
PRESCRIBING INFORMATION  

OCREVUS® (ocrelizumab) 300 mg concentrate for solution 

for infusion 

Each vial contains 300 mg of ocrelizumab in 10 mL. The final 
concentration after dilution is approximately 1.2 mg/mL. Refer 

to Ocrevus Summary of Product Characteristics (SmPC) for full 

prescribing information. 
Indications: Treatment of adult patients with relapsing forms of 

multiple sclerosis (RMS) with active disease defined by clinical 

or imaging features. 
Treatment of adult patients with early primary progressive 

multiple sclerosis (PPMS) in terms of disease duration and level 

of disability, and with imaging features characteristic of 

inflammatory activity. 
Dosage and Administration: Initial 600 mg dose administered 

as two separate intravenous (IV) infusions (first as a 300 mg 

infusion, followed 2 weeks later by a second 300 mg infusion). 
Subsequent doses: single 600 mg IV infusion every 6 months, 

over 3.5-hours or 2-hours (if patients did not experience a 

serious infusion-related reaction (IRR) with any previous 
Ocrevus infusion). No dose reductions are recommended. If an 

infusion is missed it should be administered as soon as possible. 

Premedication for IRRs: 100 mg IV methylprednisolone (or 

equivalent) approximately 30 minutes prior to each infusion; 
antihistamine approximately 30-60 minutes prior to each 

infusion. Premedication with an antipyretic may also be 

considered approximately 30-60 minutes prior to each infusion. 
Withholding of antihypertensive treatments should be considered 

for 12 hours prior to and throughout each infusion as 

hypotension is a symptom of IRRs. 
Contra-indications: Hypersensitivity to ocrelizumab or to any 

of the excipients; current active infection; patients in a severely 

immunocompromised state; known active malignancies. 
Precautions: Treatment should be initiated and supervised by an 

experienced healthcare professional with access to appropriate 

medical support to manage severe reactions such as serious IRRs. 

The name and the batch number of the administered product 
should be recorded to improve traceability of biological products. 

IRRs: these can occur within 24 hours of the infusion and may 

present as pruritus, rash, urticaria, erythema, throat irritation, 
oropharyngeal pain, dyspnoea, pharyngeal or laryngeal oedema, 

flushing, hypotension, pyrexia, fatigue, headache, dizziness, 

nausea, tachycardia and anaphylaxis. If the patient experiences 
severe pulmonary symptoms or any other life-threatening IRR, 

stop the infusion immediately and permanently and provide 

appropriate treatment. Hypersensitivity Reactions: these may be 

clinically indistinguishable from IRR symptoms. Patients with 
known immunoglobulin E (IgE) mediated hypersensitivity to 

Ocrevus must not be treated. Infections: delay administration in 

patients with active infection until it is resolved. Since severely 
immunocompromised patients should not be treated, it is 

recommended to verify the patient’s immune status before 

dosing. There were fatal infections in the PPMS trial Ocrevus 
treatment group. Treatment may further increase the risk of 

severe pneumonia in PPMS patients with swallowing difficulties 

(higher risk of aspiration pneumonia). Immunoglobulins: clinical 
trials have shown an association between decreased  

immunoglobulins and serious infections. Progressive Multifocal 

Leukoencephalopathy (PML): John Cunningham virus (JCV) 

infection resulting in PML has been observed very rarely in 
patients treated with anti-CD20 antibodies, including 

ocrelizumab, and mostly associated with risk factors. Physicians 

should be vigilant for the early signs and symptoms of PML as 
these can be similar to MS disease. If PML is suspected, 

withhold Ocrevus dosing. Consider evaluation: MRI scan 

preferably with contrast, confirmatory cerebro-spinal fluid 
testing for JCV DNA and repeat neurological assessments. If 

PML is confirmed, treatment must be discontinued permanently. 

Hepatitis B virus (HBV): reactivation has been reported in 

patients treated with anti-CD20 antibodies. HBV screening 
should be performed in all patients before starting treatment. 

