RoACTEMRA

tocilizumab

Pocket dosing guide for systemic
juvenile idiopathic arthritis (sJIA)

RoACTEMRA is indicated for the treatment of active sJIA in patients 2
years of age and older, who have responded inadequately to previous
therapy with non-steroidal anti-inflammatory drugs (NSAIDs) and
systemic corticosteroids. ROACTEMRA can be given as monotherapy (in
case of intolerance to methotrexate [MTX] or where treatment with MTX
is inappropriate) or in combination with MTX.

Dosing is based on the following formulae:

For patients weighing <30 kg

Patient’s weight (kg) x 12 mg/kg RoACTEMRA dose
For patients weighing =30 kg

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

Dosnng should take place at 2 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.

RoACTEMRA should be administered as an intravenous infusion over 1 hour

Prescribing information can be found on the reverse
Please refer to the Summary of Product Characteristics.
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Infusion Reactions

During or within 24 hours of infusion, adverse events associated with infusion have been
reported. Such reactions may be more severe, and potentially fatal in patients who

have experienced hypersensitivity reactions during previous infusions even if they have
received premedication with steroids and antihistamines. Appropriate treatment should be
available for immediate use in the event of an anaphylactic reaction during treatment with
ROACTEMRA. If an anaphylactic reaction or other serious hypersensitivity / serious infusion
related reaction oceurs, administration of ROACTEMRA should be stopped immediately and
RoACTEMRA should be permanently discontinued.
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RoACTEMRA is available
in 3 different dosing vials.
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PRESCRIBING INFORMATION ROACTEMRA®
(tocilizumab):Please refer to RoActemra SPC
for full prescribing_information. Indication:
Rofctemra, in combination with methotrexate (MTX),
is indicated for the treatment of adult patiens with
moderate to severe acive theumatoid arthits who
have had an inadequate response or intolerance to
previous DMARDs or TNF antagonists. RoActemra
has been shown to reduce the rate of progression
of ot dema Xray and to
improve physical function when given in combination
with MTX. Also, in combination with MTX, for the
reatment of active systemic. juvenie  idiopathic
arthrtis (sJ1A) in patients >2 years of age, who have
responded inadequately 1o previous therapy with
NSAIDs and systemic corticosteroids. RoActerra
an be given as monotherapy (in case of ntolerance
1o MTX or where treatment vith MTX i inappropriate).
Dosage and Administration: RA: Recommended
posology is Bmg/kg iv infusion given every 4 weeks.
For patients with body weight over 100kg, doses
exceeding 800mg per nfusion are not recommended.
Doses above 1.29 have not been evaluated. sJIA:
Recommended posology is 8mg/kg for patints
weighing 230kq or 12mgkg for patients weighing
<30kg, given every 2 weeks. fusions should be given
over T hour, with 8mg/kg diluted to a volume of 100
and 12mg/kg diluted to 2 volume of 50m. Treatment
shoud be infted by an sppropritey experierced

athcare professional and patients should be given
the Patient Alert Card. Dose adjustments: RA: No
dose adjustments are required in elderly patients, or

should be managed according to local guidelnes
for_hyperlpidaemia. disorders: The
potenial for central demyeination with RoActemra
is currently unknown; physicians should be vigiant
for symptoms of new onset disease. Malgnancy:
Immunomodulatory medicines may increase the risk
of malignancy. Vaccination: Live and e attenuated
vaccines should not be given concurrently as safety
not been established. Cardiovascular risk: RA
patients should have CV risk factors managed as
part of usual standard of care. Combined with other
biologic treatments: Not recommended due to lack
of experience. Sodium: Product contains 26.55mg
sodium per 1200mg. RA only: Vil rezctivaton: Viral
rectvaton 69 hpats B vis) has been roportd
\ith bioogi therapis for A vercults Cauon

in patients with a history of intestinal uiceration or
diverticuls. Patients with symptoms of complcated
divertculs should be evaluated promptly. SIA
only: Macrophage ctivation syndrome (MAS) is a
serious lfe-threatening disorder which may develop
in SJIA patiens. Tociizumab treatment has not been
studied during active MAS. Interactions: Patients
taking medicines which are individually adjusted and
metabolised via CYP450 3A4, 1A2, or 209 should
be monitred when starting or stopping RoActemre,
as doses may need adusting. Pregnancy and
Lactation: Vomen should use coniraception
duing and for 3 months after teatment. A
dadoon on whethr 1o, conusscontine
breastieeding on RoActemra therapy should teke
into account relative benefis o mother and chid

