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Dr. Raymond LIANG
President
Hong KongAcademy of Medicine
(Fax Number:2505 5577\

DearDr. LIANG,

Association of MabThera (RiturimaF).wilh&llgl Infu. pion Related Reactipns

in Patients with Rheumatoid Arthritis

Your attention is drawn to the important new safety infonnation on the use of
rihtxirnab in rheumatoid artlritis (RA). The Departrnent of Health has been informed by
Roohe Hong Kong Ltd. of such information,

Accordiag to Roche HK Ltd., there are 4 sases of spontaneous post marketing reports
of fatal infirsion related reactions, In light of the inoideno€, the Dosage and Adrninistation
and Special Wamings and Precautions for Use sestions of the presoribing information for
rittximab would be updated to reflect the new safety information.

For details, please refer to the attached letter issued by Roche HK Ltd. to healthcare
professionals.

In Hong Kong, MabThera (rituximab) is registered as Injection 500rng/50m1
(HK-46231), lnjecrion l00mei10ml (LlK-46232), Concenrrare for Solution for Infusion
lO0mg/l0ml (HK-59248) and Concentrate for Solution for trntusion 500me/50m1 (HK-59249)
by Roche HK Ltd. and are prescription medicines- The peokage inserts are being updated to
include the appropriats wamings.

Please remind your members to report any adverse events oaused by the drug to the
Adverse Drug Reaction Monitoring Unit of Dopartrnent of Health (tel. no.: 2319 8633, fax:-
2147-0457 or email: adr@dh.gov,trls.). For details, please refer to tlre website;
httpl//www.psdh.gov.hk at Pharmaceutical Service under "Reporting an Adverse Drug
Reaction".

Yours sincerely,

l''l

//.
I t^r

(Ms Pamola LI)
for Chief Pharmacist

We are commitlzd to providing qualiEt clienl-oriented semice
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Dear lledthcare Pmft ssional:

the Roche group would like to inform you of important new safety information on the use of

rituximab in rheuaatotd arthdus (RA).

Since the mzrketing approval of rituximab irr RA, fatal infusion related reactions in patients

with rheu.matoid artbritis treated with riturimab have been reported in the post marketing

setting.

Surn.u'arv

o Heslthcare professionals must be vigilant for signs ofhypersensitivity or anaphy'axis in

all patients receiving rih:ximab, both during anil follor'ving its administration.

r Premedication coneisririg of analgesic/anti-gEetic (e.g, paracetamol) arfl an anti-

histaminic drug (e,g, diphetkydramrne) should always be administered before each

infusion of rittrxioab,
r Preuredlcation with glucocorticoidr shouftl dso be adninittered in order to redr:ce the

ftequenry antl swerity of infirsion rdated reactions.
c Medicinal produds for the ueatment of hlryereeneitivity reactions (eg. epinepfuine'

cntihistemines atzd. gfurcocorticoids), should be available for imrqediate use in the event

of an allergic reaction thuing administration of rituximab.
. Ifanaphylaxis oranyother serious hylrerserrsitiyity/inf$ion reaction occurs,

o administratioq of riturimab should be stoppc<l lurmedi;atdn antl

o appropriate medicalmanagement shouldbe initiated
o Patierrts with pre-cxisting cardiac con&Uons and tbose who elEedenced prior

crrclioprrlrnonsry ailverse r€actions shquld be dosely monitored.
r lhe prescribing information for MabThera is being updated to induilc this

information

lol, +w. tra 28a2
Fa+gZ.XmZA2O

Dhect Heslthcare Ptofessional Comrnunication on the ilssociatiotr

of MabThera (Ritilxiffiah) with fatal infusion related rcoctions in
p atients with Rheunotoiil arthritis
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Further informatlon on the ealety concrn

Availabte details of the q)ontancous post marketing rcports of fatal infusion related reactions

arepresented below:

lA"62yroldmalewitlrahistoryofpericardialeffirsionantlsleepaPnoeasyndrome
developeilsho,toessofbrealhunilweal,.o,int,i."*trumitiesafterthefiflbcourseof
dtuximeb. The patient progressed itto *tJ*"'piratory arrest' CPR was unsrrccessfiil'

Thc patientwae pronounced dead at the hospital

oA5lyrolitfemalewithahistoryofaorticvalveincompetetrceexPerienccclan
anaphylactic ,.t"il" a*ios th" second iofusion of the first course of rthrximab' Thc

patient was trtlr'fto"tt to 
'hl 

tcu *t"" her medical condition ternporarily imprwed'

However sbe subsequendy dweloped po.riur" f*t ointestinal or lung bleeiling with

hemodynamit decomptnsation' The patient died the 6arne day'

o Two other patients (a' 46 7r old female ard' e 29 yr o1<1 male) dieil on the day of a

ritrrximabiu{usion.Althoug}rnoEllDptomEsuggestiveofarr-anap\flacticreaction
were reported ro, arrr* p",i"r,, t"""4 * tn"-t"*!"-al relationship of the infusion aoil

death" infusion related reactions could' not be nrled ouL

Informasou regarcling severe isfirsion related' reactions associated with tleattrellt with

riturimab for m previouslyhas been provitled in the prescribing information'

TteDosageandAdmipistraflonandSpecialWarningsaodPrecarrtionsforUsesectionsofthe
prescribing information for rihrximab is being updaie<lto reflect thB nel'f safetyinformation'

In the Dosage qnd Administration secfon, specifi.c infnrrnation on pre-medication for RA

patieuGwillbe addcd:

In the warnings and Precautions for use section" inforruation on reports of fatal infr'sion

reastions in the post marketing setting, as well as clarifications for use of pre-medication prior

to lnftrsion of rituximab for R'r\ will be addecl'

infirsion of MabThga-
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CaIl for Reporting

Pleasereportanysuqlectedadverseevcnteocc-urringwlt}rtheuse*.'Y-.*'otheAilversc
Dnrg Reaction rvronit"rnf ui of tbe Hong 

"""t";;;;* 
of Y"lth:yPhonc,J-Z3r9-'

8633, byfacsimil .,"';l;;;';;;;:: "ry*.;;* 
or mailed to the DcPartnent or

I{ealth,392Nam Cheong Street' Kowloon' To"q*"t' -

Altenatively' suspe*"d lJerse events may be r"pottJd to Rode at 2733-471 l'

For further inforrnation or any questions on anaph'ylactic or seriorro hYP-ersensitivity reactions

associaterlwiththe uee "i'in'*'-"U' 
please contact our salex rqrresentatives'

ThankYou for Your kind attention-

Yours sincerdY'

Ffi andonbehalf of

RocheHougKongLiltdtEd

BrxinessUnit

QingYongDai
Ltedical Director


