
Definitions for clinical events used in adjudication

1. Severe leg wound complication

Severe leg wound complication is defined as a leg wound that had failed to respond to 

conservative treatment and required subsequent surgical intervention such as 

debridement, amputation, fasciotomy, delayed wound closure with skin graft or local 

rotational flap, and free tissue transfer for limb salvage.

2. Non-fetal myocardial infraction

Documented non-fetal myocardial infraction is defined according to Diagnostic criteria 

for myocardial infarction with CABG of the Third Universal Definition of Myocardial 

Infarction, which is an elevation of cardiac troponin values with at least one value 

above the 99th percentile upper reference limit, plus evidence of myocardial necrosis:

cTn values>10 x 99th percentile URL during the first 48 h following CABG, 

occurring from a normal baseline cTn value (>99th percentile URL). In addition, 

either (i) new pathological Q waves or new left bundle branch block, or (ii) 

angiographically documented new graft or new native coronary artery occlusion, 

or (iii) imaging evidence of new loss of viable myocardium or new regional wall 

motion abnormality, should be considered as diagnostic.

3. Angina 

Events that fulfill the following definition are to be coded as Angina:

i. ischemic chest pain or equivalent (e.g. arm, neck or jaw pain or discomfort thought 

to be

related to cardiac ischemia); and

ii. no evidence of MI; and

iii. no clear alternative (non-cardiac) explanation (e.g. anemia, arrhythmia)

4. Revascularization

i. Coronary revascularization includes coronary artery grafting or angioplasty (with 

or without endovascular stenting), as well as other percutaneous coronary 

interventions designed to treat coronary artery lesions (e.g. atherectomy, 

embolectomy).

ii. Non-coronary revascularization includes percutaneous arterial interventions, 

surgical revascularization procedures, and amputation for presumed vascular 

disease.

5. Stroke

Stroke is defined as an acute symptomatic episode of focal or global neurological 

dysfunction caused by brain, spinal, or retinal vascular injury as a result of hemorrhage 

or infarction.


