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DRUG

Trade Name: PRAVACHOL®

Chemical Name: 1-Naphthalene-hepatnoic acid, 1,2,6,7,8,8a-hexahydro-(B)],6-trihydroxy-2-
methyl-8-(2-methyl-1-oxobutoxy)- monosodium sait, [1S-
[1(x)(B)S*,[0)S*)2a,6(x),8(B)(R*),8a(x)])-

Relevant INDs/NDAs/DMFs: NDA 19-898"‘abproved in 1991

Drug Class: HMG-CoA Reductase inhibitor “statin”

Indication: Cholesterol lowering drug: Primary prevention of coronary events, secondary
prevention of cardiovascular events; reduction of risk of recurrent myocardial infarction.

Clinical formulation: 10, 20, 40 mg tablets with inactive ingredients of croscarmellose sodium,
lactose, magnesium oxide, magnesium stearate, microcrystalline cellulose, and povidone. Each
.tablet size also contains approved dyes.

Route of administration: Oral

Proposed clinical protocol or Use: Supplement S—032 Includes new indications follows:

LIPID clinical study data to add indication of decreased risk of total mortality, death due to
chronic heart disease; risk of stroke and transient ischemic attacks and reduce total
hospitalization.

SUMMARY: _

PRAVACHOL® is an HMG-CoA Reductase inhibitor that was approved in 1991 at the doses
indicated in this supplement. This supplement contained only clinical or clinical pharmacology
modifications. There were no preclinical studies submitted with thus supplement. No nonclinical
data were necessary to support the proposed changes. No further review from pharmacology is
necessary. There is an additional, separate supplement which addresses preclinical labeling
issues and labeling will be considered under the appropriate supplement.



RECOMMENDATIONS:

From a pharmacology standpoint, the supplement 032 may be approved.
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