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DRUG - - ' . .

Trade Name: TRICOR® -

Generic Name: Fenofibrate Capsules, micronized _

Chemical Name: 2-{4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoic acid, 1-methylethy! ester

Relevant INDs/NDAs/DMFs: NDA 19-304 approved in 1993.

Drug Class: Fibrate

 Indication: Cholesterol lowering drug

Clinical formulation: Tricor, crospovidone, iron oxide, lactose, magnesium stearate,
pregelatinized starch, sodium lauryl sulfate and titanium dioxide. -

Route of administration: Oral

Proposed clinical protocol or Use: Supplement S-005 Includes a new indication as follows:
Tricor is indicated as adjunctive therapy to diet for the reduction of LDL-C, Total-C,
Triglycerides and Apo B in adult patients with primary hypercholesterolemia or mixed
dyslipidemia (Fredrickson Types lla and lib) with triglycerides less than 250 mg/dL.

SUMMARY: No nonclinical studies were necessary to support the proposed changes to the
NDA. A single study assessing the effects of tricor on .P450 enzymes in human liver
microsomes will be evaluated by the Division of Biopharmaceutics. There were no changes
made to the carcinogenesis, mutagenesis impairment of fertility, pregnancy and nursing
mothers sections of the label. Therefore, there are no pharmacology issues to be resoived in
this supplement. .o
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- - - RECOMMENDATIONS:

From a pharmacology standpoint, the supp!ement 005 may be approved. No further action is
necessary from pharmacology. B
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