www.JACC.TCTAbstracts2011

TUESDAY, NOVEMBER 8, 2011, 8:00 AM - 10:00 AM

TCT-176

Access and non-Access Site Bleeding in Acute Coronary Syndrome Patients
Treated with a Novel Actively Reversible Factor IXa Inhibitor. Results from the
RADAR Trial

Mauricio G Cohen', John P Vavalle?, Christopher E Buller’, Henning Ebelt", Gilles
Montalescot®, Thomas J Povsic?, Jan H Cornel’, Christoph Bode'’, Peter Fail’,
Jaroslaw D Kasprzak®, Steven L Zelenkofske’, John H Alexander’, Richard C
Becker’, Roxana Mehran’

"University of Miami Miller School of Medicine, Miami, FL; *Duke Clinical
Research Institute, Durham, NC; *Hamilton General Hospital, Hum//mn Canada;
‘Mount Sinai School of Medicine, New York, NY; *"Medical Uni of Lodz, Lodz,
Poland; *Cardiovascular Institute of the South, Houmu L *h Centrum
Alkmaar, Alkmaar, Netherlands, *Centre Hospitalier Universitaire P/lw Salpétriere,
Paris, France; *Regado Biosciences, Basking Ridge, NJ; '’University of Freiberg,
Freiberg, Germany; "'Martin Luther University of Halle-Wittenberg, Halle (Saale),
Germany

Background: Bleeding complicating acute coronary syndrome (ACS) invasive care
is associated with increased ischemic events and mortality. Current anticoagulants are
limited by unpredictable pharmacodynamics and lack of specific reversibility. We
evaluated the effects of the REG1 System, an RNA aptamer, direct factor IXa inhibitor,
pegnivacogin, and its active control agent, animaversen, on access and non-access site
bleeding.

Methods: RADAR was a phase 2 trial evaluating the safety and efficacy of

anticoagulation with REG1 in non-ST-elevation ACS and planned early catheterization
via femoral access. A total of 640 patients were randomized 2:1:1:2:2 to pegnivacogin
with 25%, 50%, 75%, or 100% reversal with anivamersen with sheath removal at 10
minutes, or to heparin with sheath removal per standard care. Access and non-access
site bleeding at 30 days was assessed (ACUITY scale).

Results: Overall bleeding rates were similar across groups, with a trend toward less

major bleeding with more complete pegnivacogin reversal. Bleeding severity and
locations are shown (Table). The 25% reversal arm was terminated early due to excess
bleeding. One patient in the heparin arm had an intracranial bleed. Most bleeding
occurred =48 hours of randomization (81.1% with REG1 vs. 80% with heparin).
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Conclusion: In non-ST ACS patients undergoing early invasive management, major
bleeding occurs in 10% of cases and is most often related to the vascular ac ite.
The REG1 System, with = 50% reversal and early sheath removal resulted in similar
rates and severity of bleeding compared with heparin and standard sheath removal.

JACC Vol 58/20/Suppl B | November 7-11,2011 | TCT Abstracts/POSTER/Adjunct Pharmacology

=d}
g
2

SYALSOd





