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Pregnancy and Lactation Research  
Programs at FDA Evaluate a Broad 
Array of Issues Including: 

Mechanisms of therapies 

Nonclinical studies 

 PK/PD studies 

 Risk of exposure  

 Impact of tobacco use 

 

Drugs 

Devices 

Biologics 

Tobacco 

Food 

Cosmetics 
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Presenter
Presentation Notes
FDA designs and performs research to advance knowledge related to drugs, devices, and biologics used by pregnant and lactating women.  FDA supported science includes basic research into the mechanisms of therapies in pregnancy and lactation; preclinical studies, especially in toxicity; utilization of medication by pregnant and lactating women; safety and effectiveness of therapies and medications during pregnancy and lactation; pharmacokinetics and pharmacodynamics; effects of exposure to medical devices; and the impact of tobacco product use during pregnancy and lactation
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Presentation Notes
Specifically our Product Centers, National Center for Toxicological Research, and Office of Women’s Health conduct research programs and a diverse array of collaborative activities related to pregnant women and lactating women.



OUR CENTERS 
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Center for Biologics Evaluation and 
Research (CBER) 

Mission:  Protect and enhance the public health through the 
regulation of biological and related products 

 
EXAMPLES OF PRGLAC RESEARCH: BIOLOGICS 

 • Safety and Efficacy of Vaccines7 

• Maternal Immunization7 

• Zika infection in pregnant women6 

• Zika Blood Safety Risk Assessment 

• Sentinel Program (Surveillance Activities 
Related to the Safety of Vaccines in Pregnant 
Women) 
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Center for Devices and Radiologic 
Health (CDRH) 

Mission: To protect and promote public health through access to safe, 
effective products, and to provide accessible information to 

consumers 
 

  EXAMPLES OF PRGLAC RESEARCH: DEVICES 
 Electromagnetic Exposure9,10,11 

• Hand-held metal detectors 
• MRI 
• RF Exposure and 

Temperature Increases in 
pregnant women from MRI 

• RF Exposure 
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Center for Drug Evaluation and 
Research (CDER) 

Mission: To ensure sure that safe and effective drugs are 
available to improve the health of people in the United States 

 

Division of Pediatric and 
Maternal Health (DPMH) 
 

Mission:  To develop clinically 
relevant, evidence-based labeling 
and other communications  that 

facilitate informed use of 
medicines in children and women 

of childbearing potential 
 

Division of Bone, Reproductive 
and Urologic Products (DBRUP) 

 

Mission: To assure the safety and  
efficacy of drugs and therapeutic  

biologics aimed at improving bone, 
reproductive, and urologic health 
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Presentation Notes
Within CDER the two Divisions of CPMH and DBRUP are intricately engaged in pregnancy and lactation initiatives including research 



Center for Drug Evaluation and 
Research (DPMH, DBRUP, OSE) 

EXAMPLES OF PRGLAC RESEARCH: DRUGS 
 • Medication in Pregnancy Risk Evaluation Program 

(MEPREP)35  
• Pregnancy Registries3  
• Collaborative research29 

• Mechanisms of therapies 
• Utilization of medication 
• Identification of therapy for use during 

pregnancy 
• PK/PD studies of therapies during pregnancy 

and/or lactation 
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Center for Food Safety and Applied 
Nutrition (CFSAN) 

Mission: To promote and protect the public's health by ensuring  
that the nation's food and cosmetic products are safe, sanitary,  

and honestly labeled  
 

EXAMPLES OF PRGLAC RESEARCH: FOOD & NUTRITION SAFETY 
 • Infant Feeding Practices Study13 

• Funded by OWH4,5 

• Nervous system dysfunction and contaminant 
exposure 

• Contaminants in dietary supplements 
• Birth Defect potential of cosmetic products 

containing retinol 
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Center for Tobacco Products (CTP) 
Mission: To protect Americans from tobacco-related death and 
disease by regulation of tobacco products and education of the 

public 

EXAMPLES OF PRGLAC RESEARCH: TOBACCO 

• CTP Funded Questions 
Pregnancy Risk Assessment 
Monitoring System (PRAMS)20 

• Perceptions of Health Risk from 
Smokeless Tobacco and 
Nicotine Products22 

• Population Assessment of 
Tobacco and Health (PATH)21 

• Ultrasound Markers of 
Maternal Smoking8 

• Flavors and Design 
Features Impacting 
Waterpipe Use and 
Toxicity8 

• Low Nicotine Cigarettes8 
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National Center for Toxicology 
Research (NCTR) 

Mission:  To function as a major research arm to support FDA’s 
ability to make science-based decisions 

 
EXAMPLES OF PRGLAC RESEARCH 

 • Preclinical Exposure Impact on Fertility, 
Prenatal and  Post-natal Development30 

• Pharmacokinetics of Drugs and Chemicals23 

• Biology and Metabolism of BPA25 

• Exposure of Thyroid-Disruptor Risk 
Evaluation2 

• Modeling and Simulation of Physiology of 
Pregnancy in order to Test Drug Metabolism30 
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Office of Women’s Health (OWH) 

Mission:  Protect and advance the health of women through 
policy, science and outreach 

 

 
 PRGLAC RESEARCH FUNDING 

 • Annual intramural research program 
provides funding across FDA Centers 
and Offices4,19 

• Collaborative efforts with Centers on 
guidance development and pregnancy 
and lactation projects 
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** Studies funded by OWH at CFSAN ~12 studies listed in question 30 shows interagency collaborations and that FDA is a colla



Creation of Policies and Guidances 
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Presentation Notes
Another area of impact in pregnancy and lactation is the development of Public Policies and Guidances for IndustryFDA's role as a regulatory agency also includes development of guidance, policies, and information to ensure the safety and effectiveness of therapies for pregnant and lactating women.  



