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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. 
 
Better quality assurance practice in drug 
manufacturing meant the development of 
Good Manufacturing Practice, which was 
implemented in 1963. 
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FDA medical officer Frances Kelsey receives the 
President's Distinguished Federal Civilian 
Service Award from President John F. Kennedy 
at a White House ceremony in 1962. The award, 
the highest honor available to civilian 
government employees, was for Dr. Kelsey's 
work in blocking U.S. approval of the drug 
thalidomide in the l960s. It's estimated that more 
than 10,000 children in 46 countries where the 
sleep aid had been approved were born with 
deformities as a consequence their mothers 
using the drug while the women were pregnant. 


