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1) Glossary
[ .Ischemic cardiac pain:severe substernal pain having a deep or
visceral guality and lasting for half an hour or more
H.Electrocardiogram(classified by Minnesota Ccde!
A. Diagnostic
Either of the following must be present:
{1)Unequivocal Q or QS pattern(Code 1-1)
(2}Q or QS pattern(Codes 1-2-1 to 1-2-7) ,plus any T-wave
item{Codes 5-1 to 5-3)
Onlythe firstcriterionapplies inthepresence of ventricular
conduction dedects.
B. Equivocal
Any of the following must be present:
(1)@ or QS pattern{Codes 1-2-1 to 1-2-7)
{2)8-T junction and segment depression(Codes 4-1 to 4-3)
{3)T-wave items (Codes 5-1 toc 5-2)
{4) Left bundle branch block(Ccde 7-1}

[[.Enzymes
A. Diagnostic enzymes - all of the following conditions:
{1)CPK,SGOT,or LDH determined coexistent with the event
(2)The upper limit of normal for the local laboratory is
recorded
(3} The determined value for one or more enzymes is at least
twice the upper limit of the local laboratory but does
not exceed fifteen times that wvalue
B. Eguivocal
(1}CPK,5GOT,or LDH determined coexistent with the event
(2)The upper limit of normal for the local laboratory is
recorded
(3) The determined value for one or more enzymes is elevated

but does not fulfill criteria for diagnostic enzymes



2) Endpoints
] .Atherosclerotic corcnary heart disease death - either or both
of the following categories:
A. Deathwithconsistentunderlyingor immediate causepluseither
of the following:

(LyPre-terminal hospitalization with definite or suspect
myocardial infarction (see below)

(2)Previous definite angina or suspected or definite
myocardial infarction when no cause other than
atherosclerotic coronary heart disease could be ascribed
as the cause of death

B. Sudden and unexpected death(requires all three
characteristics)

(1) Deaths occurring within 1 hr after the onset of severe
symptoms or having last been seen without them

(2)No known non-atherosclerotic acute or chronic process or
event that could have been potentially lethal

{3)An “unexpected” death occurs only in a person who is not
confined to their home,hospital,or other institution

because of illness within 24 hr prior to death

Il .criteria for non-fetal myocardial infarction - any one or more

of the following categories using the stated definiticns:
A. Diagnostic ECG at the time of the event
B. Ischemic cardiac pain and diagnostic enzymes
C. Ischemic cardiac pain and eguivocal enzymes and equivocal
ECG
D. A routine ECG is diagnostic for myocardial infarction while

the previous one was not

l.Angina Pectoris:
The participant must report pain or discomfort with all of the
following characteristics:
(1) Its site must include the sternum(any level)
(2} It must occur during a form of exertion or stress and must

usually last at least 30 sec



(3)It must on most occasions disappear within 10 min or less
from the time he rests or decreases the intensity of his
exertion

(4)Itmustusuallyberelievedin2—5minbynitroglycerine(does
not apply if he has never taken nitroglycerine)

In the case with angina pectoris at the baseline, chest pain

or discomfort should disappeared or be céntrolled at entry.

Reappearance or exacerbation of chest pain or discomfort with

characteristics fulfilled (1)-(4) was considered as an event.

Subjects with uncontrolled by angina pectoris at entry were

net enrolled in this study.

IV.arterial peripheral vascular disease (ASO : Arteriosclerscsis
cbliterance) /Diabetic gangrene:
One or more of the following are present:
(1) Intermittent claudicaticn
(2) Femoral pulsation is absent or weak unilaterally
(3)Dorsalis pedis and posterior tibial pulses are absent or
weak unilaterally
(4)Dorsalis pedis and/or posterior tibial pulses are absent
or weak bilaterally
(5)Ankle pressure index<0.8
(6}Arterial stenosis demonstrated by angiography
{7) Foot gangrene/ulcer
(8)Diabetic peripheral neuropathy
In cases with ASC at the baseline,symptoms should be contrclled
not to disturb daily life and the gangreneror ulcer should be
healed. Reappearance or exacerbationof symptoms was considerad

as an event.

V .Cerebrovascular disease
A diagnosis requires all of the following:
(l)Historyofrecentonsetofunequivocalandobjectivefindings
of a localizing neurologic deficit documented by a physician
{2)FPindings persist longer than 24 hr

(3)The neurologic findings are not referakle to an extracranial



lesion
(4) Findings of a computed tomographic (CT) ox magnetic resonance
image {MRI) taken within 3 weeks after onset,or autepsy recoxd
to classify the cerebrovascular disease into cerebral
hemorrhage, cerebral infarctionor subarachnoidal hemorrhage.
Cerebral infarction was defined as a stroke accompanied by
CT and/or MRI scan(s)that showed an infarct in the expected
area on the basis of the clinical findings or a stroke for
which there was evidence of cerebral infarction at autocpsy.
Cerebral hemorrhage and subarachnoidal hemorrhage were
classified on the basis of evidence obtained cn CT ox MRI scans
or at autopsy,excluding hemorrhagic conversionof infarction.
In cases with cerebrovascular disease at the baseline, the
appearance of new unequivocal and objective findings of a
localizing neurologic deficit documented by a physician which
persist longer than 24 hrwas consideredasaneventandclassified
on the basis of evidence obtained on CT or MRI scanning or at
autopsy. Cerebral infarction without obvious neurolegic
symptoms demonstrated by CT or MRI scans taken incidentally

was not considered as an event.

VI. congestive heart failure

Congestive heart failure required administration
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