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About PharmaCare B.C. PharmaCare is a government-funded drug plan. It helps British Columbians with 
the cost of eligible prescription drugs and specific medical supplies.  

Details of Drug Reviewed 

Drug  rivaroxaban 

 Brand Name Xarelto® 

 Dosage Form 2.5 mg tablet 

 Manufacturer Bayer Inc.  

Submission Type New Submission  

 Use Reviewed For the treatment of patients with concomitant coronary artery disease (CAD) and peripheral 
artery disease (PAD) 

 Common Drug 
Review (CDR) 

Yes, CDR recommended: to Reimburse with clinical criteria and/or conditions. Visit the CDR 
website for more details: www.cadth.ca/sites/default/files/cdr/complete/SR0569%20Xarelto%20-
%20Confidential%20Final%20CDEC%20Recommendation%20%28redacted%29_for%20posting.pdf 

 Drug Benefit 
Council (DBC)  

The DBC met on December 3, 2018. DBC considered various inputs including: the final reviews 
completed by the CDR, which included clinical and pharmacoeconomic evidence review material 
and the recommendations from the Canadian Drug Expert Committee (CDEC); Patient Input 
Questionnaire responses from two patients; patient input provided to the CDR; a Clinical Practice 
Review from one specialist; an Other Drug Agencies Review Recommendations from the Canadian 
Agency for Drugs and Technologies in Health (CADTH); and a Budget Impact Assessment (BIA).  

Drug Coverage 
Decision 

Limited Coverage Benefit. Access the rivaroxaban criteria from 
www.gov.bc.ca/pharmacarespecialauthority  

 Date April 1, 2020 

 Reasons Drug coverage decision is consistent with the CDEC and DBC recommendations.   
• The drug demonstrated some advantage over acetylsalicylic acid (ASA) alone with respect to 

efficacy (reduction in the risk of adverse cardiovascular events). 
• Bleeding events were more common in patients using the drug in combination with ASA as 

compared to ASA alone. The benefits and risks of treatment with rivaroxaban in combination 
with ASA should be considered on an individual patient basis. 

• The Ministry participated in the pan-Canadian Pharmaceutical Alliance negotiations with Bayer 
Inc. and was able to addresses issues relating to the cost-effectiveness and value for money of 
this drug.   

 Other 
Information 

None 

 

http://www.cadth.ca/sites/default/files/cdr/complete/SR0569%20Xarelto%20-%20Confidential%20Final%20CDEC%20Recommendation%20%28redacted%29_for%20posting.pdf
http://www.cadth.ca/sites/default/files/cdr/complete/SR0569%20Xarelto%20-%20Confidential%20Final%20CDEC%20Recommendation%20%28redacted%29_for%20posting.pdf
http://www.gov.bc.ca/pharmacarespecialauthority
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The Drug Review Process in B.C. 

 
A manufacturer submits a request to the Ministry of Health (Ministry).  

 
An independent group called the Drug Benefit Council (DBC) gives advice to the Ministry. The DBC looks at: 

• whether the drug is safe and effective 
• advice from a national group called the Common Drug Review (CDR) 
• what the drug costs and whether it is a good value for the people of B.C. 
• ethical considerations involved with covering or not covering the drug 
• input from physicians, patients, caregivers, patient groups and drug submission sponsors 

 
The Ministry makes PharmaCare coverage decisions by taking into account: 

• the existing PharmaCare policies, programs and resources 
• the evidence-informed advice of the DBC 
• the drugs already covered by PharmaCare that are used to treat similar medical conditions 
• the overall cost of covering the drug 

 
Visit The Drug Review Process in B.C. - Overview and Ministry of Health - PharmaCare for more information. 

 
This document is intended for information only.  

It does not take the place of advice from a physician or other qualified health care provider. 
 

 
  

http://www2.gov.bc.ca/gov/topic.page?id=128B4FDB7E004D6DA40A1B0D061903A7
https://www.cadth.ca/cdr
http://www2.gov.bc.ca/gov/DownloadAsset?assetId=C91441F9DFB74F8A9F6C80472809A1A9&filename=drugrevproc2.pdf
http://www2.gov.bc.ca/gov/topic.page?id=D1A5394E2B5F4A358A65C07D202E8955
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Drug Benefit Council (DBC) Recommendation and Reasons for 
Recommendation 

FINAL 
 

Description: 
Drug review of rivaroxaban (Xarelto®) for the following Health Canada approved indications: 
 

In combination with acetylsalicylic acid (ASA) 75 mg to 100 mg for the prevention of stroke, 
myocardial infarction (MI) and cardiovascular (CV) death in patients with concomitant coronary artery 
disease (CAD) and peripheral artery disease (PAD). 

