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• Crisis: Adulterated foods
• 1906 – Pure Food and Drug Act

– To prevent the “manufacture, sale, or 
transportation of adulterated or misbranded or 
poisonous or deleterious foods, drugs, 
medicines, and liquids.”

– Allowed FDA to order certain products off the 
market



Inspectors from the Bureau of Chemistry, 1909







• Crisis: Diethylene Glycol in Elixir 
Sulfanilamide

• 1938 – Food, Drug, and Cosmetic Act
– Requires premarket review of drugs for safety
– Eliminates most proprietary medicines







• Crisis: Thalidomide
• 1962 FDCA 

Amendments
– Requires 

premarket review 
for safety and 
efficacy

– Requirement for 
adequate and well-
controlled clinical 
trials



Crisis: Unsafe Medical Devices
Response: Premarket Review 

• Medical device amendments of 1976
– Risk-based approach to device regulation
– Higher risk devices get full review for safety 

and efficacy
– Low and moderate risk devices are reviewed 

for substantial equivalence to existing devices



Crisis: Drug safety challenges
Response: Postmarketing authorities to 

make sure benefits exceed risks

• Food and Drug Administration 
Amendments Act of 2007 allow agency to
– Require postmarket studies
– Mandate label changes
– Impose Risk Evaluation and Mitigation 

Strategies



Example: Buccal Fentanyl

• Physicians must be certified
• Only specific pharmacies can dispense
• Patients must be counseled
• Patient Registry



Crisis: Tobacco-related Illness and Death
Response: FDA Regulation

“It's a law that will reduce the 
number of American children 
who pick up a cigarette and 
become adult smokers. And 
most importantly, it is a law that 
will save American lives and 
make Americans healthier.”

--President Barack Obama



Crisis: Food Safety Scares
Response: Preventive Controls (pending)

• Congress considering legislation to 
expand FDA authority over food, including:
– Authority to mandate recalls
– Authority to require preventive controls



The FDA as a 
Public Health 
Agency



FDA’s Public Health Role
• Frequent changes in response to new 

challenges
• Expectation of protecting the public
• For many years, state and local collaboration 

largely revolving around inspections, outbreaks, 
and recalls

• But with increasing role, need for more work 
together



Areas for New Collaboration
• Medical Products
• Food Safety
• Nutrition
• Tobacco Control



Areas for New Collaboration
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• Quality
• Safe use

– Medical errors
– Misunderstanding by 

patients
– Abuse and diversion
– Suicide

• Postmarketing safety

Medical 
Products



Why Get Involved?
• 4 million visits to outpatient settings as a result 

of adverse events
• As many as 10 adverse drug events per month 

for every 100 long-term care residents
• 2 to 6 adverse drug events per 100 hospital 

admissions
• 60,000 emergency department visits because of 

children’s unsupervised ingestion of medications
• 180,000 emergency department visits for drug-

related suicide attempts each year



• Outbreak response
• National food 

safety system
• Preventive controls

Food 
Safety



A Tale of Two Calls
• Outbreak 1
• Outbreak 2



• Front of Package 
labeling

• Menu labeling
• Salt

Nutrition



Tobacco Control



27

Legislation

• Mandates for industry, including:
– No cigarettes with characterizing fruit flavors (9/09)
– No light/low descriptors (6/09)

• Mandates for FDA, including:
– Promulgate 1996 rule on tobacco products (6/22/09)
– New pack labels for tobacco products (within 3 years)
– Disclosure of ingredients and constituents (within 4 years)

• General authority for FDA, modeled on device statute:
– Misbranding
– Performance standards
– Premarket approvals for new products (if not substantially 

equivalent)



Key Opportunities
• Epidemiological data

– To guide standards and public health rules
• Local policy

– FDA can take model programs national
• Direct work together

– Enforcement contracts are a start
• Training

– FDA expects to develop exchange program



Conclusions
• Looking back: FDA as public health 

agency 
• Looking forward: Tremendous potential for 

collaboration with state and local partners 
to accomplish major health gains
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