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Objectives

After the session and upon reflection, participants will be 
able to: 

1.Describe to their patients the probability 
and implication of major bleeding with OAC 
therapy. 

2.Appropriately discuss the relevance of 
antidotes to OAC therapy with their patients.
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ICH in AF Trials
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Gomes T, et al. CMAJ. 2013;185(2):E121–7 

First 30 days of 
warfarin:
“major hemorrhage”
11.8% per person-year
16.7% if CHADS2 > 3

Over the 5-year study 
period:
8.7% visited the hospital 
for bleeding

18% of those died in 
hospital or within 7 days 
of discharge
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Major Bleeding Case-Fatality

Extracranial Bleeding Intracranial Bleeding

warfarin 11-20%2 ~50%3

rivaroxaban 5-10%2

dabigatran ~9%1

apixaban ?

1. Majeed A, et al. Circulation 2013;128:2325–32
2. Beyer-Westendorf J, et al. Blood [Internet] 2014;124:955–62
3. Fang MC, et al. Am J Med 2007;120:700–5

Major Bleeding Case-Fatality

Chai-Adisaksopha C, et al. J Thromb Haemost 2015;13:2012–20

Case fatality for major bleeding:

NOAC: 7.6% 
warfarin: 11%  

RR 0.53 (0.43-0.64)

13 RCTs (n=27,419 treated 6-36 mos, 1121 major bleed in 1034 individuals)
AF & VTE, all NOACs

Fawole A, et al. Cleve Clin J Med 2013;80:443–51. 

Managing OAC-associated 
bleeding

volume, cryosupernatant 
plasma CPD (CSP), FFP,  

prothrombin complex 
concentrates (PCC), antidote

site-specific therapy 
endoscopy, neurosurgery, 

etc

Holbrook A, CHEST 2012;141:e152S–84S. 

HOW DOES Vit.K AFFECT OUTCOMES
IN WARFARIN-ASSOCIATED 

MAJOR BLEEDS?

Johansen M, et al. Cochrane Database Syst Rev 2015;7:CD010555. 
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WHAT WOULD AN IDEAL ANTIDOTE DO?

“Serious bleeding, although rare, can occur in your brain or in 
your gut. If this happens the doctor can give you an antidote that 
reverses the anticoagulation and gets the blood back to normal.”

Palacio AM, et al. Patient Prefer Adherence 2015;9:133–8. 

“… if a severe bleeding event does occur, the antidote can be 
used to reduce the duration and severity of the bleeding event.”

Ghijben P, et al. Pharmacoeconomics 2014;32:1115–27. 

www.praxbind.com

Pollack CV Jr., et al. N Engl J Med 2015;373:511–20. www.clinicaltrials.gov NCT02104947 
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Siegal DM, et al. N Engl J Med 2015;373:2413–24. www.clinicaltrials.gov NCT02329327 

Managing OAC-associated 
bleeding

volume, cryosupernatant 
plasma CPD (CSP), FFP,  

prothrombin complex 
concentrates (PCC), 

antidote

site-specific therapy 
endoscopy, neurosurgery, etc

Restart OAC? 
When?

Witt DM, et al. Arch Intern Med. 2012;172(19):1484–91. 

Restart OAC? 
When?

Qureshi W, et al. Am J Cardiol. 2013;113(4):662–8. 

Restart OAC? 
When?

“restarting warfarin after 7 days was not 
associated with increased risk of GIB but was 

associated with decreased risk of mortality and 
thromboembolism compared with resuming after 

30 days of interruption.”

Staerk L, et al. BMJ 2015;16;351:h5876. 

Restart OAC? 
When?

HR for restarting antithrombotic treatment vs. not restarting

n=4602 AF patients discharged from hospital following antithrombotic-
associated GI bleed.  5 years followup.  
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Claassen DO, et al. Arch Neurol. 2008;65(10):1313–8. 

Restart OAC? 
When?

Kuramatsu JB, et al. JAMA 2015;313:824–36. 

Restart OAC? 
When?

Kuramatsu JB, et al. JAMA 2015;313:824–36. 

Restart OAC? 
When?

Kuramatsu JB, et al. JAMA 2015;313:824–36. 

Restart OAC? 
When?

Pisters et al. CHEST 2010; 138(5):1093–1100

HAS-BLED
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Loewen P, Dahri K. Ann Hematol. 2011;90:1191–200. 
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Bleeding CPRs - C statistics

Ohman et al. JAMA 2000;284:876-8

clinically 
useless

limited 
value

clinically 
useful

0.5 0.6 0.7 0.8

modest 
value

Donzé J et al. Am J Med 2012;125:1095–102
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How to HAS-BLED

www.sparctool.com

How to HAS-BLED

www.acc.org/anticoagevaluator
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