to dmgkg, or interruptions, are recommended in
the event of raised liver enzymes, low absolute
neutrophil count or low platelet count (see SPC for
detall). RoActemra should not b intated i patients
with absolute neutrophil count below 2x10°A. sJIA:
Dose intemuptions are recommended in the event
of raised liver enzymes, low_absolute neutrophil
count or low platelet count but dose reductions
have not been studied in these patients (see SPG for
details). Contraindications: Hypersenstity to any
component of the product; active, severe infections.
Precautions: both fections:
Serious and sometimes fatal nfections have been
reported with RoActemra. I cases of ~ serious
infection ntemupt therapy unti controled. Caution
in paients with_recurting/chronic_infections, or
other conditions which may predispose to infection.
Severe neutropenia may be associated with an
increased risk of serious infections. Tuberculosis:
Screen for and treat latent TB prior to starting
therapy. Hypersensituty reactions: Fatal anaphylaxis
may occur in patients who have_experienced
hypersensitty reactions during previous infusions
even it they han

steroids and antihistamines. Appropriate reatment
for ent of

: Mo  rep

ADRs were URTI, nasopharyngis, headache,
hypertension and increased ALT. Very common
ADR:  hypercholesterolaemia.  Common  ADRS:
cellis, pneumonia, oral herpes simplex, hi
Zoster, abdominal pain, mouth ulceration, gastrits,
rash, pruris, uricara, dizziness, weight increased,
total biliubin increased, leukopenia, netropenia,
peripheral _oedema, hypersensmwty reactions,
conjunctivis,cough, dyspnoea. Medically sinificant
ovnts Infecions Sefus iectons. e beon
, some with fatal outcome. Opportunistic
infections have been report frations
primerlly reported as compiications of diverticuls
Infusion _reactons:  Hypersensitvty  reactions
requirng treatment discontinuation occurred in 0.3%
of patients treated vith tocilzumab. Reactions were
‘generally observed during the 257 infusions. Fatal
anaphylaxis has been reported. Other: Decreased
neutrophil count, decreased platelet count, hepatic
transaminase elevations, lipid parameter increases,
ry rare cases of pancylopenia. sJIA: in general
ADRs similar in type to those in RA. Medcally
significant events: nfections: Serious infections were
similr o those seen n RA, with additons of varicella
and oliis meda. Infusion reactions: Hypersensitity

an anaphylactic reaction. If serous hypersensitity/
serious infusion related reactions occur_stop
7 treatment and pemnanently discontinue.

Active hepatic diseaselimpairment: Use vith caution
in patients with active hepatic disease/mpaitment,
tic ransaminase elevations: Not recommended

in patients with baseline ALT or AST >5xULN; caution
in patients with ALT or AST >1.5xULN. Monitor ALT/
AST levels according to SPC. Cnnsmev other lver
fncton s g bt ¥ indicated.
Haematological jos Catoni m ntsith
platelt count <100x1ﬂ’/ul i v according

in <1% of patients treated wih tociizumab. 19G: 196
levels decreased during therapy. Other: decreased
veutphl coun, dereesed pitct oourt,hepatc
minase elevations, pid

Foalmdcaiors, oot soud corul o SPG
i riaton 1o oler sceofects. Logal category:

jons and Basic NHS Costs: 80mg
f toclaumab n 4l @M 1 vl 1024,
200mg of tocilzumab in 10ml (20mgm) 1 vial:
£25600, 4limg of loclhzumab in 20m (20mg/m) 1

ion Numbers:
Eu/l/oemwm 1snmg) EU/VDG/ABZ/DB (200mg),

to SPC. If reduced, for d

moification. Continued reatment not recommended
in patients with ANC <0.5 x 10 | or platelet count <50
X 10yl Lipid parameters: Linid perameters should
be assessed according to SPC, f levated, patiens

Holde: Foche Regioaon Lnfes, & Falcon Wey
Welwyn Garden Ciy, Herts AL7 1TW. RoActena is
aregistered trade mark. Date of Prej igust 2011
RCUKMEDIO0006a

Adverse events should be reported to Roche Products Limited.
Please contact UK Drug Safety Centre, Roche Products Ltd,
6 Falcon Way, Shire Park, Welwyn Garden City, Hertfordshire, England
Telephone number +44 1707 367554.
Adverse events may otherwise be reported via the yellow card scheme.
Reporting forms and information can be found at:

Date of preparation: August 2011
RCUKACTE002562
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