 
In their review, the DBC considered the following: the final reviews completed by the Common Drug Review 
(CDR) on November 20, 2018, which included clinical and pharmacoeconomic evidence review material and 
the recommendations from the Canadian Drug Expert Committee (CDEC). The DBC also considered Patient 
Input Questionnaire responses from two patients, patient input provided to the CDR, a Clinical Practice 
Review from one specialist, an Other Drug Agencies Review Recommendations from the Canadian Agency 
for Drugs and Technologies in Health, and a Budget Impact Assessment. 
Dosage Forms: 
 
Xarelto® is available as rivaroxaban 2.5 mg oral tablet. 
 
Recommendations: 
1. The Drug Benefit Council (DBC) recommends that rivaroxaban (Xarelto®) should be listed in 

combination with acetylsalicylic acid (ASA) 75 mg to 100 mg for the prevention of stroke, myocardial 
infarction (MI) and cardiovascular (CV) death in patients with concomitant coronary artery disease 
(CAD) and peripheral artery disease (PAD). 

2. Rivaroxaban should not be reimbursed for patients who have CAD or PAD alone \ 
 
Of Note: 
1. Concomitant CAD and PAD are as defined in the Implementation Considerations 
section of the CDR Recommendation. 
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Reasons for the Recommendation: 
1. Summary 
3. One double-blind randomized controlled trial (RCT) found the combination of rivaroxaban 2.5 mg twice 

daily and ASA 100 mg once daily statistically significantly reduced the risk of major adverse 
cardiovascular events compared with ASA alone over 23 months. 

4. In patients with concomitant CAD and PAD the combination of rivaroxaban 2.5 mg twice daily and 
ASA had a numerically greater benefit over ASA alone for reducing the risk of major adverse 
cardiovascular events. 

5. The trial included patients with CAD and/or PAD, although the Health Canada approved indication is for 
patients with CAD with or without PAD; PAD alone is not an approved indication at this time. The 
manufacturer requested concomitant CAD and PAD, a subgroup of the overall population in the 
approved indication. 

6. At the manufacturer submitted price, the combination of rivaroxaban 2.5 mg twice daily and low dose 
ASA, compared with ASA alone, is most cost-effective in patients with concomitant CAD and PAD. 

 
2. Clinical Efficacy 
• The DBC considered the CDR’s Clinical Review, which included one double-blind RCT (COMPASS) 

comparing the combination of rivaroxaban 2.5 mg twice daily and ASA 100 mg once daily with ASA 100 
mg once daily in patients with stable CAD and/or PAD who predominantly had a history of myocardial 
infarction, cardiac revascularization, normal renal function, and who had no history of stroke. 

• The primary outcome in COMPASS was major adverse cardiovascular events (a composite of stroke, 
myocardial infarction, and cardiovascular death). The primary analysis population was in the full 
COMPASS population (i.e. patients with CAD and/or PAD), and subgroup analyses were conducted in 
patients with CAD only, PAD only, and concomitant CAD and PAD. 

• The combination of rivaroxaban 2.5 mg twice daily and ASA 100 mg once daily statistically 
significantly reduced the risk of the primary outcome, major adverse cardiovascular events, as 
compared with ASA alone over 23 months. 

• The pre-specified subgroup analysis of patients with concomitant CAD and PAD found that the 
combination of rivaroxaban 2.5 mg twice daily and ASA had a numerically greater benefit over ASA 
alone for the same composite end point. 

• The effect of rivaroxaban/ASA on health-related quality of life measures and patient function is 
uncertain because of limited or no data for these outcomes. 

• The COMPASS trial was stopped prematurely because it met the pre-specified criteria for early 
discontinuation based on efficacy. Patients in COMPASS received a median duration of treatment of 
approximately two years. As a result, the long-term efficacy and safety of rivaroxaban/ASA is not well-
established, and the optimal duration of therapy is unknown. 
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7. For detailed information on the systematic review of rivaroxaban (Xarelto®) please see the CDEC 
Final Recommendation at: https://www.cadth.ca/rivaroxaban-52. 

 

3. Safety 
• The proportion of participants experiencing adverse events (AEs) in COMPASS was higher in the 

rivaroxaban/ASA group compared with ASA alone in the overall CAD and/or PAD population. The 
proportion of patients experiencing serious AEs and withdrawals due to AEs was also higher for 
rivaroxaban/ASA compared with ASA. 

• Major bleeding was more common for rivaroxaban/ASA-treated patients compared with patients 
treated with ASA alone. 

• DBC discussed that the rates of fatal bleeding, fatal and non-fatal intracranial bleeding, and non-fatal 
critical organ bleeding in the trial were relatively low and similarly distributed between treatment 
groups. 

• The increased risk of major bleeding in the rivaroxaban/ASA group was contributed to largely by an 
increased occurrence of gastrointestinal bleeding. 

• The CDR recommended that the benefit to risk of treatment with rivaroxaban/ASA, as compared with 
ASA alone, in patients with concomitant CAD and PAD, should be considered on an individual patient 
basis. 

