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	FDA	 Mission 

•To   	protect	the  	public 	health 	by 	ensuring 	the 	safety,	 
efficacy,	 and 	security 	of 	drugs, 	products, 	and 	medical 	
devices	 

•To   	protect	the  	safety 	of 	our 	na/on's 	food 	supply, 	
cosme/cs, 	and 	products 	that	emit	 radia/on  	

•To   	regulate 	the 	manufacturing, 	marke/ng, 	and 	
distribu/on 	of 	tobacco 	products 	to 	protect	 the 	public 	
health 	
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Collabora:on 

FDA	 EFFORTS 
RELATING TO 

PREGNANT AND 
LACTATING 
WOMEN 

Research Communica:on 
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Pregnancy and Lacta:on 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 

Cosme:cs	
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Pregnancy & Lacta:on Research

FDA 

Na:onal	 
Center	for	 

Toxicological 
Research 
(NCTR) Office	of	 

Women’s	 
Health	(OWH)	

Center	for	 
Biologics	 
Evalua:on	 

and Research 
(CBER) 

Center	for	 
Drug	 

Evalua:on	 
and Research 

(CDER) 

Center	for	
Devices 	and 
Radiological 

Health	 
(CDRH) 
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Center	for	
Tobacco 
Products	 
(CTP)	 

Center	for	
Food Safety 
and Applied 
Nutri:on	 
(CFSAN) 



	OUR	 CENTERS 
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Center	for	Biologics	Evalua:on 	and 
Research (CBER)

Mission: Protect	 and enhance the public health through the 
regula/on of biological and related products 

EXAMPLES OF	 PRGLAC RESEARCH: BIOLOGICS 

• Safety 	and 	Efficacy	 of 	Vaccines7

• Maternal 	Immuniza/on7

• Zika 	infec/on 	in 	pregnant	 women6

• Zika	 Blood 	Safety 	Risk 	Assessment	

• Sen/nel 	Program	 (Surveillance 	Ac/vi/es	
Related	 to	 the	 Safety	 of 	Vaccines 	in 	Pregnant
Women)	

8	



	 	 	 	 	
	

	 	 	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	

	
  	 	 	
 
  	 	 	

	 	 	
	 	 	

  	 	

	 	 	 	

Center for Devices and Radiologic 
Health	 (CDRH)

Mission: To protect	 and promote public health through access to 
safe, effec/ve products, and to provide accessible informa/on to 

consumers	 

EXAMPLES OF	 PRGLAC RESEARCH: DEVICES 

Electromagne/c 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	Evalua:on 	and	 
Research 	(CDER)	

Mission: To ensure that	 safe and effec/ve drugs are available 
to improve the health of people in the United States 

Division	o f	Pediatric	and	 
Maternal	 Health	 (DPMH)	

Mission: 		To 	develop	 clinically 	
relevant,	 evidence-based	 labeling 	
and 	other	 communica/ons 		that	 

facilitate 	informed 	use	 of 	
medicines 	in 	children 	and 	women 	

of	 childbearing 	poten/al 	

Division	 of	 Bone,	 Reproduc:ve 	
and	Urologic 	Products	 (DBRUP)	

Mission: 	To	 assure	 the	 safety	 and	 
efficacy	 of	 drugs	 and	 therapeu/c	 
biologics 	aimed 	at	 improving 	bone, 	
reproduc/ve,	 and 	urologic 	health 	

10	



	
	 	 	 	

  	 	 	 	 	 	
		

  		
 

  	 	 	
  	 	 	
  	 	 	 	 	 	

	
  	 	 	 	 	 	

	 	

	 	 	 	

Center	for	Drug	Evalua:on 	and 
Research (DPMH, DBRUP, OSE)

EXAMPLES OF	 PRGLAC RESEARCH: DRUGS 

• Medica/on in Pregnancy Risk Evalua/on Program
(MEPREP)35

• Pregnancy	 Registries3

• Collabora/ve 	research29

• Mechanisms of therapies
• U/liza/on of medica/on
• Iden/fica/on of therapy for use during

pregnancy
• PK/PD studies of therapies during pregnancy

and/or lacta/on 11	



	 	 	 	 	 	
	

