FDA-Approved Bargain Drugs:

Generic Products Must Meet High Standards
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counterparts. The FDA has
approved approximately 7,000
generic drugs for various treat-
ments, including benign prostati
hyperplasia, various ovarian ang
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The basic requirements for
approval of generic and trade-
name drugs are the same, al-
though the generic drug manu-
facturer does not need to repeat
the safety and efficacy studies
conducted by the developer of
the original product. In approv-
ing a generic drug, the FDA
relies on its previous finding that
the original drug is safe and

effective. The generic version

Protection and Encouragement

The Drug Price Competition and
Patent Term Restoration Act of
1984 encourages the production o
generic medicines while protecting
the rights of brand-name manufac+
turers. The law builds in certain
protections for the original drug
developer in terms of patents and
market exclusivities, but it also al-
lows sponsors of identical product
to apply for their approval by the
FDA without repeating the original
developer’s clinical trials. In addi-
tion, the law rewards a period of
exclusive marketing for a first ge-
neric version of a brand-name dru
thereby encouraging generic firms
to challenge innovator patents.

f

must have the same dosage form,

JY

must submit data to the FDA

specifications until the estab-
lished expiration date. The FDA
regularly assesses the quality of
generic medications on the
market and thoroughly re-
searches and evaluates reports
about their performance. A
recent FDA review found that
the average difference between
the bioequivalence of more than
270 generic drugs approved in
1997 and their trade-name
counterparts was 3.5 percent.
This is about the same as the
differences found between
batches of trade-name products.

For moreinformation, visit the
FDA's Web site atwww.fda.gov/
cder/ogd.
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