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1. Birth Control Pills Containing Drospirenone: Possible Increased Risk of Blood
Clots

US FDA posted; May, 31 2011
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193 VTE udsaniiansandoyaiifiogiomn sufedoya FOA Aisifanivazidmuniuy
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2. FDA Statement on the AIM-HIGH Trial

US FDA posted; May, 26 2011

BIANITIMTUAEIANTTRIITNT (US.FDA) UAednaeih@nwinuniutoyanarednis
VAABINIIAATEN 711830 the Atherothrombosis Intervention in Metabolic Syndrome
with Low HDL/High Triglyceride and Impact on Global Health Outcomes (AIM-HIGH)
Slefifeyafifivine AM-HIGH WWun1sfnw Aiflinguszasditenaaouinisiiiutuses HOL
(high-density lipoprotein @ufu cholesterol %fiafid) Iuﬁﬂ’mﬁﬁﬂizﬁﬂﬂiﬂﬁﬂﬁ]LLax
naanaLaen (cardiovascular disease) LLazﬁmimUﬂmzﬁU LDL (low-density lipoprotein
Fadu cholesterol wfinliif) Wusgnad szanunnansasmnisinennisldfisszasdfiieiu
syuumilanagvaoniden (MACE; major adverse cardiovascular events) lavisala Inglu
AsNeaes AIM-HIGH 1ifuunin MACE fe madedinsuilesnainszuuiilanasviaon
\don (cardiovascular death), nsiianzlaaual ualdvinlidedin (non-fatal heart
attack), Msunissnwlulsamenuiaduileannain acute coronary syndrome &avily
Bealudsalaliiisime  wiensi revascularization  Maesildsyuunisinaiouly
vaondonuaafieliidonludssiilaarauosiay lunsAnuiifiaefidrsslasnisan
Uszimmavnsgoldnuazuaunda 3,414 518 Tuvueisunsding mqm%maaﬁﬂwﬁ
WNSIUNISANE 64 T, mmsﬁ;:iﬂwﬁa&ujlﬁmﬁa coronary artery disease 92%, metabolic
syndrome  adunguvesmnudeduniaiinlsaiila 81%, ANuAulalings 71%  uas
15ALUIMINU 34% LLasmﬂﬂfjméwﬁwmﬁﬂw flusIRnsiAn heart attack Aoufiazidnsau
ASANWN

nsfnwil fraeynauldsunsinudaeitumsgiu fe o1 simvastatin - 4u1A 40
mg/day mnﬁ?uéjﬂ’wﬁwgﬂdﬂmﬁ%m extended-release niacin  wu19 1,500-2,000
mg/day (1,718 518) %30 placebo (1,969 518) lulusnveinisAneien simvastatin @115
Usuuald uenanilfinsenaldfueian LDL fitaes Hufide ezetimibe 10 mg ills
JeAU LDL Iul,ﬁamaaﬂmha 40-80 mg/dl (target LDL-cholesterol goal)

nsfnuniiButududifoutueiey 2005 uddessRluszozusnvesnisfin
Sudosnanusslenilunisananudssdunisiialsailawaznasnden (cardiovascular
risk reduction) ¥89n15M81 extended-release niacin 53UAU simvastatin - lailadunnna
nslden simvastatin eghaiien yenandfmunisifiuturesdasnisiinausindon
(ischemic stroke) lusnuaudniiondslaiannsnaduieldlunguiidinisléeniaaessiuiu (28



strokes [1.6%]) Ligufiun1slden simvastatin (12 strokes [0.7%]) agnaides 9 Tu 28 518
voensldendanity dnsmganislden niacn - doust ognetes 2 Weu fe 4 T deunaiAn
stroke Mauiufsdslaidaiaudn niacin ¥lsiAn ischemic stroke nelsl

unedl USFOA  dsliifidoasuniedeunsiinlaifisifuieaiunisly extended-
release niacin egufEd wionsldsauAU simvastatin %See statin Buq USFDA 9z
fufunsvuynuteyanis@inm AIM-HIGH eliteyastrafisameiiefiansanismanseny
Giamimgﬁa%ﬂﬂ‘fjj%ﬂm extended-release niacin

