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Considerations for Pregnancy Studies 
Premarketing
To support clinical trials (and marketing authorization) in pregnant subjects for small 
molecule pharmaceuticals, as outlined in ICH M3(R2):
• Conduct the standard battery of genotoxicity tests 
• Assess the nonclinical developmental and reproductive toxicity (DART) as outlined in 

ICH S5(R3):
– Fertility and Early Embryonic Development (FEED) to Implantation (Segment I)
– Embryo-Fetal Development (EFD) in 2 species (Segment II)
– Prenatal and Postnatal Development (PPND), Including Maternal Function 

(Segment III)
Postmarketing
• Opportunistic pharmacokinetic (PK) studies among patients already receiving the 

treatment
– To ensure adequate systemic exposure in pregnancy as exposure could be 

affected by the physiologic changes during pregnancy
– Safety data in nonpregnant adults is sufficient to allow opportunistic PK/safety 

studies in pregnant women
– Goal is to explore and confirm doses for use during pregnancy that will lead to 

exposures comparable to the observed data in nonpregnant adults 
– Potential sources to collect safety data

o Pregnancy exposure registries, population-based surveillance, electronic data 
sources (e.g., insurance claims, electronic health records)

o Other pharmacovigilance methods – case reports and case series



4

Pregnancy and Lactation Labeling Rule
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Resources

• Draft Guidance for Industry: Pregnant Women: Scientific 
and Ethical Considerations for Inclusion in Clinical Trials

• Draft Guidance for Industry: Postapproval Pregnancy 
Safety Studies 

• Health and Human Services (HHS) Human Subject 
Protection regulations, including pregnant women

• Task Force on Research Specific to Pregnant Women and 
Lactating Women (PRGLAC)

• Draft Guidance for Industry: Pharmacokinetics in 
Pregnancy – Study Design, Data Analysis, and Impact on 
Dosing and Labeling

https://www.fda.gov/media/112195/download
https://www.fda.gov/media/124746/download
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html#46.207
https://www.nichd.nih.gov/about/advisory/PRGLAC
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pharmacokinetics-pregnancy-study-design-data-analysis-and-impact-dosing-and-labeling
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Thank you!
Poonam.Mishra@fda.hhs.gov
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