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ENROLLMENT AND RANDOMIZATION UPDATE

As of December 8th, there have been 4165 participants enrolled and 2462 randomized participants

trial wide. India has enrolled 696 and randomized 391 participants.
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Optimal Revascularization (ORT)

e Remember to use drug eluting stents (preferably Xience and Endeavor Resolute). Bare metal
stents should not be used unless there is a compelling reason.

e Obtain cardiac markers (both CK-MB and Troponin) at 8 to 16 +2 hours post PCl or at hospital discharge; at 18
16 hours post-CABG. All pre and post-procedure biomarker measurements that are obtained should be
recorded on eCRF.

e Perform ECG at 60 £30 minutes post-PCl and as needed for chest pain; within day 3 post-CABG and as needed
for chest pain.

e Aim for complete functional revascularization with PCI.

*  Revascularize territories with severe stenosis subtending areas of ischemia on non-invasive testing.

*  Revascularize other areas with severe stenosis or abnormal FFR even if the non-invasive testing did not
show ischemia.

*  Chronic total occlusion (CTO) subtending areas that may be viable should be revascularized even if the
collaterals are robust.

e Use arterial grafts liberally in patients undergoing CABG. At least a LIMA graft to the LAD is recommended.

e Record any post procedure persistent chest pain.

e Use heart team approach for left main or 3-vessel disease or whenever in doubt

ORT Problem Areas

Proportion of Patients Randomized to INV Undergoing Cath is Not 100% (Goal ~100%)

e All patients who are randomized to INV should undergo cath if no recent diagnostic cath was
performed

e Schedule catheterization as soon as participant is enrolled, and randomize closer to the
“scheduled” catheterization date

e Not enroll patients who are reluctant to undergo cath
Proportion of Patients Randomized to INV Undergoing Revascularization is Low (Goal ~90%)

o |If patient refuses CABG, offer PCI with the goal of complete ischemic revascularization
e For angiographic non-obstructive disease, please perform FFR
Proportion of Patients Randomized to INV With Complete Revascularization is Low

e Goal of the trial is complete functional revascularization
e Consider CABG especially with CTO’s and those with high SYNTAX score
e Revascularize territories with severe stenosis subtending areas of ischemia on non-invasive testing

e Revascularize other areas with severe stenosis or abnormal FFR even if the non-invasive testing did not show
ischemia

e CTO subtending areas that may be viable should be revascularized even if the collaterals are robust

RECRUITMENT TIPS FOR ISCHEMIA-CKD
AS OF DECEMBER 7TH, 163 PATIENTS HAVE BEEN RANDOMIZED INTO ISCHEMIA-CKD WITH 16 IN INDIA

M Establish workflow with your nephrologist

Creating a work flow where the nephrologist refers patients for stress test on clinical grounds and cc study coordinator to follow up on the results
will help.

M Look back at a list of dialysis and CKD patients
Check if they had any abnormal stress test within the year. CKD patients tend to be medically managed and can be enrolled. If a patient is

identified using this approach, please remember to get approval from the CCC to enroll a patient with stress test >90 days old prior to enrollment.




