B. Statement of Grounds
8. Current U.S. Cardiovascular Indications

INDICATIONS AND USAGE
Vascular Indications (Ischemic Stroke, TIA, Acute MI, Prevention of Recurrent M1,
Unstable Angina Pectoris, and Chronic Stable Angina Pectoris):

Aspirin is indicated to:
(1) Reduce the combined risk of death and nonfatal stroke in patients who have
had ischemic stroke or transient ischemia of the brain due to fibrin platelet
emboli, 2) Reduce the risk of vascular mortality in patients with a suspected
acute MI, (3) Reduce the combined risk of death and nonfatal MI in patients with
a previous MI or-unstable angina pectoris, and (4) Reduce the combined risk of
MI and sudden death in patients with chronic stable angina pectoris.

Revascularization Procedures (Coronary Artery Bypass Graft (CABG), Percutaneous
Transluminal Coronary Angioplasty (PTCA), and Carotid Endarterectomy):

Aspirin is indicated in patients who have undergone revascularization procedures (i.e.,
CABG, PTCA, or carotid endarterectomy) when there is a preexisting condition for
which aspirin is already indicated.

CLINICAL STUDIES

Ischemic Stroke and Transient Ischemic Attack (TTA): In clinical trials of subjects with
TIA's due to fibrin platelet emboli or ischemic stroke, aspirin has been shown to
significantly reduce the risk of the combined endpoint of stroke or death and the
combined endpoint of TIA, stroke, or death by about 13-18 percent.

Suspected Acute Myocardial Infarction (MI): In a large, multi- center study of aspirin,
streptokinase, and the combination of aspirin and streptokinase in 17,187 patients with
suspected acute ML, aspirin treatment produced a 23-percent reduction in the risk of
vascular mortality. Aspirin was also shown to have an additional benefit in patients given
a thrombolytic agent.

Prevention of Recurrent MI and Unstable Angina Pectoris: These indications are
supported by the results of six large, randomized, multi-center, placebo-controlled trials
of predominantly male post- MI subjects and one randomized placebo-controlled study of
men with unstable angina pectoris. Aspirin therapy in MI subjects was associated with a
significant reduction (about 20 percent) in the risk of the combined endpoint of
subsequent death and/or nonfatal reinfarction in these patients. In aspirin-treated unstable
angina patients the event rate was reduced to 5 percent from the 10 percent rate in the
placebo group.

Chronic Stable Angina Pectoris: In a randomized, multi-center, double-blind trial
designed to assess the role of aspirin for prevention of MI in patients with chronic stable
angina pectoris, aspirin significantly reduced the primary combined endpoint of nonfatal
MI, fatal M1, and sudden death by 34 percent. The secondary endpoint for vascular
events (first occurrence of MI, stroke, or vascular death) was also significantly reduced
(32 percent).




Revascularization Procedures: Most patients who undergo coronary artery
revascularization procedures have already had symptomatic coronary artery disease for
which aspirin is indicated. Similarly, patients with lesions of the carotid bifurcation
sufficient to require carotid endarterectomy are likely to have had a precedent event.
Aspirin is recommended for patients who undergo revascularization procedures if there is
a preexisting condition for which aspirin is already indicated.




