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Attached herewith is the latest safety update on medications containing entacapone(Stalevo”®, Comtan”)
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
ol the following methods :

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

®  Mailto- 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 ofl hours, please page 85008068,

Thanking you in advance for your attention!
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It 1s known that levodopa/carbidopa may induce cardiovascular adverse reactions such as hypertension
and palpitation. Recent findings from meta-analysis of several clinical trials indicated increased risk of
myocardial infarctions and cardiovascular events (heart attack, stroke, and cardiovascular deaths) in
Parkinson's Disease patients treated with Stalevo™(combination of levodopa/carbidopa and
cntacapone) compared to those receiving levodopa/carbidopa alone. United States Food and Drug
Administration (USFDA) has not confirmed the above observation because none of these clinical trials
was designed to evaluate cardiovascular satety and durations for most of these studies were too short.
Besides. most of the patients under the trials had pre-existing cardiovascular risk factors. Lastly, many
of these events occurred only in a one single trial. Therefore, while pending for further reviews on the
above safety concern, USFDA would like the prescribers and healtheare professionals to be aware of
the following advice when entacapone has to be added to those patients who are currently on

levodopa/carbidopa :
® adhere to the recommendations as described on the prescribing information of Stalevo® and
Comtan”.

® conduct regular cardiovascular evaluations on patients of whom entacapone 1s necessitated (o be
added to their existing levodopa/carbidopa therapy.
® remind vour patients the above cardiovascular disease may occur.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)
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hitp:/fwww.fda.gov/Safety/Med Watch/Safetylnformation/Safety AlertsforHumanMedical Products/uc
—  m223423.htm

hitp:/fwww_[da.gov/Drugs/DrugSafety/ucm223060.htm
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