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Disclaimer

• I do not have any financial 
disclosures to report

• This presentation 
represents the views of the 
speaker, and not the official 
position of the FDA
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Current Regulatory Landscape
• There are approximately 3.6 million births in the U.S./year
• Pregnant people are often left out of drug development

– Currently no requirements to study drugs in pregnancy
– Data are needed to inform dosing recommendations and safety in 

drug labeling and clinical care
• COVID-19 pandemic clearly illustrated the need for early planning 

and consideration for inclusion of pregnant people   
• Regulatory advances

– Common Rule: has removed reference to pregnant people as 
“vulnerable”

– FDA is working to harmonize its regulations with the Common Rule  
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FDA Efforts to Advance the 
Conduct of Pharmacokinetic (PK) Studies in Pregnancy
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Guidances to Advance Drug Development and
PK Data Collection in Pregnant People

• Pregnant people are an important 
segment of the population that need to 
be studied

• Early and thoughtful consideration are 
needed to avoid delays
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Guidances that Discuss Pregnancy PK Data Collection



7

Regulatory Considerations for the Conduct of
PK Studies in Pregnancy

• Have the regulatory requirements of 45 CFR 46 Subpart B been 
met ?* (nonclinical studies complete; preliminary studies in 
nonpregnant women to inform risk, etc.) 

• What are the benefit-risk considerations? 
– Pre-marketing vs. post-marketing setting
– Trial (administration of a study drug) vs opportunistic study 

* Additional Protections for Pregnant Women, Human Fetuses and Neonates Involved in Research;
Applies to research conducted or supported by HHS; however, recommended by FDA
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Task Force on Research Specific to Pregnant and 
Lactating Women (PRGLAC)

• Required under the 21st Century Cures Act of 
2016

• Objectives: Identify and address gaps in 
knowledge and research regarding safe and 
effective therapies for pregnant women and 
lactating women

• Prepare a report and recommendations to 
the Secretary of the Department of Health 
and Human Services (first report completed 
September 2018; Implementation Report 
published October 2020)
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PRGLAC Recommendations
Relevant to PK Studies 

• Increase the quantity, quality, and timeliness of research involving 
therapeutic products used by pregnant people

• Implement a proactive approach to protocol development and 
study design  

• Develop a systematic plan for timely collection of data, including PK 
data, in pregnant people

• Strengthen the infrastructure for conducting PK/Pharmacodynamic 
(PD) studies

• Develop new research tools for PK and PD
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Global Efforts to Advance PK Studies
in Pregnancy 

Pregnancy and Lactation cluster
CLINICAL PHARMACOLOGY & THERAPEUTICS | 
VOLUME 110 NUMBER 4 | October 2021
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Summary
• PK studies are part of FDA’s commitment to advance data 

collection in pregnant people
• Growing recognition that pregnant people need to be included 

in clinical studies to optimize care
• Challenges and potential solutions will be discussed at this 

meeting
• Stakeholder collaboration is essential to move forward: federal 

agencies, industry, researchers, professional organizations, 
advocacy groups
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Thank You
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