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Attached herewith are two latest safety updates on thalidomide and angiotensin receptor blockers
(ARBs). If any kind of adverse reaction is suspected 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

® 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 call 63009255.

Thanking you in advance for your attention!

EVEFRERK
Chief, Department of Pharmaceutical Affairs

Dt.e‘._\

£5 19 T
Choi Peng Cheong

i RrE = 064 Ad HAEEMF 1999 12 H
55-Mod. 064 Formato A4 Imp. Dez. 1999



&

B R T OB BRE
Governo da Regido Administrativa Especial de Macau
w4t "

Servigos de Saude

TRE B Mhalidomide IR SRAR 20 BT Rl e 2 MR R
Subject © Latest safety updates on thalidomide and angiotensin receptor blockers (ARBs)

ThalidomideEg [ #2422
Thalidomide B2 ELAIZEYI( FI LUVA#R % 25 115 86T, STHI—IE iAo E MR seis L, B
thalidomide 3157 ABR T HER CAIRIFFIRIM AR AR 28, HBRBIIRIAR MR 20 b ths s, EE O
WUSEZERIBEIN E B ARG A thalidomide s A SR BIAR AR AR SEA I R4, (H7F a0
B8 AR EER AR B DR, SEhs R T R A A | BRI R FL b A B A - -
L SREUE e A ATE AR S M A e TR T, (R . SRR s,
2. HREER DEEYRERREOR A, IR B T A, B IR G, e A
STIGERIER A E S B, IRETE N AR 22 FE i . |
3. REIRGT R FTRES IR IR ME bR A S, QAT IMERA: B BRI S Ok

IV SRR 5 S ARG P 8 e R A e
Fs TR A FH T Y8R 5 2 B IR I (AR Bs) i MBS RSB IR, SRR B ey
Jai(USFDA) 31 JH S SR PRAABRAE T T 47 25 /)47 (meta-analysis). 45 5L8E7R, 12755552 ARBSIAHN
NEFETFRIERTRERIT0%, TR ARBSHE A RIS7.2%, RIH 7 Ae PR SEC s e
A, IRHRE RN ARBSIE AR AIB AT, IBRTTEEC. . 2L, IR RA o s ny i
_ USFDA{S & BTSRRI ARBs 2 2 MY AR, (EAR S S A B N B e . %)
i 1 P R o 2 B R T 78 D 7 08, 297 A LR TR L IO E, 0 A s

YR E R

Thalidomide and thromboembolism

Thalidomide is a drug used in multiple myeloma combined with other medicinces. A recent review of the

post marketing data showed that patients treated with thalidomide have an increased risk of arterial

thromboembolism, including myocardial infarction and cerebrovascular events, in addition to the

established risk of venous thromboembolism. The mechanisms of arterial thromboses in patients treated

with thalidomide are unknown and the risk appears to be greatest during the first 5 months of therapy. In

light of the above, Division of Pharmacovigilance and Pharmacoeconomics advises physicians,

pharmacists and other health professionals:

1. take action to minimise all modifiable risk factors for thromboembolic events including smoking,
hypertension and hyperlipidemia.

2. administer thromboprophylaxis for at least the first 5 months of treatment after a careful assessment,
especially in patients with thrombotic risk factors mentioned above.

3. cautiously use concomitant agents that may increase the risk of thromboembolic events, suck as
erythropoietic agents and hormone replacement therapy.
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Angiotensin receptor blockers (ARBs) : No increase of risk of developing cancer

To further evaluate the reported link between use of ARBs and cancer, the United States Food and Drugs
Administration (USFDA) conducted a trial-level meta-analysis of 31 randomized controlled clinical trials.
The study reported the frequencies of new cancer occurrence to be 7.2% for patients receiving ARBs
compared to 6.0% for those not receiving ARBs. No statistically difference in cancer deaths was noted.
There is no evidence of an increased risk of incident cancer, cancer-related death, breast cancer, lung
cancer, or prostate cancer in patients receiving ARBs.

USFDA is reviewing information related to this safety concern and believes the benefits of ARBs continue
to outweigh their potential risks. Physicians are encouraged to prescribe ARBs according to the insert and
report any adverse drug reactions to Division of Pharmacovigilance and Pharmacoeconomics.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

2 F & Fl/References and websites :

http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmessag
esformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CO
N120200

http://www.fda.gov/Drugs/DrugSafety/ucm257516.htm
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