g high-dose niacin 1ugniigadldmuludawnms Ingldmudiunseenidanig
LagAUANENSIDATUANTEAU cholesterol Wag triglyceride luidon watendanadsd
Foudidundvlflunisanenandsslunsiia heart attack TugthefifiuseSidu heart
attack  aAUTlszdU cholesterol g4 dm3uen extended-release niacin  wiaindisl
Fvteluanizeiin Usenoudedonisi Niaspan®  wazilifusgmsnansaudu
simvastatin lufen1s@n Simcor®, LavegnsNaLsIuu lovastatin Tudenisan Advicor®

yAaInInensumdasiansandeyavesendiananuaren statin Aeunsindulad
Ideansesu cholesterol  uazgUaglinisngasneddasusiaannsusnuiuyaaing
NINITUNNE

Uszmelng U3 uduvenanueusneda s letunsidou high-dode niacin luie
N19A1 Niaspan, Niaspan extended release Wwaz Niaspan prolonged release lagen
Fananitungifousnuadausnd we. 2509 filifinstunsidouansuanen nacin - uag
statin Tuuseinelneg

mngrudeyasnmslifivlsrasanelutssmalne Goyadaudfud 1 unsiau
2509 Fe¥uil 7 fiquieu 2550) wumeeuwensallifisUszasdvonun 95 gen ueliiny
31EJ\‘ﬁuﬂﬁLﬁﬂmﬂmimﬂl&iﬁﬂmgmﬁ major adverse cardiovascular events
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3. Via Xtreme Ultimate Sexual Enhancer Dietary Supplement For Men: Recall -
Undeclared Drug Ingredient
US FDA posted; June, 6 2011
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methanesulfonate, sulfosildenafil lag dimethylsildenafil Feanssananmmmedu
analog veq sildenafil Tnewfuenitlalldanudsludinusznouvesuandont sl sidenafil Wu
g7 U.S.FDA auAldShw erectile dysfunction (ED)
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nitroglycerine  TagenaviliAneuduanmasaudsseiudunme  §uslnafiiflsauszddn
WY ARBLadeTeRge viielsavladnasdiame ED fuduiheTonansmadnSusiat
fanldifloiuanssougmane
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Dietary Supplement For Men: Recall - Undeclared Drug Ingredient Available at
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4. Zocor (simvastatin): Label Change - New Restrictions, Contraindications, and
Dose Limitations
US FDA posted; June, 8 2011

p4AMIDIMNTharEIaVIgaINT (U.S.FDA) uwivdh eniildudsenay simvastatin G
\Juendilddmsuansedu low - density lipoprotein 138 LDL - cholesterol Tuden §in1s
Wasuwlasdeanaluenansiduen sudewnanmsldsdsnanlurnngsan 80 me/day
Aeadestunsifiuenudsdunsinnsuindurend e wie myopathy laglawiy
ognaddluTag 12 Wouusnveansldundandn stadennis myopathy ﬁﬁmm%ﬂmlﬁqﬁqm Ao
M94fin rhabdomyolysis sfinasole wazvilfAnnigladuwmadld (kidney failure) $1014
dundamsdein vl USFDA lfimsfiaderunsldeniiinsunsisentuending
wardfpvuiansléiflefinisldon  simvastatin - SawfueniviliAnsunsisen  ns
Wasuwaseanenbidurainainmsane the seven-year Study of the Effectiveness of
Additional Reductions in Cholesterol and Homocysteine clinical trial (SEARCH) Fadu
nsAnwILUY uenandl USFDA 1#finisfinsandeya clinical trial vesnisfinundu was
mMsiszivnnsallaifislsyasdusendanarndiaslst U.S.FDA

USFDA swnudeh flheildelumuin 80 mg/day fanuidessgedudle
Wisuiteuiulugiildelurueiishng viosnduiioglu class Weatu sedenudssiia
geiludusnitnidunannmafiedunsisontuedu wae vesadsfitndanuAsadomis
WUFNTINTENINNISAA myopathy fun1slden simvastatin

