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FDA Concerns About Drug
Safety (September 2003)

o Of 1,153 imported drug products examined, the
overwhelming majority, 1,019 (88%)...contained
unapproved drugs. Many of these imported drugs could
pose clear safety problems.

e From many countries. For example, 15.8% (161) entered
the U.S. from Canada; 14.3% (146) from India; 13.8%
(141) from Thailand; and 8.0% (82) from the Philippines.
The remaining entries came from other countries.

e Drugs:. 1) different from those approved by FDA; 2)
requiring careful dosing; 3) with inadequate |abeling; 4)
Inappro-priately packaged; 4) with dangerous interactions,
6) that carry risks requiring initial screening and/or
periodic patient monitoring; 7) controlled substances; 8)
only for animals
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