Proposed Label i ng
CLI NI CAL STUDI ES

Primary Prevention of Myocardial Infarction (M): Five clinical studies
have been conducted evaluating aspirin for prevention of a first M in
over 55,000 patients with different |evels of baseline risk. Analyses
of these studies denonstrated a range of 28-32%reduction in the

conbi ned outcone of nonfatal M, fatal M, and sudden deat h.

| NDI CATI ONS AND USACE

Vascul ar I ndications (lIschenmc Stoke, TIA Acute M, Prevention of
Recurrent M, Unstable Angina Pectoris, Chronic Stable Angina Pectoris,
and Prevention of First M): Aspirinis indicated to: (1) Reduce the
conbi ned risk of death and nonfatal stroke in patients who have had

i schem c stroke or transient ischemia of the brain due to fibrin

pl atel et enboli, (2) reduce the risk of vascular nortality in patients
with a suspected acute M, (3) reduce the conbined risk of death and
nonfatal M in patients with a previous M or unstable angi na pectoris,
(4) reduce the conbined risk of M and sudden death in patients with
chroni ¢ stabl e angi na pectoris, and (5) reduce the risk of a first
nyocardial infarction in patients with a CHD risk of 10% over 10 years
or in patients for whomthere is positive benefit-risk as assessed by
their health care provider.

DOSAGE AND ADM NI STRATI ON

Prevention of first M: 75-325 ng once a day. Continue therapy
indefinitely.



