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Background: ACTION-GWTG (ARG) provides a unique opportunity to evaluate whether patients (pts) in CV trials are representative of the broader 

US ACS population.

Methods: 289,322 ACS pts participated in ARG from 2007-2011. From ACS trials during the study period, generalized trial ineligibility criteria were 

derived: age <18 yrs, major bleeding, uncontrolled HTN, CKD, shock, INR >1.5, Hb <10 and fibrinolysis on arrival. After excluding pts with missing 

data for ineligibility or trial participation, a remaining 190,004 pts were divided into 3 categories: participated; eligible but did not participate; 

ineligible. Multivariable regression with generalized estimating equation modeling derived OR and 95%CI for mortality + CV events.

Results: 4,008 (3%) participated, 93,274 (66%) were eligible but did not participate and 43,853 (31%) were ineligible for a clinical trial. Trial 

participants more often were younger, male, had less CV history, received early therapy, angiography, discharge therapy and rehab. In-hospital 

outcomes also differed: risk of death was lower in pts who participated (1.5%) compared with those who were eligible (2.5%; adj. OR 1.6, 95%CI 

1.1-2.4; p=0.01) or ineligible (8.5%; adj. OR 1.9, 95%CI 1.3-2.8; p<0.01; figure).

Conclusion: Within this voluntary registry, 2 out of 3 ACS pts were eligible for but did not participate in a clinical trial. Trial participation is 

infrequent and may be associated with significant differences in presenting factors, hospital care and outcomes.

 




