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RoActemra® (tocilizumab) Product Summary   

Refer to the Summary of Product Characteristics (SmPC) for full prescribing information. 

Drug information and mechanism of action 

Tocilizumab is a humanized IgG1 monoclonal antibody that binds specifically to both soluble and membrane-bound 
interleukin-6 (IL-6) receptors (sIL-6R and mIL-6R) and inhibits mIL-6R and sIL-6R-mediated signaling. 

 

Indications per formulation 

20 mg/ml concentrate for Solution for Infusion 

 RoActemra, in combination with methotrexate (MTX), is indicated for the treatment of: 

- severe, active and progressive rheumatoid arthritis (RA) in adults not previously treated with MTX. 

- moderate to severe active RA in adult patients who have either responded inadequately to, or who were intolerant 
to, previous disease-modifying anti-rheumatic drugs (DMARDs) or tumour necrosis factor (TNF) antagonists. 

o In these patients, RoActemra can be given as monotherapy in case of intolerance to MTX or where continued 
treatment with MTX is inappropriate  

o RoActemra has been shown to reduce the rate of progression of joint damage as measured by X-ray and to improve 
physical function when given in combination with methotrexate. 

 RoActemra is indicated for the treatment of active systemic juvenile idiopathic arthritis (sJIA) in patients 2 years of age and 
older, who have responded inadequately to previous therapy with NSAIDs and systemic corticosteroids. RoActemra can be 
given as monotherapy (in case of intolerance to MTX or where treatment with MTX is inappropriate) or in combination with 
MTX. 

 RoActemra in combination with methotrexate (MTX) is indicated for the treatment of juvenile idiopathic polyarthritis (pJIA; 
rheumatoid factor positive or negative and extended oligoarthritis) in patients 2 years of age and older, who have 
responded inadequately to previous therapy with MTX. RoActemra can be given as monotherapy in case of intolerance to 
MTX or where continued treatment with MTX is inappropriate. 

 RoActemra is indicated for the treatment of chimeric antigen receptor (CAR) T cell-induced severe or life-threatening 
cytokine release syndrome (CRS) in adults and paediatric patients 2 years of age and older. 

162 mg solution for injection in Pre-filled syringe for subcutaneous injection 

 RA, as above for ‘Solution for infusion’ 

 RoActemra is indicated for the treatment of active systemic juvenile idiopathic arthritis (sJIA) in patients 1 year of age and 
older, who have responded inadequately to previous therapy with NSAIDs and systemic corticosteroids. RoActemra can be 
given as monotherapy (in case of intolerance to MTX or where treatment with MTX is inappropriate) or in combination with 
MTX.  

 pJIA, as above for ‘Solution for infusion’ 

 RoActemra is indicated for the treatment of Giant Cell Arteritis (GCA) in adult patients. 

162 mg solution for injection in Pre-filled pen for subcutaneous injection 

 RA, as above for ‘Solution for infusion’ 

 GCA, as above for ‘Pre-filled syringe’ 

 RoActemra is indicated for the treatment of sJIA in patients 12 years of age and older, who have responded inadequately 
to previous therapy with NSAIDs and systemic corticosteroids. RoActemra can be given as monotherapy (in case of 
intolerance to MTX or where treatment with MTX is inappropriate) or in combination with MTX. 

 RoActemra is indicated for the treatment of pJIA, in combination with methotrexate (MTX) in patients 12 years of age and 
older, who have responded inadequately to previous therapy with MTX. RoActemra can be given as monotherapy in case 
of intolerance to MTX or where continued treatment with MTX is inappropriate. 
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Dosing and administration summary 

For full dosing information and for dose adjustments due to laboratory abnormalities, please refer to the relevant SmPC. 

Formulation Indication Dosage 

IV infusion 

RA 
8 mg/kg, given once every 4 weeks. If bodyweight > 100 kg, doses above 800 mg per infusion 
not recommended. 

sJIA 
≥ 2 years and older, 8 mg/kg once every 2 weeks if ≥ 30 kg 
≥ 2 years and older, 12 mg/kg once every 2 weeks if < 30 kg 

pJIA 
≥ 2 years and older, 8 mg/kg every 4 weeks if ≥ 30 kg 
≥ 2 years and older, 10 mg/kg every 4 weeks if < 30 kg 

CRS 

8 mg/kg over 60 minutes if ≥ 30 kg 
12 mg/kg over 60 minutes if < 30 kg 
RoActemra can be given alone or in combination with corticosteroids. 
If no clinical improvement after first dose, up to 3 additional doses can be administered. Interval 
between doses should be 8 hours. Doses above 800 mg not recommended. 

