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Arm 1 
10 patients: 
50% then 

100% reversal 

Arm 2 
10 patients: 

100% reversal 
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Control 
4 patients: 

heparin 

Baseline 5 min Post 
Study Drug 

15 min Post 
Study Drug 

End of PCI 15 min Post  
1st anivamersen 

Dose 

15 min post 
2nd anivamersen 

Dose 

(Average value above which 
most catheter labs will initiate 
PCI in heparinized patients)  

(Average value below which 
most catheter labs will pull 
the arterial sheath in 
heparinized patients)

 
 

Clinical Development Status
Phase 1 results demonstrate a well-tolerated, dose-dependent, 
predictable relationship between anivamersen and pegnivacogin

Phase 2a results demonstrate REG1 effectively anticoagulates and 
provides predictable, real time partial or total reversal control

Comprehensive antithrombotic pipeline

REG1
pegnivacogin (IV bolus)

+ anivamersen (IV bolus)

REG2
pegnivacogin (SC inj.)

+ anivamersen (IV bolus)

REG3
RB571 (IV)

 + RB515 (IV)

Preclinical Phase 1 Phase 2a Phase 2b Phase 3

1

ACS – PCI
Open Heart Surgery (incl. CABG)

VTE 
Prophylaxis

Antiplatelet 
Therapy

RADAR (phase 2b) design
Randomized, Partially-Blinded, Multi-Center, Active-Controlled, Dose-Ranging 
Study Assessing the Safety, Efficacy, and Pharmaco-dynamics of the REG1 
Anticoagulation System Compared to Unfractionated Heparin or Low Molecular 
Heparinin Subjects with Acute Coronary Syndrome

Study Population: Subjects admitted for Acute Coronary Syndrome, unstable 
angina and myocardial infarction withoutST-segment elevation - UA/NSTEMI - 
intended for cardiac catheterization within 24 hours

Sites: >90 centers:  
USA, Canada, Poland, France, Germany, Netherlands, Belgium

 
RADAR (phase 2b) milestones

DSMB: April 19, 2010 (100 patient data) 
Study to continue as currently designed; no 
safety concerns relative to ischemic endpoints 
and no study arms discontinued (bleeding safety 
“triggers” not achieved in any arm) 

DSMB: June 2, 2010 
Based on adjudicated data from first 100 
subjects, one REG1 arm discontinued; study 
continues as planned

DSMB: August 6, 2010 (200 patient data) 
Study to continue without further modification

Treatment Arms # of Subjects
pegnivacogin (1 mg/kg) + anivamersen (100% reversal) 200
pegnivacogin (1 mg/kg) + anivamersen (75% reversal) 100
pegnivacogin (1 mg/kg) + anivamersen (50% reversal) 100
pegnivacogin (1 mg/kg) + anivamersen (25% reversal) 200
Heparin (UFH or LMWH + GPIIb/IIIa inhibitor) 200
Total patients 800

Recruitment: 15 months
Follow-up: 30 days
DSMB:  3 planned reviews (adaptive design) following achievement of 
enrollment milestones of 100, 200 and 400 patients

1st Patient 
Sept. 2009 •

100 patients 
1Q10 •

200 patients 
2Q10 •

400 patients 
3Q10 •

Data expected 
1Q11 •
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Time Post Pegnivacogin Administration (hrs)

Inject  
anivamersen

Inject  
pegnivacogin

0.125:1 anivamersen:pegnivacogin
0.2:1 anivamersen:pegnivacogin
0.3:1 anivamersen:pegnivacogin
0.5:1 anivamersen:pegnivacogin
1:1 anivamersen:pegnivacogin
2:1 anivamersen:pegnivacogin
Placebo

Summer 2010
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