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(Fax Nuurber : 25OS 5577)

Dsar Dr. LIANG,

FDA.reviows the increflsed risk of death snd serious cardiovoscular adverse evetrts 0f

Multao (dronedarone)

FDA notified healthcare professionals that it is reviewing data fiom a clinioal trial (tire PALLAS

study) that evaluated tft" uff"'"tt of tfre antiannyttmic arugfMultaq (dronedarone) in patients with

permanent atrial fibrillation.

The study was stopped early after the data monitoring committee found a two-fold increase in

deat[ as woll as trryo-foli increases in stoke and hospitaliz.itioq for h34 failurg-rn patients receiving

Mddq comfared to patienis taking a placebo. FDAis evaluating whether and how the preliminary

results of the PALLAS tt"ay 
"ppiv 

tl patienrslating Multaq Tot puto*y.*al or-persistent atrial

fibrillation or ahial flutter. ff,u pilf,LeS study results aie considered preliminary al this tiq3 because

the data have not undergone auality assurance piooiJ*"t and have not b"eo completely adjudicated'

FDA will update the public *hen more information is available'

FDA reoommended that patients taking Multaq should talk to their healthcareTrofessional about

whether they should *ntil;;il itk. rvrurtui for no'n-pe5m**l 1giq.fbrillation' 
Patients should not

rt"p i.f,i"g f-lultaq *itfroui talking to a hea'lthcare profes-lional' Eealthcare orofessionals should not

prescribe Multaq to pationts witli permanent ;iai fibrili"tion. For details, pleaso refer to FDA's

m264204.htm

In Hong Kong, Multaq (dronedarone) is registered by sanofi-Aventis HK Ltd'' and is a

pr.r.ripti*-it"di"fi;. it;#d""t of Heattir wiil t"ep uigil*c"^.against any updated..safetv

information in relation to Ui" J*g. I\aeanwhile, you are t"*i"al-a to. follow the recommendatiors in

;h";iffi;i i"r""*ti"r *iin ;;d;f" ,h" indication, sontraindications and wamings, and exercise

sfl"l* care in prescribing and supplying Muttaq (dronedarone)'

Please remind your members to rePort any adverse evEnts caused uv ttt" dI]r91J1 the Adverse

DrugReaotionMonitoringunitofDepartment.ofHealth(tel.no':23lg86i3,fax:2147'0457oremail:
il.?A;d;;Jtk), r"r a"tlifr, plg; i"f"it. the website' http://www.psdh.gov'hk at Phamraceutical

Servlce rinder "Reporang an Advetse Drug Reaction"'
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