Pre-filled 
syringe (for 
SC injection) 

RA 162 mg once every week 

sJIA 

≥ 1 year and older, 162 mg once every week if ≥ 30 kg 
≥ 1 year and older, 162 mg once every 2 weeks if < 30 kg 
 
Patients must have a minimum body weight of 10 kg when receiving RoActemra subcutaneously. 

pJIA 
≥ 2 years and older, 162 mg once every 2 weeks if ≥ 30 kg 
≥ 2 years and older, 162 mg once every 3 weeks if < 30 kg 

GCA 
162 mg once every week in combination with tapering course of glucocorticoids.  
RoActemra can be used alone following discontinuation of glucocorticoids. 
RoActemra monotherapy should not be used for the treatment of acute relapses. 

Pre-filled pen 
(for SC 
injection) 

RA 162 mg once every week 

GCA 
162 mg once every week in combination with tapering course of glucocorticoids.  
RoActemra can be used alone following discontinuation of glucocorticoids. 
RoActemra monotherapy should not be used for the treatment of acute relapses. 

sJIA 

≥ 12 years of age, 162 mg subcutaneously once every week if ≥ 30 kg  
≥ 12 years of age, 162 mg subcutaneously once every 2 weeks if < 30 kg 

The pre-filled pen should not be used to treat paediatric patients < 12 years of age. 

Patients must have a minimum body weight of 10 kg when receiving RoActemra subcutaneously. 

pJIA 

≥ 12 years of age, 162 mg subcutaneously once every 2 weeks if ≥ 30 kg  
≥ 12 years of age, 162 mg subcutaneously once every 3 weeks if < 30kg 

The pre-filled pen should not be used to treat paediatric patients < 12 years of age. 

Where appropriate, patients transitioning from intravenous to subcutaneous formulation should administer their first 

subcutaneous dose instead of the next scheduled intravenous dose under the supervision of a qualified healthcare professional. 

Monitoring recommendations per indication 
 RA GCA sJIA pJIA 

Neutrophils and 
platelets 

Monitored 4 to 8 weeks after start of therapy 
and thereafter according to standard clinical 
practice. 

Monitored at the time of the second 
administration and thereafter according to 
good clinical practice. 

Liver function tests 
ALT/AST should be monitored every 4 to 8 weeks for the first 6 months of treatment and 
followed by every 12 weeks thereafter. 

Blood lipids 
Performed 4 to 8 weeks following initiation of RoActemra therapy. Patients should be managed 
according to local clinical guidelines for management of hyperlipidaemia. 
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Key Precautions and Contraindications 

Refer to the SmPC for a full list of precaution and contraindication information. 

Precautions  Exercise caution in patients with hepatic impairment, recurrent or chronic infection, diverticulitis, diabetes, 
ILD or conditions predisposing to infection.  

 Initiation not recommended if ALT or AST >5x ULN or ANC <2x109/L.  

 Dose may require adjustment or discontinuation for raised liver enzymes, low neutrophil or platelet count. 
See SmPC for details.  

 Exercise caution if platelet count <100x103/µL.  

 Recommended to discontinue if ANC <0.5x109/L or platelets <50x103/µL.  

 Rapid evaluation and treatment advised in response to development of any symptom suggestive of 
infection. Interrupt treatment in event of serious infection.  

 Exercise vigilance for central demyelinating disorders and symptoms of hepatic injury.  

 Screen for and treat TB prior to initiation of treatment.  

 Do not use live or live attenuated vaccines.  

 Do not use with other biological agents.  

 Monitor patients taking products metabolised via CYP 450 3A4, 1A2 or 2C9 as doses may require 
adjustment. See SPC for details.  

 Women of child-bearing potential should use contraception during and up to 3 months after treatment. 

 Macrophage activation syndrome (MAS) may develop in sJIA patients. There are no data relating to use 
of RoActemra in these patients. 

Contraindications  Hypersensitivity to tocilizumab or excipients (see specific SmPC) 

 Active, severe infections 

 

Adverse reactions 

For full information, see SmPC. 

Very Common 
upper respiratory tract infections, hypercholesterolaemia, Injection site reactions for SC 
administration 

Common 
cellulitis, pneumonia, herpes infection, abdominal pain, mouth ulceration, gastritis, rash, pruritus, 
urticaria, headache, dizziness, raised LFTs, weight gain, hypertension, leukopenia, neutropenia, 
hypofibrinogenaemia, peripheral oedema, hypersensitivity, conjunctivitis, cough, dyspnoea. 

Uncommon diverticulitis, stomatitis, gastric ulcer, hypertriglyceridaemia, nephrolithiasis, hypothyroidism 

Rare Steven-Johnson Syndrome, anaphylaxis (fatal), drug-induced liver injury, hepatitis, jaundice 

Very rare Hepatic failure 

 

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 RoActemra is a biological medicine, healthcare professionals should report adverse reactions by brand 
name and batch number. 

 

Other references 

 

Summary of Product Characteristics 

RoActemra 20 mg/ml Concentrate for Solution for Infusion: https://www.medicines.org.uk/emc/product/6673 

RoActemra 162 mg Solution for Injection in Pre-filled Syringe: https://www.medicines.org.uk/emc/product/5357 

RoActemra 162 mg Solution for Injection in Pre-filled Pen: https://www.medicines.org.uk/emc/product/9086 
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