	 	 	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	

	 	 		

  	 	 	

 
  	 	 	 	

  	 	 	 	
  	 	 	 	 	

	 	

	 	 	 	 	 	 	

Center for Food Safety and Applied 
Nutri:on	 (CFSAN)

Mission: To promote and protect	 the public's health by ensuring 
that	 the na/on's food and cosme/c products are safe, sanitary, 

and honestly labeled 

EXAMPLES OF	 PRGLAC RESEARCH: FOOD & NUTRITION SAFETY 

• Infant	 Feeding Prac/ces Study13

• Funded	by 	OWH4,5

• Nervous system dysfunc/on and contaminant
exposure

• Contaminants in dietary supplements
• Birth Defect	 poten/al of cosme/c products

containing re/nol

12	



	
	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	 	

	

 

 

 

 

 

 

	 	 	 	

Center	for	Tobacco 	Products	 (CTP)
Mission: To protect	 Americans from tobacco-related death and 
disease by regula/on of tobacco products and educa/on of the 

public 

EXAMPLES OF	 PRGLAC RESEARCH: TOBACCO 

• CTP	Funde d	Ques/ons
Pregnancy	 Risk 	Assessment
Monitoring 	System 	(PRAMS)20

• Percep/ons 	of 	Health 	Risk 	from	
Smokeless 	Tobacco 	and	
Nico/ne 	Products22

• Popula/on 	Assessment	of 	
Tobacco 	and 	Health 	(PATH)21

• Ultrasound 	Markers	 of	
Maternal 	Smoking8

• Flavors 	and 	Design	
Features 	Impac/ng	
Waterpipe 	Use	 and	
Toxicity8

• Low 	Nico/ne 	Cigarejes8
13	



	 	
		 	 	 	 	 	 	 	 	

	 	 	 	 	

  	 	 	 	
	 		 	

  	 	 	 	
  	 	 	 	
  	 	 	 	

  	 	 	 	 	 	
	 	 	 	 	

	

	 	 	

Na:onal	Center 	for 	Toxicology	
Research (NCTR)

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

EXAMPLES OF	 PRGLAC RESEARCH 

• Preclinical Exposure Impact	 on Fer/lity,
Prenatal and Post-natal Development30

• Pharmacokine/cs of Drugs and Chemicals23

• Biology and Metabolism of BPA25

• Exposure of Thyroid-Disruptor Risk
Evalua/on2

• Modeling and Simula/on of Physiology of
Pregnancy in order to Test	 Drug
Metabolism30

14	



	 	
		 	 	 	 	 	 	 	

	 	 	 	

	 	 	

 

 

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

• Collabora/ve 	efforts	 with 	Centers	 on	
guidance 	development	and  	pregnancy	
and 	lacta/on 	projects	

15	



Crea:on 	of	Policies	and 	Guidances	
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FDA	 Guidances:	 

Pregnancy 	and 	Lacta:on 
Submission 	of 	Premarket	N o9fica9ons 	for 	Magne9c	 Resonance 	

Diagnos9c	 Devices34

	 	 	 	 	 	 	
	 	 	 	 	

Revised Recommenda9ons for Reducing the Risk of Zika 
Virus	Transmission by Blood and Blood Components6

Considera9ons 	for 	Developmental 	Toxicity 	Studies 	for 	Preven9ve	 and 	Therapeu9c	
Vaccines 	for 	Infec9ous 	Disease 	Indica9ons33

Reproduc9ve	 and 	Developmental 	Toxici9es 	—Integra9ng 	Study 	Results 	to	 Assess	 
Concerns32

Evalua9ng 	the	 risks	 of 	drug 	exposure 	in 	human 	pregnancies36

Establishing 	Pregnancy 	Exposure 	Registries31
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DraX Guidances 
• Pregnancy, Lacta/on, and Reproduc/ve Poten/al:
Labeling for Human Prescrip/on Drug and Biological
Products-Content	 and Format

• Pharmacokine/cs in Pregnancy - Study Design, Data
Analysis, and Impact	 on Dosing and Labeling

• Clinical Lacta/on Studies-Study Design, Data	 Analysis
and Recommenda/ons for Labeling

