


• Oldest federal agency dedicated
to consumer protection

• Scientific, regulatory, and
public health agency



• Ensure the safety and
effectiveness of medicines

• Respond to public health
disasters



• Legislation drives regulation
and enforcement



• Most U.S. drugs were imported

• Education and standards were
established



• Legislative responses to the
problem



• Prohibited the importation of
unsafe or adulterated drugs

• Ineffective because of
enforcement challenges and
domestic patent medicines



• Discovery of antitoxin for
diphtheria 

• Control of infectious diseases 



• Unregulated production of
tetanus antitoxin

• Illness and death from
contaminated products



• Annual licensing

• Regular inspections



• Manufacturers continue to sell
unsafe foods and drugs

• Drug advertising had no
standards



• Journalists expose abuses
° Collier’s magazine

° Upton Sinclair’s novel, 
The Jungle



• 1906 Pure Food and Drugs Act
° Prohibited interstate

commerce of unsafe drugs

° Required  proper labeling

° Identified official standards
for drugs



• Shortcomings of the 1906 Act
° Lack of inspections

° Inability to control false
claims

• Sulfanilamide disaster 



• The Food, Drug, and Cosmetic
Act of 1938
° Required proof of safety

° Authorized inspections 

° Outlawed false claims



• Shortcomings of 1938 Act
° Lack of sufficient oversight of

some drugs

° Doctors role in prescribing
not clear



• Illegal sale and distribution 
of drugs 



• 1951 Durham-Humphrey
Amendment 
° Defines a prescription drug

° Identifies what is a refillable
prescription



• Calls for revisions of the 
drug laws

• Thalidomide disaster



• Thalidomide approval stalled 
in U.S.

• Thousands were harmed
worldwide



• The Kefauver-Harris Amendments 
of 1962
° Required proof of effectiveness

° Gave FDA control over investigations

° Gave FDA authority to regulate 
advertising of prescription drugs

° Established good manufacturing practices



• The Orphan Drug Act
° Serious rare diseases

° Affecting fewer than 200,000



• The Orphan Drug Act included
development incentives
° Grants

° Marketing exclusivity

° FDA assistance



• Early labels decorative

• Drug labels today
° Indications

° Dosage

° Possible interactions

° Other information



• Early drug containers
° No label

° No standard terminology



• The 1906 Act
° Identified official drug standards

° Required labeling



• Labels contained misleading
FDA guarantee - 1906

• Label guarantee 
revoked - 1918



• Food, Drug, and Cosmetic Act
of 1938
° Complete list of ingredients

° Directions for safe use



• Improved consumer
information
° Over-the-counter (OTC)

° Prescription (Rx)



• Standard drug testing and
approval process 
° Preclinical testing

° Clinical studies – Phase I, II, III

° Postmarketing surveillance



• Early access to experimental
therapies
° Serious diseases

° No alternative treatments



• The Prescription Drug User
Fee Act of 1992
° FDA allowed to collect fees 

from industry

° FDA required to reduce 
review time



• Computerization

• Globalization



• FDA adopts science of risk
management
° Identification of risks

° Balance of risks and benefits

• All drugs have risks



• The Critical Path Initiative 
° Creates new scientific tools for

safety, efficacy, and quality

° Strives to reduce time, cost, 
and uncertainty




