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o 17904 K1 &8H (BROER—HF - SARITORKE)
“To promote the progress of science and useful arts , by securing
for limited times to authors and inventors the exclusive right to
their respective writings and discoveries.”

o FEEMER -FIFE1015%
“Whoever invents or discovers any new and useful process ,
machine, manufacture , or com]position of matter , or any new and
useful improvement thereof , ...subject to the conditions and
requirments  of this title.”
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KefauverDEE & & (1)
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Food and Drugs Act (1906)

Federal Food, Drug, and Cosmetic Act (1938)
Durham-Humphrey Amendment (1951)

Kefauver-Harris Drug Amendments (1962)

Orphan Drug Act (1983)

Drug Price Competition and Patent Term Restoration Act (1984)
Generic Drug Enforcement Act (1992)

Prescription Drug User Fee Act (1992)
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o HURYANEH

® “ substantial evidence”

Sy LMEESER (RCT) / ZEER T V¥ AMEELESER (DB-RCT)
“KEFAUVER-HARRIS DRUG AMENDMENTS passed to ensure
drug efficacy and greater drug safety.”

(Milestones in U.S Food and Drug Law History : htmi)
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