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In United States Federal Food, Drug, and Cosmetic Act (FFDCA, FDCA, or
FD&C), is a set of lawspassedby Congressin 1938giving authority to the U.S.
Foodand DrugAdministration(FDA)to overseethe safety of food, drugs,and
cosmetics.

» It replaced the earlier Pure Food and Drug Act of 1906 due to Elixir
Sulphanilamidedisaster.

» 1938 Act continued the information provision requirements of
the 1906 Act . The classification ñmisbrandedòwas expanded
example, and now included any drug whose label failed to
identify and quantify the precise ingredients, to list effects
and possible side effects, and to give directions and
cautionary information .

ü 193 8 Act also expa nded the FDAôs powers over m edical  
devices .

OBJECTIVES OFFFDCA
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Reason for implemented newact

»1937 ïsulfanilamide crisis

Novem ber 16, 193 7:
A Senate resolution directs the U.S.
Department of Agriculture to give a
full accounti ng of the
Sulfanilamide" tragedy.

"Eli xir
The

drug, containing a poisonous
solvent( ethylene glycol / propylene
glycol mix -up) , was not safety tested
and has killed 107 persons, many of
them children . The incident made
Congress to pass the Federal
Food, Drug, and Cosmetic Act, which
includes stronger drug safety
requirements



OTHER TRAGEDIES

KoremluCream

»Contained Thalliumacetate

»Serious hazardous side effects due to thallium

Radiothor

»"Radium containingǿŀǘŜǊά

»Consumers died of radiationexposure

»Label true and no therapeuticclaims



» Lack of standards for foodproducts

»Developments in Science andtechnology

Canning / Chemicalanalysis

»Expansion of cosmeticsindustry



GOALS OFFDCA(1938)

» The FDCA mandates the safety, purity, and in some cases the  
"effectiveness" of the products within its scope.

» FDA ensures safety through inspections of products already on  
the market, controls the manufacturing practices of  
companies, and possesses recall and seizure authority.

» The FDCA's Goal is to disclose information - requires  
truthfulness and completeness in product labeling and other  
marketing communications.

» The act forbids "misbranding," and provides a range of civil and  
criminal enforcement mechanisms against inaccurate product  
labeling.

» Section contains both civil law and criminal law clauses.

» The FDCA in 1958 with the Food Additives Amendment (also  
called the "Delaney Clause" after its House sponsor), precluding  
FDA approval of any food additive found to cause cancer in  
humans or animals.
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Food & drugact

»Prohibited the sales of adulterated &misbrandeddrugs.

»Drug could be marketed as long as the label did not present  
false information regarding the strength & purity.

»no requirement to discloseingredients.

»A largely unregulated industry was causing numerous public  
healthproblems.





CHAPTER WISE DESCRIPTION:

Chapter I. Short Titles

Chapter II ïDefinitions.

» 201(f) is the definition for a food, which explicitly includes chewing  

gum

» 201(g) is the definition for a drug

» 201(h) is the definition for a medical device

» 201(s) is the definition of a food additive

» 201(ff) is the definition of a dietary supplement
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CHAPTER III. Prohibited Acts and Penalties

301. Prohibited Acts
302. Injunction proceedings
303. Penalties
304. Seizures
305. Hearing before report of criminal violation
306. Report of minor violations
307. Proceedings in name of United States; provision as to  
subpoenas .



CHAPTER I V. Food
401.Definitions and standards for food
402.Adulteratedfood
403.Misbrandedfood
404.Emergency permitcontrol
405.Regulations making exemptions
406.Tolerances for poisonous ingredients in food
407.Oleomargarine or margarine
408.Tolerances for pesticide chemicals in or
on raw agriculturalcommodities
409.Foodadditives
410.Bottled drinkingwater
411.Vitamins andminerals
412.Requirements for Infant Formulas.



CHAPTER V. Drugs and Devices

» 505 is the description of the drug approval process

» 510(k) is the section that allows for clearance of medical devices

» 515 is the description of the device approval process.



DRUG AND DEVICES
Sections in FDCA gives following information -

» 505 is the description of the drug approval process

» 510(k) is the section that allows for clearance of class II medical 
devices

» 515 is the description of the (class III) device approval process.

Section 510(k) of the Federal Food, Drug, and Cosmetic Act requires  
those device manufacturers who must register to notify FDA, at least  
90 days in advance, of their intent to market a medical device . This is  
known as Premarket Notification .

Class I: Devices that do not require premarket approval or clearance but  
must follow general controls. Dental floss is a class I device.

Class II : Devices that are cleared using the 510 (k) process . Diagnostic
tests, cardiac catheters, and amalgam alloys used to fill cavities are
all class II devices .

Class III: Devices that are approved by the Premarket Approval (PMA)  
process, analogous to a New Drug Application . These tend to be  
devices that are permanently implanted into a human body or may be  
necessary to sustain life
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CHAPTER VII :

GENERAL ADMINISTRATIVE PROVISIONS

701. Regulations and hearings
702. Examinations and investigations  
702a. Seafood inspection
703. Records of interstate shipment  
704. Factory inspection
705. Publicity
706. Listing and certification of color additives for foods, drugs, and
cosmetics.



CHAPTER VIII :

801.Imports And Exports 8

CHAPTER IX :

901. Miscellaneous



LIMITATIONS OF 1938,FOOD DRUG  AND 

COSMETIC ACTINCLUDES

» It did not included drugs which were previously
marketed .

»Drugs had to be proven safe but not proven effective .

» The federal govt . had little authority to enact
penalties, if the information on the labels was not
written clearly .

» Drugs manufacturer were given the responsibility for
determining whether a drug would be sold as a
prescription or over the counter drug .

» Drug manufacturers conducted their own test to
determine drugs effectiveness .





Introduction

» The Food and Drug Administration
(FDA), established in 1938 as a part of the US
Department of Health and Human Services
(HHS), regulates products accounting for roughly
25 % of the US gross national product .

» Major concerns arose with the scandal of birth
defects in European nations caused by
Thalidomide , a drug to be introduced into the US.

» The drug was already in use by the pregnant women
in Africa and Europe from 1956 -1962 and caused an
estimated 10 ,000 children born with congenital
deformitie sPhocomelia .) .



IMPORTANT ACT&  

AMENDMENTS



News & ImplementationOf  

Amendments
We ek I n FD A Hi st o r y - July  

15,1962
Thalidomide, a newly developed
sleeping pill, is found to have
caused birth defects in
thousands of babies born in
Western Europe . News reports
on the role of FDA medical
officer Dr. Frances O. Kelsey in
keeping the drug off the
American market arouse public
support for stronger drug
regulation



Week In FDA History - Oct.10,1962

» October 10 , 1962 : The

Kefauver -Harris Drug
Amendments are
passed, prompted in part
by public concern over
birth defects caused by
the drug thalidomide .
Among the new
requirements : proof of
drug effectiveness as
well as safety, controls
over clinical trials, and
better quality assurance
practices in drug
manufacturing



» Dr . Francis Kathleen Oldham Kelsey , working for the US FDA

did not want to approve thalidomide into the American drug
market because it was not properly tested as a result of what
was going on in those years .

» The KEFAUVER HARRIS AMENDMENT was a response to the

thalidomide tragedy . It was signed by President John F.
Kennedy on October 10 , 1962 .

» US senator Estes Kefauver of the state of Tennessee and

Arkansas state representative Oren Harris required the
American drug manufacturers to present proof of the safety and
effectiveness of their drugs before any endorsements .

» Hence, this amendment is also referred to as the DRUG

EFFICACY AMENDMENT .




