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Coverage Determination: 

Warning: All patients should be screened and deemed free of active Hepatitis B Virus (HBV) 
prior to starting therapy with Ocrevus.  

 

Initial/New Requests 
 

WellMed Medical Management will cover Ocrevus (ocrelizumab) as medically necessary when 
ALL of the following are met:  

 
1) The patient has a diagnosis of Primary progressive Multiple Sclerosis (PPMS) OR Relapsing 

forms of Multiple Sclerosis (MS) (e.g. clinically isolated syndrome, relapsing-remitting MS, 
secondary-progressive MS with relapses, progressive-relapsing MS with relapses) 

 
2) The patient will NOT be given ocrelizumab in combination with any of the following, 

a) Disease modifying therapy* (e.g.  interferon beta preparations, dimethyl fumarate, 
glatiramer acetate, natalizumab, fingolimod, cladribine, siponimod or teriflunomide, 
etc.).  

b) B cell targeted therapy* (e.g. rituximab, belimumab, ofatumumab)  

c) Lymphocyte trafficking blockers* (e.g. alemtuzumab, mitoxantrone) 

*See additional therapies on page 7 chart. 
 

3) The prescribed dosage regimen is consistent with the FDA-approved dosing  
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Renewal/Continuation of Therapy Requests 
 

WellMed Medical Management will cover Ocrevus (ocrelizumab) as medically necessary when 
ALL of the following are met:  
 
1) Documentation of positive clinical response to Ocrelizumab therapy 

 
2) The patient will NOT be given ocrelizumab in combination with any of the following,  

a) Disease modifying therapy* (e.g.  interferon beta preparations, dimethyl fumarate, 
glatiramer acetate, natalizumab, fingolimod, cladribine, siponimod, teriflunomide, 
etc.).  

b) B cell targeted therapy* (e.g. rituximab, belimumab, ofatumumab)  

c) Lymphocyte trafficking blockers* (e.g. alemtuzumab, mitoxantrone) 

*See additional therapies on page 7 chart. 

 
3) Dose is in accordance to FDA labeled dosing for indication 
 
Note: Ocrevus is currently unproven and not medically necessary for the treatment of: 

1. Lupus nephritis 
2. Rheumatoid arthritis 
3. Systemic lupus erythematosus 

 
 

 

Dosage and Administration: 

 
1) Multiple sclerosis, Relapsing Forms & Primary progressive multiple sclerosis (PPMS) 

Initial doses: 300 mg intravenous on day 1, followed by 300 mg intravenous 2 weeks later 

Renewal doses: 600 mg intravenous once every 6 months 
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Clinical Evidence: 

The efficacy of Ocrevus™ in patients with Relapsing forms of Multiple sclerosis (RMS) was 
demonstrated in two identical clinical trials. The studies were randomized, double-blind, double-
dummy, active comparator-control clinical trial. The studies lasted for 96 weeks. Patients in both 
trials (study 1 and study 2) were treated with Ocrevus™ 300 mg 2 weeks apart, then 600 mg every 
24 weeks followed by placebo subcutaneous injections 3 times per week. Patients on the active 
comparator were treated with Rebif 44 mcg subcutaneous injections 3 times per week and 
placebo IV infusions every 24 weeks.  

The primary outcome measures annualized relapse rate (ARR) while the secondary outcome 
included proportion of patients with confirmed disability progression.  Progression of disability 
was defined as an increase of 1 point or more from the baseline Expanded Disability Status Scale 
(EDSS) score resulting from multiple sclerosis when the baseline EDSS score was 5.5 or less, or 
0.5 points or more when the baseline EDSS score was above 5.5. Disability progression was 
confirmed at week 12 visit after the initial documentation of neurological worsening.  

Study 1 randomized 410 patients to Ocrevus and 411 to Rebif.  Annualized relapse rate was 0.156 
in Ocrevus and 0.292 in Rebif. Relative reduction was 46% (p < 0.0001). Proportion of relapse-
free patients was 83% in Ocrevus and 71% in Rebif.  Study 2 randomized 417 patients to Ocrevus 
and 418 to Rebif.  Annualized relapse rate was 0.155 in Ocrevus and 0.290 in Rebif. Relative 
reduction was 47% (p < 0.0001). Proportion of relapse-free patients was 82% in Ocrevus and 72% 
in Rebif.  

In both studies, the proportion of patients with 12-week confirmed disability progression was 
9.8% in Ocrevus vs 15.2% in Rebif. Risk reduction (Pooled) was 40% (P = 0.0006). The study 
concluded that Ocrevus significantly lowered the annualized relapse rate and the proportion of 
patients with disability progression confirmed at 12 weeks after onset compared to Rebif.  

Efficacy of Ocrevus in patients with Primary progressive multiple sclerosis (PPMS) was studied in 
a randomized, double-blind, placebo-controlled clinical trial. Patients received Ocrevus 600 mg 
or placebo 2 300 mg intravenous infusions 2 weeks apart every 24 weeks for at least 120 weeks. 
The primary outcome was the time to onset of disability progression resulting from multiple 
sclerosis confirmed to be present at the next neurological assessment at least 12 weeks later. 
Progression of disability was defined as an increase of 1 point or more from the EDSS score 
resulting from multiple sclerosis when the baseline EDSS score was 5.5 or less, or 0.5 points or 
more when the baseline EDSS score was above 5.5. Patients who discontinued participation in 
the study before their next assessment after an onset of disability progression are also confirmed 
as having disability progression. 

The study randomized 488 patients to Ocrevus and 244 to placebo. The average age of patients 
was 45.  Proportion of patients with 12-weeks confirmed disability progression was 32.9 % in 
Ocrevus treated patients’ vs 39.3% in placebo. Risk reduction was 24%; P = 0.0321. The study 
concluded that Ocrevus treated patients had significantly longer time to onset of disability 
progression confirmed at 12 weeks after onset than placebo treated patients. 
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