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Attached herewith is the latest safety update on daptomyein (Cubicin®) for vour 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

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

®  laxto - 833-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
[rom the websitc designated as http://www.ssm.gov.mo/design/services/serpt chn.pdf. Should you
have any query, pleasc 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 vou in advance for your attention!
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Subjeet @ Latest safety update on daptomycin (Cubicin®}
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Back in 2007 the United States Food and Drug Administration (USFDA) added pulmonary
msmophﬂm as one of the post-marketing adverse reactions to the product information of daptomyein
(Cubicin™), an intravenous antibacterial to treat serious skin infections and bloodstream infections.
Since then, the Agency has reviewed published case reports of Cubicin®-associated ecosinophilic
pneumonia and identified 7 cases of eubmﬂphihc pneumuma between 2004 and 2010 from her
reporting database, Eosinophilic pneumonia is a rare, but serious condition where the patients” lungs
were filled with eosinophils. Symptoms of eosinophilic pneumonia include fever, cough, shortness of
breath. and difficulty breathing. In view of this, USFDA would like to mfurrn all physicians and
healthcare professionals about the following advice on daptomycin {Cubicin™):
® closely monitor patients being treated with daptomycin for cosinophilic pneumonia.
® discuss with patients about the clinical benefits and potential risks of daptomycin including the
risk of eosinophilic pneumonia, prior to beginning treatment.
® monitor patients for signs and symptoms of cosinophilic pneumonia, including new onset or
worsening fever, dyspnea, difficulty breathing, and new infiltrates on chest imaging studics.
® discontinue daptomycin in patents exhibiting signs and symptoms of eosinophilic pneumonia and
treat him/her as clinically indicated,
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