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International Study Of Comparative Health Effectiveness

With Medical And Invasive Approaches (ISCHEMIA):

Primary Report of Clinical Outcomes

Funded by the National Heart, Lung, and Blood Institute
Judith S. Hochman, MD
NYU School of Medicine
On behalf of the ISCHEMIA Research Group

Scientific Sessions 2019 \N‘LUH'-:a':ggﬂe #AHA19




ISCHEMIA Research Question

In stable patients with at least moderate
Ischemia on a stress test,

IS there a benefit to adding cardiac
catheterization and, if feasible,
revascularization to optimal medical
therapy?

—~ Cardiovascular Clinical




ISCHEMIA design overview

OMT® #

OMT + PCI

NYULangone
Heath  Re<earch Center



Study Design

Stable Patient
Moderate or severe ischemia
(determined by site; read by core lab)

CCTA not required, e.g., Blinded CCTA

eGFR 30 to <60 or coronary

anatomy previously defined o :
Core lab anatomy eligible? Screen failure

RANDOMIZE

2

INVASIVE Strategy CONSERVATIVE Strategy
OMT + Cath + OMT alone
Optimal Revascularization Cath reserved for OMT failure

-~ Cardiovascular Clinica
angone
\Cheatth  Research Center



Study Flow

Screen Failure (3339)

Major Reasons:

* Insufficient ischemia (N = 1350)
* No obstructive CAD (N =1218)
* Unprotected LMD (N =434)

A 4 \ 4
Randomized to INV (2588) Randomized to CON (2591)

v

Median follow-up for survivors 3.3 years
(IQR 2.2 to 4.4 years)

Median follow-up for survivors 3.3 years
(IQR 2.2 to 4.3 years)
Proportion of follow-up completed:
99.4%

Proportion of follow-up completed:
99.7%

- Cardiovascular C
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Primary Outcome: CV Death, MI, hospitalization for UA, HF
or resuscitated cardiac arrest

30%
Adjusted Hazard Ratio = 0.93 (0.80, 1.08)

:\; 25% P-value=0.34
()] .
c=> 20% Absolute Difference INV vs. CON
3 CON
g 6 months: INV
o 15% A =1.9% (0.8%, 3.0%)
2
q‘.ua o,
S 10% 13.3%
: I
=
o 0,
5% 4 years:
A =-2.2% (-4.4%, 0.0%)
0%
0 1 2 3 4 5
Follow-up (years)
Subjects at Risk
CON 2591 2431 1907 1300 733 293
INV 2588 2364 1908 1291 730 271

— Cardiovascular Clinical
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Primary Outcome: CV Death, MI, hospitalization for UA, HF
or resuscitated cardiac arrest
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Subjects at Risk

CON 2591 2431 1907 1300 733 293
INV 2588 2364 1908 1291 730 271




The trial showed that heart procedures added to
taking medicines and making lifestyle changes did
not reduce the overall rate of heart attack or
death compared with medicines and lifestyle
changes alone. However, for people with chest
pain symptoms, heart procedures improved
symptoms better than medicines and lifestyle
changes alone. The more chest pain to begin with,
the more symptoms improved after getting a stent
or bypass surgery.

-~ Cardiovascular Clinical
angone
\Cheath  Research Center




The trial showed that heart procedures added to
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the more symptoms improved after getting a stent
or bypass surgery.
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Subclinical atherosclerosis can be detected
by cost-effective strategies such as
carotid ultrasound, or coronary computed
tomographic angiography (CCTA)

Ahmadi, A. et al. ] Am Coll Cardiol. 2019;74(12):1608-17.
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