Source: 
hjps://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInforma/on/Guidances/UCM425398.pdf	 
hjps://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInforma/on/Guidances/UCM072133.pdf	 
hjps://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInforma/on/Guidances/UCM072097.pdf	 
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Collabora:on 	Efforts	
FDA collaborates internally and externally with 
federal, academic and other organiza/ons to 

develop a	 variety of programs to benefit	 pregnant	
and lacta/ng women 

19	



  	 	 	 	 	
 

  	 	 	 	 	 	
  	 	 	 	 	

	 	 	

	

Clinical	Pra c:ce	Informa:on	a nd	 
Recommenda:ons 	

• FDA does not	 provide direct	 clinical care
• FDA 	does

– Regulate prescrip/on drugs, biologics and devices
– Communicate through a	 variety of mechanisms
such as product	 labelings

20	



	

	 	 	 	 	 	 	 	
	 	 	 	

	 	 		

Communica:on 

FDA u/lizes various forms of print, digital, and 
web-based communica/ons related to 

pregnancy and lacta/on. 

Website	 Publica/ons 	 Social 	Media 	

Conferences,	 
mee/ngs,	 
workshops	 

Press	 releases/ 
News 	media 	

Outreach	 
Ac/vi/es	 

21	
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FDA	 Pregnancy Registry List 

• Connects consumers
and health
professionals to over
40 pregnancy
registries

• Provides links to drug
informa/on and
educa/onal resources
for pregnant	 women

www.fda.gov/pregnancyregistries	 24	

https://www.fda.gov/pregnancyregistries


	 	 	
	

PREGNANCY AND LACTATION 
LABELING 

25	



	 	 	 	
  	 	 	 	

	 	 		 	
	 	 	

	 	 		

  	 	 	 	 	
	 	 	

	 	 	 	
	 	 	

	

Pregnancy and Medica:on Use 

• Only a	 small percentage of
drugs are contraindicated for
use in pregnancy.
 – e.g., isotre/noin, mycophenolates 

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

The	ques:on 	is	HOW?	

26	



  	 	 	 	

  	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	
	 	 	 	

The	Problem	with Le^ers	

 • Overly simplis/c

• Misinterpreted as a	 grading system

• A drug with adverse informa/on in animals
could be labeled as the same category as a	 drug
with no animal informa/on

27	



	

	 	 	 	
	 	 	 	

  	 	 	 	 	 	 	

 

  	 	 	 	 	 	 	 	

  	

  	

FDA	 Solu:on 

Replace Pregnancy Le^er Categories 
with an integrated Risk	 Summary 

– More complete assessment of the known risks

– Considera:ons	of	medical/disease	factors

– Animal data put in context of human exposure

– Human	data	added	when	available

– Explicitly	states	when	no	data	are available

28	
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Pregnancy and Lacta:on Labeling Rule 

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

• ALL prescrip/on drugs to remove pregnancy
lejer categories by June 2020, gradual
process

• Prescrip/on drugs approved on or aler June
30, 2001 must	 revise content	 and format	 of
the Pregnancy and Lacta/on sec/ons of
labeling

30	



  	 	 	 	 	
	 	 	 	 	 	 	 	 	

	 	 	 	 		

  	 	 	 	 	 	 	
	 	 	

	 	 	 	

	

  	 	 	 	 	 	 	 	 	
	 	 	 	 	 	 		

  	 	 	 	 	 	 	 	 	
	 	 	 	 	 	 	 	 	

	 	 	 	 	 	 	

Summary	

1	
• FDA designs	 and	 performs	 research	 which will assist	 in advancing
knowledge regarding the safety and efficacy of drugs, devices,
biologics, cosme/cs, food, and tobacco

2	
• FDA's role as a	 regulatory agency includes development	 of guidances
and	collabora:ons	to	develop	health	policy	 and compliance with
federal mandates as appropriate

3	
• FDA u/lizes a	 myriad of different	 forms of print, digital, and web-
based communica/ons related to pregnancy and lacta/on.

4	
• FDA collaborates internally across centers and offices and externally
with federal, academic and other organiza/ons to develop a	 variety
of programs that	 will benefit	 pregnant	 and lacta/ng women.

31 
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