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New Drug Review System
and Postmarket Safety Issues in the U.S.
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According to a recent study published in the Journal of
the American Medical Association (JAMA), about a third
of the drugs the Food and Drug Administration (FDA)
approved between 2001 and 2010 were involved in some
kind of safety event after reaching the market. Since 1990s,
FDA has been managing to accelerate the speed of new
drug review, but many experts worry that the frequency
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of postmarket safety problems would increase with faster
approval. The balance between review speed and drug
safety has always been a difficult subject. We should all
keep in mind that it is crucial for continuous monitoring of

the safety of drugs throughout their life cycle.
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Jen Christensen, Nearly a Third of FDA-Approved Drugs Had
Problems, Study Finds Jen Christensen-Profile-lmage, CNN, May 9,
2017, http://edition.cnn.com/2017/05/09/health/fda-approval-drug-
events-study/index.html
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1 FDA, White Paper: FDA and Accelerating the Development of
New Pharmaceutical Therapies, https://www.fda.gov/downloads/
AboutFDA/ReportsManualsForms/Reports/UCM439183.pdf (last
visited Jun. 8, 2017).
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