Patients with active HBV should not be treated with Ocrevus. 

Patients with positive serology should consult liver disease 

experts before treatment starts. Late neutropenia: Cases of late 

onset neutropenia have been reported. In patients with signs and 
symptoms of infection, measurement of blood neutrophils is 

recommended. Malignancies: an increased number of 

malignancies (including breast cancer) has been observed in 
clinical trial patients treated with Ocrevus, vs control groups. 

The incidence was within the background rate expected for an 

MS population. Individual benefit risk should be considered in 
patients with known risk factors for malignancies and in patients 

who are being actively monitored for recurrence of malignancy. 

Treatment of severely immunocompromised patients: it is not 

recommended to use other immunosuppressants concomitantly 
with Ocrevus except corticosteroids for symptomatic treatment 

of relapses. When initiating Ocrevus after immunosuppressive 

therapy or initiating immunosuppressive therapy after Ocrevus, 
the potential for overlapping pharmacodynamic effects should be 

taken into consideration. Vaccinations: patients who require any 

vaccination should complete their immunisation at least 6 weeks 
prior to starting treatment. Vaccination with live or live-

attenuated vaccines should be postponed until B-cell repletion. It 

is recommended to vaccinate patients treated with Ocrevus with 

seasonal influenza vaccines that are inactivated. Neonates and 
Infants with exposure in utero: vaccination with live and live-

attenuated vaccines in infants should be delayed until B-cell 

levels have recovered. It is recommended to measure CD19-
positive B-cell levels in neonates and infants, prior to 

vaccination. 

Fertility, Pregnancy and Lactation: Ocrevus should be avoided 
during pregnancy unless the potential benefit to the mother 

outweighs the potential risk to the foetus. Women of 

childbearing potential should use contraception while receiving 
Ocrevus and for 12 months after the last infusion. It is unknown 

whether Ocrevus/metabolites are excreted in human milk. A risk 

to newborns/infants cannot be excluded. Women should be 

advised to discontinue breast-feeding during therapy. 
Drug Interactions: It is not recommended to use other 

immunosuppressive therapies concomitantly with Ocrevus 

except corticosteroids for symptomatic treatment of relapses. 
Adverse reactions: Very common: infections (upper respiratory 

tract infection, nasopharyngitis, influenza), lymphopenia and 

decrease in blood immunoglobulins, IRRs. Common: infections 
(sinusitis, bronchitis, oral herpes, gastroenteritis, respiratory tract 

infection, viral infection, herpes zoster, conjunctivitis, cellulitis), 

neutropenia, cough, catarrh. Serious: IRRs, infections and 

neutropenia. Others: systemic inflammatory response syndrome 
of unknown etiology. Prescribers should consult the SmPC for a 

full list of adverse reactions. 

MA Number: PLGB 00031/0889. Presentation and Basic 

NHS Cost: 1 vial (300 mg/10 mL) pack is £4,790. Legal 

Category:  POM. Supplied by: Roche Products Limited, 6 

Falcon Way, Shire Park, Welwyn Garden City, AL7 1TW, 
United Kingdom. OCREVUS® is a registered trade mark  

M-GB-00008633 Date of Preparation: Oct 2022 

    Reporting suspected adverse reactions after 

authorisation of the medicinal product is important. It 

allows continued monitoring of the benefit/risk balance 

of the medicinal product. 

Adverse events should be reported. Reporting forms and 

information can be found at 

www.mhra.gov.uk/yellowcard  or search for MHRA 

Yellow Card in the Google Play or Apple App Store. 

Adverse events should also be reported to Roche 

Products Ltd. Please contact Roche Drug Safety Centre 

by emailing welwyn.uk_dsc@roche.com or calling  

+44 (0)1707 367554. 

As OCREVUS® is a biological medicine, healthcare 

professionals should report adverse reactions by brand 

name and batch number. 
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