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Dabigatran Etexilate
U.S. Fact Sheet

What is Dabigatran Etexilate?

e Dabigatran etexilate is a direct thrombin inhibitor (DTI)' in a class of oral anticoagulants
being studied for the prevention and treatment of acute and chronic thromboembolic
diseases, including:

o Stroke prevention in patients with non-valvular atrial fibrillation?

0 Prevention of atherothrombotic events in patients with acute coronary syndrome
(ACS)?

0 Primary prevention of venous thromboembolism (VTE) in patients undergoing
elective total hip or knee replacement surgeries >

o Secondary prevention of VTE’

o Treatment of acute VTE®

o Dabigatran etexilate is not approved by the FDA for use in the United States.
Dabigatran etexilate is approved as Pradaxa® in 40 countries for the primary prevention
of venous thromboembolic events (blood clots) in patients who have undergone
elective surgery for total hip or total knee replacement.

What is a Direct Thrombin Inhibitor?

o Thrombin is a logical target for anticoagulation because it converts fibrinogen to fibrin,
an essential step in thrombus (clot) formation.!

The Clinical Trial Program for Dabigatran Etexilate - Indications Under Investigation

An extensive clinical trial program is evaluating the efficacy and safety of dabigatran etexilate
against current standard therapy in more than 38,000 patients.>>* 5678919 The program
includes the RE-LY® (Randomized Evaluation of Long-Term Anticoagulant Therapy, Warfarin,
Compared with Dabigatran) study, designed to assess the efficacy of dabigatran etexilate for
preventing stroke in patients with non-valvular atrial fibrillation.? The study included 18,113
patients, making it the largest stroke prevention trial in atrial fibrillation to date.?



The following tables summarize the dabigatran etexilate clinical trial program.

Phase II and Phase III Trials in Progress
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The following table summarizes Phase Il and III studies that are currently underway, or yet to be

presented.

Clinical Trial Study Description Status
RE-DEEM™ Dose finding study for dabigatran etexilate | Study ongoing
(Phase II) in patients with acute coronary syndrome®

RE-COVER™ Efficacy and safety of dabigatran etexilate | Study closed
(Phase III) (150mg twice daily) vs. dose adjusted

warfarin (INR = 2.0-3.0) over 6 months of
treatment for acute symptomatic VTE®

RE-NOVATE® II

Efficacy and safety of dabigatran etexilate

Study ongoing

(Phase III) (220mg once daily) vs. enoxaparin (40mg

subcutaneously once daily) for preventing

VTE after surgery for elective total hip

arthroplasty®
RE-MEDY™ Efficacy and safety of dabigatran etexilate | Recruitment ongoing
(Phase III) (150mg twice daily) vs. warfarin for

secondary prevention of VTE over 18

months’
RE-SONATE™ Efficacy and safety of dabigatran etexilate | Recruitment ongoing
(Phase III) (150mg twice daily) vs. placebo for

secondary prevention of VTE over 6
months®

RE-COVER™II
(Phase III)

Efficacy and safety of dabigatran etexilate
(150mg twice daily) vs. warfarin (INR =
2.0-3.0) for 6 month treatment of acute
symptomatic VTE!!

Recruitment ongoing

RELY-ABLE™
(Phase III)

Long-term safety of dabigatran etexilate in
patients with atrial fibrillation who
completed RE-LY®'2

Study ongoing

Phase II

Safety and pharmacodynamics of two
doses of dabigatran etexilate in addition to
standard dual antiplatelet regimen vs.
unfractionated heparin in addition to
standard dual antiplatelet regimen in
patients undergoing elective angioplasty®?

Recruitment ongoing

Phase II

Safety and efficacy of dabigatran etexilate
in adolescent patients'*

Recruitment ongoing
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Completed Phase III Clinical Trials

The following table summarizes Phase III studies that have been completed to date.
Dabigatran etexilate is not approved by the FDA for use in the United States.

Clinical Trial Study Description Status
RE-LY® Efficacy and safety of dabigatran etexilate | Completed
(Phase III) (110mg or 150mg twice daily) vs. dose

adjusted warfarin (international
normalized ratio [INR] = 2.0-3.0) for
preventing stroke and systemic embolism
in patients with non-valvular atrial

fibrillation?
RE-MODEL™ Oral dabigatran etexilate (150mg or Completed
(Phase III) 220mg once daily) vs. subcutaneous

enoxaparin (40mg once daily) for
preventing VTE after total knee
replacement (European Union, South
Africa and Australia)*°

RE-NOVATE® Oral dabigatran etexilate (150mg or Completed
(Phase III) 220mg once daily) vs. subcutaneous
enoxaparin (40mg once daily) for
preventing VTE after total hip replacement
(European Union, South Africa and

Australia)*
RE-MOBILIZE® | Oral dabigatran etexilate (150mg or Completed
(Phase III) 220mg once daily) vs. subcutaneous

enoxaparin (30mg twice daily) for
preventing VTE after total knee
replacement (North America)®

For more information about the dabigatran etexilate clinical trial program, please visit
www.clinicaltrials.gov.


http://www.clinicaltrials.gov/
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