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HRIELH)IVE— AypH : 26.8 k] mol']
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bRz _Ru—FREAL TS, L har v VA SHEICEE L, MIRNICEA LT
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Fifty years ago, the vigilance™ of FDA medical officer Dr. Frances Kelsey prevented
a public health tragedy of enormous proportion by ensuring that the sedative™?
thalidomide was never approved in the United States. As many remember, in the early
1960’s, reports were coming in from around the world of countless women who were
giving birth to children with extremely deformed limbs and other severe birth defects.
They had taken thalidomide. Although it was being used in many countries, Dr. Kelsey
discovered that it hadn’t even been tested on pregnant animals.

Dr. Kelsey’s reaction to thalidomide exemplifies the FDA’s mission: protecting and
promoting the health of the American people, using science for regulatory decision-
making. Now I know that in some circles regulation is viewed as a roadblock to

innovation and economic growth. oBut in actuality, when done right, regulation isn’t a

roadblock; it’s the actual pathway to achieving real and lasting innovation.

Smart, science-based regulation instills consumer confidence in products and
treatments. It levels the playing field for businesses. It decreases the threat of litigation™.
It prevents recalls that threaten industry reputation and consumer trust, not to mention
levying™ huge preventable costs on individual companies and entire industries. And it
spurs industry to excellence.

(Margaret Hamburg, M.D., 50 Years After Thalidomide: Why Regulation Matters,
Feb 2012 XY fk# - —EKZE)
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