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Disclaimer
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• 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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Guidances
• Represent FDA’s thinking on a particular subject
• Not legally binding
• Draft guidances are followed by a public comment period
• FDA reviews the public comments for consideration in issuing a 

revised draft or final guidance
• Can be revised or withdrawn if outdated
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• Published 5-9-2019
• Public comments were 

accepted through 7-8-2019
https://www.regulations.gov
/document?D=FDA-2018-D-
4693-0001
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• Reflects recommendations from 2014 FDA public meeting of 
stakeholders on how to best collect safety data in pregnant 
women after a drug is approved

• Replaces 2002 Guidance that was limited to a discussion of 
pregnancy registries

• Broadens the scope to include pharmacovigilance, pregnancy 
registries, and large database studies

• Recognition that a single study is not sufficient for adequate 
safety assessment and that there are advantages and 
limitations to each study design

Guidance: Postapproval Pregnancy Safety Studies 
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• Published 5-9-2019
• Public comments were 

accepted through 7-8-2019
https://www.regulations.gov/
document?D=FDA-2018-D-
4525-0001
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Guidance: Clinical Lactation Studies 
• Describes specific situations when a lactation study should be 

considered:
– A drug under review for approval is expected to be used by women of 

reproductive age 
– After approval, use of a drug in lactating women becomes evident 

(e.g., via reports in the  medical literature or lay press) 
– A new indication is being sought for an approved drug and there is 

evidence of use or anticipated use of the drug by lactating women  
– Marketed medications that are commonly used by women of 

reproductive age (e.g., antidepressants, antihypertensives, anti-
infectives, diabetic and pain medications) 

• Discusses ethical considerations for conduct of studies
PRGLAC Meeting August 22, 2019
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Guidance: Clinical Lactation Studies 
• General Considerations :

– Opportunistic studies are appropriate: no study related risk to infant
– Investigational drug/study drug : 

o Study risk: infant exposure to drug is a concern
o Recommend pump and discard during the milk collection and 

clearance interval, and feed the infant stored breastmilk 
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• Published 6-7-2019
• Public comments were 

accepted  through 8-6-2019
https://www.regulations.gov
/document?D=FDA-2019-D-
1264-0001
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Guidance: Women who Become Pregnant 
During a Trial  

• Consideration to allow continued participation 
– Consider Pharmacokinetic (PK) data collection to help 

inform dosing in pregnancy
– Are the nonclinical data adequate to support lack of risk? 
– Do the benefits of continued treatment outweigh the risks 

• To the fetus
• Risk of discontinuation
• Risk of switching to another drug and exposure of the fetus to an 

additional drug 
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Guidance: Clinical Trials in Pregnant Women 
• Ethical and scientific considerations 

– For when it would be appropriate to include pregnant 
women in clinical trials

– Follows HHS framework of human subject protection 
regulations

– Considerations for postmarket vs. premarket setting
– Women who become pregnant during a trial
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Postmarketing vs Premarketing Setting 
• Considerations:

– All 10 regulatory requirements of 45 CFR 46 Subpart B* 
have to be met (these are federal regulations and are 
followed by FDA)

– Risk assessment and benefit considerations may vary 
depending on the setting (i.e. amount of data available to 
inform safety, efficacy, and dosing; gestational age, 
seriousness of the disease, availability of treatment 
options, etc.)

*Applies to research conducted or supported by DHHS; however, applied broadly by FDA
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