• For detailed information on the safety and tolerability of rivaroxaban (Xarelto®) please see the 
CDEC Final Recommendations at the links above. 

 
4. Economic Considerations 
• The CDR reanalysis of the manufacturer-submitted cost-utility analysis suggested that the combination of 

rivaroxaban 2.5 mg twice daily and low dose ASA, compared with ASA alone, is most cost-effective in 
patients with concomitant CAD and PAD, with an incremental cost-effectiveness ratio (ICER) of $17,764 
per quality-adjusted life-year (QALY) gained. 

• The manufacturer did not provide information on rivaroxaban/ASA in the subgroup of patients with CAD 
alone, and as such no comment regarding the cost-effectiveness of rivaroxaban/ASA in this population 
can be made. 

• Because of the high number of potential patients with concomitant CAD and PAD, the budget impact 
for listing rivaroxaban is expected to be significant. 

 
5. Of Note 
• The DBC received patient input from two patients, who did not specifically indicate whether they had 

concomitant CAD and PAD. Both patients had been prescribed rivaroxaban for prevention of strokes and 
myocardial infarctions and reported that the medication relieved symptoms, was well-tolerated, and was 
easier to take as it did not require regular blood tests. 
 

 

https://www.cadth.ca/rivaroxaban-52
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About PharmaCare B.C. PharmaCare is a government-funded drug plan. It helps British Columbians with 
the cost of eligible prescription drugs and specific medical supplies.  

Details of Drug Reviewed 

Drug  Rivaroxaban 

 
Brand Name Xarelto® 

 Dosage Form(s) 15 and 20 mg tablets 

 Manufacturer Bayer Canada Inc. 

Submission 
Review 

New Indication 

 
Use Reviewed For the treatment of  pulmonary embolism (PE) 

 Common Drug 
Review (CDR) 

Yes. 

 http://www.cadth.ca/media/cdr/complete/SR0327_complete_Xarelto%20PEm_Mar-28-14.pdf 
 

 Drug Benefit 
Council (DBC) 

DBC met on May 5, 2014, and considered various inputs including: final review completed by the 
Common Drug Review (CDR) on March 26, 2014, which included clinical and pharmacoeconomic 
evidence review material and the recommendation from the Canadian Drug Expert Committee 
(CDEC).  The DBC also considered Patient Input Questionnaire responses from 1 patient and 1 
caregiver, Clinical Practice Reviews from 2 specialists, Manufacturer comments, as well as a 
Budget Impact Assessment. 
  

Drug Coverage 
Decision 

 Limited coverage benefit. 

 http://www.health.gov.bc.ca/pharmacare/sa/saindex.html#list 
 

 
Date September 30, 2014 

 Reason(s) Drug coverage decision is generally consistent with the DBC recommendation.   

 Rivaroxaban was similar to enoxaparin plus vitamin K antagonist (VKA), with respect to 
efficacy based on the incidence of recurrent DVT, non-fatal PE, or fatal PE.  

 Rivaroxaban was similar to enoxaparin plus VKA with respect to safety based on clinically 
relevant bleeding events but had less major bleeding events. 

 Rivaroxaban was cost saving compared with enoxaparin plus VKA when treating patients for 
up to six months and more costly for longer treatment duration. 
 

 Other 
Information 

None 

 

http://www.cadth.ca/media/cdr/complete/SR0327_complete_Xarelto%20PEm_Mar-28-14.pdf
http://www.health.gov.bc.ca/pharmacare/sa/saindex.html#list
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 The Drug Review Process in B.C.  

 
A manufacturer submits a request to the Ministry of Health (Ministry).  

 
An independent group called the Drug Benefit Council gives advice to the Ministry. The Council looks at: 

 advice from a national group called the Common Drug Review 

 whether the drug is safe and effective 

 whether it is a good value for the people of B.C.  and the drugs cost 

 the ethics of covering or not covering the drug 

 input from physicians, patients, caregivers, patient groups and drug submission sponsors 
The Ministry makes a decision based on many factors, including: 

 advice from the Council 

 drugs used to treat similar medical conditions that B.C. PharmaCare already covers 

 the overall cost of covering the drug 
 

For more information about the B.C. Drug Review Process, please visit 
http://www.health.gov.bc.ca/pharmacare/outgoing/drugrevproc2.pdf. 

 
To find out more about the Pharmaceutical Services Division and the PharmaCare program, visit 

www.health.gov.bc.ca/pharmacare. 
 

This document is intended for information only.  
It does not take the place of advice from a physician or other qualified health care provider. 

 

 
 
 

 

http://www.health.gov.bc.ca/pharmacare/formulary/dbc_info.html
http://www.health.gov.bc.ca/pharmacare/outgoing/drugrevproc2.pdf
http://www.health.gov.bc.ca/pharmacare
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