issues relating to women's health

• Promote the inclusion of women in clinical trials 
and the implementation of guidelines concerning 
the representation of women in clinical trials and 
the completion of data analysis
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SCIENCE EDUCATION ENGAGEMENT

OWH achieves its mission through the foundational principle that Sex is a 
Biological Variable (SABV) 
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Diverse Women in Clinical Trials



FDA Guidance for Industry 

Representatives of both sexes 
should be included in clinical trials 
in numbers adequate to allow 
detection of clinically significant 
sex-related differences in drug 
response.
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OWH created the first FDA Women’s 
Health Research Roadmap 

http://inside.fda.gov:9003/do
wnloads/scienceresearch/speci
altopics/womenshealthresearc
h/ucm479681.pdf
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1. 
Advance 
Safety 

and 
Efficacy

2. Improve 
Clinical Study 
Design and 

Analysis
3. Evaluate New 

Modeling and 
Simulation 

Approaches
4. Advance 
Biomarker 
Science

5. Expand Data 
Sources and 

Analysis

6. Improve 
Health 

Communications

7. Identify Sex 
Differences

via Emerging 
Technologies 

Read the Women’s Health Research Roadmap

https://www.fda.gov/science-research/womens-health-research/womens-health-research-roadmap

Priority Areas Outlined in 
OWH Women’s Health 
Research Roadmap
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Task Force on Research Specific to 
Pregnant Women and Lactating Women 

(PRGLAC) 
The 21st Century Cures Act P.L. 114-255 

• Advise the Secretary of Health and Human Services (HHS) 
regarding gaps in knowledge and research on safe and 
effective therapies for pregnant women and lactating 
women

• OWH serves as the FDA lead to the Task Force

• 15 recommendations

• Implementation of recommendations report – Summer 2020 

https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/SignificantAmendmentstotheFDCAct/21stCenturyCuresAct/default.htm
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Related FDA Guidance  
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FDA Office of Women’s Health 
Pregnancy Registries Webpage

www.fda.gov/pregnancyregistries

 Connects pregnant women and health 
professionals to ~123 registries

 Links to drug information

 Patient education resources 

 www.fda.gov/pregnancyregistries
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Visit :https://cure.ncats.io/
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OWH Education:
FY20 and Beyond
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Recent OWH Publications
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Stay Connected with FDA OWH 

Office of Women’s Health



Thank you
www.fda.gov/womens

www.fda.gov/womenshealthresearch
@FDAWomen on Twitter
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http://www.fda.gov/womenshealthresearch
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