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‘Xarelto’ Demonstrates 
a Reassuring 

Cardiovascular Profile

‘Xarelto’ Lowers the 
Rate of Most Feared ICH 

and Fatal Bleeds

Oral, Once-daily 
‘Xarelto’ as Effective 

as Warfarin

For patients with atrial fibrillation (AF), stroke prevention is critical as AF-related strokes are more severe than non AF-related strokes. AF-related 
strokes cause disability in more than half of patients and are associated with a 50% likelihood of death within one year1,2,3. Anticoagulation reduces 
the risk of stroke, however, it is consistently under-utilised in patients with AF4. 

The ROCKET AF study explored the efficacy and safety of the adjusted-dose Factor Xa inhibitor oral, once-daily ‘Xarelto’ compared with adjusted-
dose warfarin.

ROCKET AF was presented at the American Heart Association (AHA) Congress in 2010 and published in the New England 
Journal of Medicine (NEJM) in September 20115. 

The study is the basis of the approval of ‘Xarelto’ for the prevention of stroke and systemic embolism in adult patients with 
non-valvular AF with one or more risk factors. 

The Pivotal, Phase III ROCKET AF Study Proves ‘Xarelto’ Provides Effective Protection 
against Potentially Devastating Strokes in One Tablet, Once Daily in Patients with Atrial 
Fibrillation (AF)

Results were achieved with an oral, once-daily, fixed dosing regimen unique to ‘Xarelto’6 (this included a reduced fixed 15 mg dose for patients 
with moderate renal impairment) and showed consistent results in all patient groups, including those with multiple co-morbidities who are 
considered more difficult to protect.

The extensive evaluation of rivaroxaban to protect different patient populations at risk of venous and arterial thromboembolism (VAT), 
makes it the most studied novel OAC in the world. Rivaroxaban (Xarelto®) is already approved for five indications in seven areas of use 
and its investigation - both completed and ongoing - will include more than 275,000 patients in clinical trials and real world settings.

 PHASE III

Efficacy Results
‘Xarelto’ was shown to be non-inferior to warfarin5.

Safety Results
Overall bleeding rates were comparable to warfarin5.
‘Xarelto’ demonstrated a reassuring bleeding profile with similar 
overall bleeding rates and a significant reduction in intracranial 
haemorrhages (ICH) and fatal bleeds. Major gastrointestinal (GI) 
bleeds were more common with rivaroxaban than warfarin5.



Media Backgrounder For Ex-US and Ex-UK Use Only

Media Backgrounder For Ex-US and Ex-UK Use Only

About the ROCKET AF Patient Population

♦♦ 14,264 patients with non-valvular AF 

♦♦ Moderate-to-high risk of stroke or non-CNS systemic embolism (SE) 
with multiple co-morbidities including: 

•	 Prior stroke or transient ischaemic attack (TIA) or SE; or 

•	 At least two of the following risk factors: congestive heart failure 
(LVEF <=35%), hypertension, age ≥75 years, diabetes mellitus (i.e., 
a CHADS2 score of two or more)

♦♦ Approximately 50% of study patients had a history of stroke, TIA  
or SE

♦♦ Mean age greater than other trials in this disease area (average 
73.1 years) 

♦♦ A quarter of patients were 78 years or older

Sub-Analyses: Exploring Specific AF Patient Groups

Atrial Fibrillation (AF) 
AF is the most common sustained cardiac rhythm disorder and occurs when the upper chambers (atria) of the heart beat 
irregularly 7. As a result, the atria do not empty completely and blood does not flow properly, potentially allowing blood clots to 
form. These blood clots can break loose and travel to the brain, resulting in a stroke8. 

References

1) Lin HJ, Wolf P, Kelly-Hayes M, et al. Stroke Severity in Atrial Fibrillation: The Framingham Study. Stroke. 1996; 27: 1760-1764. 2) Gladstone DJ, Bui E, Fang J, 
et al. Potentially preventable strokes in high-risk patients with atrial fibrillation who are not adequately anticoagulated. Stroke. 2009; 40(1): 235-240. 3) Marini C, 
De SF, Sacco S, et al. Contribution of atrial fibrillation to incidence and outcome of ischemic stroke: results from a population-based study. Stroke. 2005a; 36, (6) 
1115-1119. 4) Camm AJ, Lip G Y.H, De Caterina R, et al. 2012 focused update of the ESC Guidelines for the management of atrial fibrillation. Eur Heart J. 2012; 
33: 2719–2747. 5) Patel MR, Mahaffey KW, Garg J, et al. Rivaroxaban versus warfarin in nonvalvular atrial fibrillation. N Engl J Med. 2011; 365(10): 883-891.  
6) Xarelto [summary of product characteristics]. Berlin, Germany: Bayer Pharma AG; November 2013. 7) NHS choices. Atrial fibrillation. Available at: http://www.nhs.
uk/Conditions/Atrial-fibrillation/Pages/Introduction.aspx. Accessed January 2015. 8) NHS choices. Atrial fibrillation complications. Available at: http://www.nhs.uk/
Conditions/Atrial-fibrillation/Pages/Complications.aspx. Accessed January 2915. 9) Hankey GJ, Patel MR, Stevens SR, et al. Rivaroxaban compared with warfarin 
in patients with atrial fibrillation and previous stroke or transient ischaemic attack: a subgroup analysis of ROCKET AF. Lancet Neurol. 2012; [Epub ahead of print]. 
10) Halperin JL, Wojdyla D, Piccini JP, et al. Efficacy and safety of rivaroxaban compared with warfarin among elderly patients with nonvalvular atrial fibrillation in 
the ROCKET-AF trial. Stroke. 2012; 43: A148Ref. 11) Fox KAA, Piccini JP, Wojdyla D, et al. Prevention of stroke and systemic embolism with rivaroxaban compared 
with warfarin in patients with non-valvular atrial fibrillation and moderate renal impairment. Eur Heart J. 2011;32 (19): 2387–2394.

Patients with AF with 
Prior Stroke or TIA 

(n=7,468)

‘Xarelto’ provides consistent stroke 
prevention both in patients with 
AF who have and have not had a 
prior stroke or TIA, supporting the 
use of ‘Xarelto’ as an alternative to 
warfarin in primary and secondary  
stroke prevention9.

Patients with AF over the 
age of 75 (n=6,229) 

‘Xarelto’ showed consistent efficacy 
and safety benefits in these higher 
risk patients who are considered 
to be more difficult to manage, 
reflecting the overall ROCKET AF 
findings. Importantly, elderly patients 
treated with ‘Xarelto’ showed lower 
rates of ICH compared to patients 
receiving warfarin10.

Patients with AF 
with Moderate Renal 
Impairment (n=2,950)

‘Xarelto’ can prevent stroke in patients 
with moderate renal insufficiency, 
without elevating the risk of critical 
bleeding events such as ICH. The 
15 mg dose adjustment for renally 
impaired patients showed consistent 
results with the overall ROCKET  
AF findings11.

Patient Study Insights
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