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Attached herewith are two latest safety updates on prasugrel (Efient”) and lenalidomide (Revlimid®).

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

® Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, g 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 hitp://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!
EYEBEREREER
Chief, Department of Pharmaceutical Affairs
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Prasugrel (Efient®) and serious hypersensitivity

Daiichi-Sankyo and Eli Lilly and Company would like to notify all healthcare professionals about the latest
safety update about prasugrel (Efient®), a new anti-platelet thienopyridine drug used alone or co-
administered with aspirin for the prevention of thromboembolic disorders. Postmarketing adverse reports
described the occurrence of rare and serious hypersensitivity reactions including angioedema in patients
exposed to Efient®, however, times to onset for the appearance of hypersensitive reactions did vary, which
ranged from immediately after treatment, or over the following few hours, or even up to 5-10 days. Some
of these reports where patients developed hypersensitivity to Efient® coincided with those patients who
had history of hypersensitivity reactions to clopidogrel, while in some other patients, who had no previous
exposure to clopidogrel, did also experience hypersensitivity reactions. Hence, we would like to advise
physicians, pharmacists and other healthcare professionals to be aware of the following recommendations

. __ on the use of Efient® :
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1. upon prescribing, dispensing or administering Efient®, it is important for prescribers to inform
patients and for pharmacist to counsel patients about the potential risk of hypersensitivity reactions.

2. prescribing physician and dispensing pharmacist should particularly be aware of the potential risk of
hypersensitivity reactions, including angioedema in patients with a previous known history of
hypersensitivity reactions to thienopyridines (eg. clopidogrel and ticlopidine).

3. educate your patients to notify their physicians immediately if they experience symptoms suggestive
of hypersensitivity.

Lenalidomide (Revlimid®) and increased potential risk of developing second primary malignancies
The Medicines and Health Products Regulatory Agency (MHRA) and Celgene, Europe would llke to
inform all healthcare professionals about the latest clinical update on lenalidomide (Revllmld ), an
antineoplastic with antiangiogenic and antierythropoietic properties, is authorized for use in combination
with dexamethasone for multiple myeloma patients who have received at least one previous treatment.
Postmarketing data reviews a higher incidence of second primary malignancies (new cancer) in patients
treated with Revlimid® has been observed in clinical studies conducted outside the authorized indication.
While pending for the results of the Committee for Medicinal Products for Human Use (CHMP)’s reviews
on the authorized use of Revhrmd as stated above, MHRA is neither recommending to delay, modify,
restrict the use of Revlimid® in patients under current approval, nor to agree to any of its unlicensed uses.

In light of the above observation we do not advise healthcare professionals to use Revlimid® off-labelly or
beyond its licensed use unless thorough consideration has been exercised indicating that benefits of using
Revlimid® outweigh the developing risks of second primary malignancies.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

22 % &Kl References and websites :
http://fdaapprovalsreview.com/Prasugrel _Effient .html
http://www.mhra.gov.uk/Safetyinformation/DrugSafetyUpdate/CON108684
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