RoActemra® (tocilizumab)

intravenous (IV) dosing for Polyarticular
Juvenile Idiopathic Arthritis (pJIA)

This educational material is provided by Roche Products Limited and
is mandatory as a condition of the Marketing Authorisation in order to
minimise important selected risks

RoActemra IV 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 treatment with MTX is inappropriate.

RoActemra IV is available in three different dosing vials:
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RoActemra IV is available in
3 different dosing vials.

I 400 mg (20 ml) vials 200 mg (10 ml) vials I 80 mg (4 ml) vials
pJIA

1. Calculate the appropriate dose

RoActemra IV dosing should be calculated based on the patient’s body weight at each administration.
Verify the patient’s weight, then locate it on the chart to find the corresponding dose and recommended vial combination.

Dosing in pJIA patients is based on the following formulae:
For patients weighing <30 kg

Patient’s weight (kg) x 10 = RoActemra dose (mg)

For patients weighing >30 kg

Patient’s weight (kg) x 8 = RoActemra dose (mg)

Dosing should take place at 4-week intervals. The dose should be calculated based on the patient’s body weight at each
administration. A change in dose should only be based on a consistent change in the patient’s body weight over time.

2. Choose the vial combination of RoActemra that best matches your patient’s needs

RoActemra IV is available in three different dosing vials:
i 400 mg (20 mi) 200 mg (10 mi) i 80 mg (4 ml)

RoActemra for pJIA is administered as a 60-minute, IV infusion at 4-week intervals.
Infusion reactions

During the infusion, watch the patient closely for any signs and symptoms of hypersensitivity, including anaphylaxis. If an
anaphylactic reaction or other serious hypersensitivity reaction occurs, administration of RoActemra should be stopped
immediately, appropriate therapy initiated and RoActemra permanently discontinued.

sJIA

1. Calculate the appropriate dose

RoActemra IV dosing should be calculated based on the patient’s body weight at each administration.
Verify the patient’s weight, then locate it on the chart to find the corresponding dose and recommended vial combination.

Dosing in sJIA patients is based on the following formulae:
For patients weighing <30 kg

Patient’s weight (kg) x 12 = RoActemra dose (mg)

For patients weighing >30 kg

Patient’s weight (kg) x 8 = RoActemra dose (mg)

Dosing should take place at 4-week intervals. The dose should be calculated based on the patient’s body weight at each
administration. A change in dose should only be based on a consistent change in the patient’s body weight over time.
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2. Choose the vial combination of RoActemra that best matches your patient’s needs

RoActemra IV is available in three different dosing vials:
I 400 mg (20 ml) 200 mg (10 ml) i 80 mg (4 ml)

RoActemra for sJIA is administered as a 60-minute, IV infusion at 2-week intervals.
Infusion reactions

During the infusion, watch the patient closely for any signs and symptoms of hypersensitivity, including anaphylaxis. If an
anaphylactic reaction or other serious hypersensitivity reaction occurs, administration of RoActemra should be stopped

immediately, appropriate therapy initiated and RoActemra permanently discontinued.
L Y,

Full prescribing information can be found in the RoActemra IV Summary of Product Characteristics (SmPC) via the
electronic Medicines Compendium (eMC) website: www.medicines.org.uk.

If you have any further questions relating to RoActemra please contact Roche Medical Information
on +44(0)1707 361010 or email: medinfo.uk@roche.com.

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. Reporting forms and information can be found at
www.medicinesauthority.gov.mt/adrportal. 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.

RXUKACTEO00047b March 2015
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