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MI in Clinical Trials

RCT
Entry

Criteria Endpoint

•MI may be confirmed or 
is initial “working Dx”

•Evolution to final Dx of 
MI may be affected by 
treatment

•MI definition may affect 
generalizability of results

•MI typically part of 
composite endpoint

•Impact on MI may drive 
results of RCT

•Varying defintions of 
MI in RCTs hampers 
cross trial comparisons

•Investigator Dx

•CEC Dx

MI Redefined EHJ 21: 1502,2000



No ST ElevationNo ST Elevation ST ElevationST Elevation

Acute Coronary SyndromeAcute Coronary Syndrome

NSTEMINSTEMI
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Ischemic DiscomfortIschemic DiscomfortPresentationPresentation
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MarkerMarker
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PCI vs Fibrinolysis for STEMI:PCI vs Fibrinolysis for STEMI:
Short Term Clinical OutcomesShort Term Clinical Outcomes
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Recurrent MI after Fibrinolysis for STEMI: 
Comparative Rates

Recurrent MI after Recurrent MI after FibrinolysisFibrinolysis for STEMI: for STEMI: 
Comparative RatesComparative Rates
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C-PORT Trial
JAMA 287: 1943, 2002
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Interventional Interventional vsvs Conservative RxConservative Rx
for UA/NSTEMI:  for UA/NSTEMI:  RITA 3RITA 3

Lancet 360: 743, 2002Lancet 360: 743, 2002
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Prognostic Value of Pos. Troponin Test in ACS
Heidenreich PA, Hlatky, MA UCSF-Stanford Evid.-based Pract.Ctr
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Changes in Focus on Heart Failure
TROPONIN I LEVELS PREDICT THE 
RISK OF MORTALITY IN UA/NSTEMI
TROPONIN I LEVELS PREDICT THE 
RISK OF MORTALITY IN UA/NSTEMI
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Elective /Urgent PCI: MI at 30 D
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Extent of CK-MB Elevation
Relative Risk (+/- 95% CI)
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MI in Clinical Trials:
Recommendations

RCT
Entry

Criteria Endpoint

Prespecify:

•Anticipated reduction in spontaneous MIs

•Anticipated reduction in procedural Mis

•Impact on size of MI

•Troponin 
preferred marker

Provide data to allow Provide data to allow 
translation of results translation of results 

to alternative to alternative 
definitions of MIdefinitions of MI

MI Redefined EHJ 21: 1502,2000



MI in clinical Trials:
Issues Needing Resolution

• Definition of MI in various clinical 
settings

Spontaneous
PCI
CABG

• More transparent laboratory reporting 
of URL for MI

• Incorporation of size of MI when 
interpreting results
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