FDA Guidances: 
Pregnancy and Lactation 

Submission of Premarket Notifications for Magnetic Resonance  
Diagnostic Devices34 

Revised Recommendations for Reducing the Risk of Zika Virus  
Transmission by Blood and Blood Components6 

 

Considerations for Developmental Toxicity Studies for Preventive and Therapeutic 
Vaccines for Infectious Disease Indications33 

Reproductive and Developmental Toxicities —Integrating Study Results to Assess 
Concerns32 

 

Evaluating the risks of drug exposure in human pregnancies36 
 

 

Establishing Pregnancy Exposure Registries31 
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Draft Guidances 

• Pregnancy, Lactation, and Reproductive Potential: 
Labeling for Human Prescription Drug and Biological 
Products-Content and Format 

• Pharmacokinetics in Pregnancy - Study Design, Data 
Analysis, and Impact on Dosing and Labeling 

• Clinical Lactation Studies-Study Design, Data Analysis 
and Recommendations for Labeling 

 
Source: 
Pregnancy, Lactation and Reproductive Potential Guidance 
Guidance for Industry: Pharmacokinetics in Pregnancy 
Guidance for Industry: Clinical Lactation Studies 17 

Presenter
Presentation Notes
Guidance under DevelopmentPregnancy Planning and Prevention-Recommendations for Pregnancy Testing and contraception for drugs with teratogenic potentialPregnant Women in Clinical Trials-Scientific and Ethical considerationshttps://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM425398.pdf

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM425398.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM425398.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072133.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072097.pdf


Collaboration Efforts  
FDA collaborates internally and externally with 
federal, academic and other organizations to 

develop a variety of programs to benefit pregnant 
and lactating women 
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Clinical Practice Information and 
Recommendations 

• FDA does not provide direct clinical care 
• FDA does 

– Regulate prescription drugs, biologics and devices 
– Communicate through a variety of mechanisms 

such as product labelings 
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FDA generally does not provide direct clinical care.  However, the information produced and analyzed by the FDA forms the foundation for the regulation of prescription drugs, biologics, and medical devices.  



Communication 

FDA utilizes various forms of print, digital, and 
web-based communications related to 

pregnancy and lactation.  

Website Publications 

Conferences, 
meetings, 
workshops 

Social Media 

Press 
releases/News 

media 

Outreach 
Activities 
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FDA Pregnancy Registry List  

• Connects consumers 
and health 
professionals to over 
40 pregnancy 
registries  

• Provides links to drug 
information and 
educational resources 
for pregnant women 

 www.fda.gov/pregnancyregistries 23 



PREGNANCY AND LACTATION 
LABELING 
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Pregnancy and Medication Use 
• Only a small percentage of 

drugs are contraindicated  for 
use in pregnancy. 

-- e.g., isotretinoin, mycophenolates  

 

• For the majority of drugs, 
labeling should provide what is 
known in a way that enables 
decisions for treatment. 

 
The question is HOW? 
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The Problem with Letters 

• Overly simplistic 

• Misinterpreted as a grading system 

• A drug with adverse information in animals 
could be labeled as the same category as a drug 
with no animal information 
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FDA Solution 

Replace Pregnancy Letter Categories 
with an integrated Risk Summary 

– More complete assessment of the known risks 

– Considerations of medical/disease factors 

– Animal data put in context of human exposure 

– Human data added when available 

– Explicitly states when no data are available 

27 



28 

Presenter
Presentation Notes
Improving communication of the key information needed for risk/benefit discussions between healthcare professionals and their patients.



Pregnancy and Lactation Labeling Rule 

• Took effect on June 30, 2015, immediately 
applicable for drugs approved after that date 

• ALL prescription drugs to remove pregnancy 
letter categories by June 2020, gradual 
process 

• Prescription drugs approved on or after June 
30, 2001 must revise content and format of 
the Pregnancy and Lactation sections of 
labeling 
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Summary 

1 
• FDA designs and performs research which will assist in advancing 

knowledge regarding the safety and efficacy of drugs, devices, 
biologics, cosmetics, food, and tobacco  

2 
• FDA's role as a regulatory agency includes development of guidances 

and collaborations to develop health policy and compliance with 
federal mandates as appropriate 

3 
• FDA utilizes a myriad of different forms of print, digital, and web-

based communications related to pregnancy and lactation.  

4 
• FDA collaborates internally across centers and offices and externally 

with federal, academic and other organizations to develop a variety 
of programs that will be benefit pregnant and lactating women. 
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