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Attached herewith is the latest safety update on tocilizumab (Actemra®) for your reference. If
physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of the above or any other medication, please report through any of the following
methods :

®  Online -  http://www.ssm.gov.mo/design/webservices/c_wservices main.htm

o Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, 2™ Floor, Macao S.A.R., China

® Faxto - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention!

- Chief, Department of Pharmaceutical Affairs
See . Ky
FIN A
it Rtg o4 T A4 BBENE 1999 12 A

SS-Mod. 064 Choi Peng Cheong Formato A4 Imp. Dez. 1999



&

WM R B & B
Governo da Regiao Administrativa Especial de Macau
W & =’
Servicos de Saude
TR - B tocilizumab (Actemra®)ZE MR ETE A
Subject : Latest safety update on tocilizumab (Actemra®)

B AEF M B g NRIB Ftocilizumab (Actemra ® ) FRHIRTE R 4 78 A SRIEUS e
BOERMES - RRSE T HE RS » DU 2 E I EEIRRE R - —R6THR A -
FEESZ RSPl tocilizumab BT 1% 5 [ FEEBETERT AL o BLABZ {6 F L S81% e Ak Sl FEST
HYE R 2 © BRRFABREUREUR - 1ERTA i tocilizumabysis A Hf - DRI FH A% ETT 5 | 58 B 1Y
8 AR S FE N RS BE B 2494 0.3% = BERAIL - BSmAIBELE ~ S b S At A B A%
UM -
® HEET -~ LIRS TR AR RSN
® LI A R M B B S - MESTEIMBE o DIOE R R 0 DR K AN

tocilizumab

SV E R

The Hong Kong Department of Health announced about an overseas case of fatal anaphylaxis after the
— administration of tocilizumab (Actemra®), an intravenous medication mainly used in combination with

methotrexate for the treatment of moderate and severe active rheumatoid arthiritis. A 67-year old

woman died of the anaphylactic event after the fifth infusion of tocilizumab. This is the first reported

case of fatal anaphylaxis on a patient treated with this drug. Clinically significant hypersensitivity

reactions associated with tocilizumab and requiring treatment discontinuation have been reported in

0.3% of all patients receiving tocilizumab in clinical trials. In view of this, the following advice is

recommended to the prescribers and other healthcare professionals :

®  exercise extra caution when prescribing, supplying and administering this drug to their patients.

® discontinue the administration promptly should an anaphylactic or other serious hypersensitivity
reaction occurs, initiate appropriate medical management and discontinue tocilizumab
permanently.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)
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