91 simvastatin dsnseysiAnzdoui3ululssmalneussneusedenisdi
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Reduscole®, Zimmex®, Zimva® way Atvazim® WATUIGATHAN  simvastatin hag
Ezetimibe luBonisén Vytolin®
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5. 5-alpha reductase inhibitors (5-ARIs): Label Change - Increased Risk of
Prostate Cancer; Drugs in the 5-ARI class include finasteride and dutasteride
U.S.FDA posted; June, 9 2011

p9AMIDIMsLATENAVSFaEN (U.S.FDA) udufeuyaainsmanmsumeifeiiy
Aifeulaziomsszisvesenlungy 5-alpha resuctase inhibitor (5-AR) Gaszneusie
finasteride uay dutasteride HgfUNTRLTUTINIATIING prostate cancer fifAn
%ﬁaLLiﬁu (high-grade prostatic cancer) Fudunaduiilewnamnuanisnumu 2 msnw
gualng Aifin1sAnu LU randomized controlled %1 the Prostate Cancer
Prevention Trial (PCPT) 1az the Reduction by Dutasteride of Prostate Cancer Events
(REDUCE) trial

fadelunguifuelésnweinsveslsadeugnuunnle (benign prostatic
hyperplasia; BPH) Tne BPH sinifslufaneiifienguinndt 40 BRuly Sdengnuannin uas
duhediniiennslaanizaun

61 Finasteride fnsoytngsifousivlutssmalvesaudd we. 2537 Usenaude
%aﬂﬂiﬁﬂ Proscar®, Firide®, Hariﬁn®, Prosteride®, Pe—ease®, Benstat® way Propecia®

& Dutasteride finsoydfnsifousivluussmalnefoust® ne. 2547Usznoude
Fonsdn Avodart®
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6. Update on ongoing European review of pioglitazone-containing medicines;
Suspension of use of these medicines in France while Europe-wide review

continues

EMA posted; June, 9 2011

European Medicine (EMA) 1a5UL4931n French Medicines Agency (Afssaps) 11
Fadulasefunsldandnvnummuiiidiulsznau pioglitazone TuuszmnerSaaa Jeen
fananUseneusieienisanActos®, Competact® SuilownanuanIsAnYILUY
retrospective cohort study fidnuluussmensuaa wui Q'm%'m pioglitazone
audsInMsinussansunzdaany (bladder cancer) Lﬁ'u%u 17?@5 EMA’s Committee
for Medicinal Products for Human Use (CHMP) l§i3umuniugnfifdiudseneu
pioglitazone \fiedvanudyaiameinisdiuanndsslunisiiia bladder cancer tngld
mmu%’auaﬁﬁm%aﬁwm Be5mfensAnIuuy pharmacoepidemiology, 48ya non-
clinical wa¥ clinic, 1891UN51AA bladder cancer wdtIRINEMNINRUElUAAA LLau‘UElﬂJa
Aafimsana WedsvliunansenuseUsslenivasanundeweendna wazvaei
CHAMP fdsUseifiunavasnsfinuiinanidnsfuressemensuaa waskansznusana
fon1sldeniifldnuseneu pioslitazone ﬁaﬁqawﬂﬂwqiiﬂ

6 pioglitazone T¢¥ueysiinaSeuiiululssmdlneadausnided we. 2543 las
Tutlaquueniifldulszneu Pioglitazone fidwnigluiion1si Actose®, Utmos®,
SenzuLin®, Gitazone®, Gitazone—forte®, Piozone®, Glusorb® wag Glubosil® wa mﬁﬁ
d1uUszneu Pioslitazone uaz Metformin fd1mineludanisén Actosmet®

Mngudeyaoinislifislsrasdanelulsemelng Goyadaudiuil 1 unsan
2503 fetuil 13 fquiou 2554) ‘W‘UiﬂEmumeizﬁlnjﬁwizmﬁﬁ%wm 284 g usiliny
Fe9UNsAnmMeNIsalliielseasd bladder cancer
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1. European Medicine Agency. Latest News. Update on ongoing European review of

pioglitazone—containing medicines; Suspension of use of these medicines in



France while Europe-wide review continues. Available at
http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2011/06/WC
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7. Boston Scientific iCross and Atlantis SR Pro 2 Coronary Imaging Catheters:
Recall - Catheter Tip Can Break Inside of the Patient
US FDA posted; June, 14 2011

BIANNTRIMTUALENENTTRENT (USFDA) $1891U31 USEN Boston  Scientific
Incorporation 15LL5&LLﬁE§ﬁiﬁmamﬁm%iﬂ Boston Scientific iCross ez Atlantis A SR Pro2
coronary imaging catheters Hundadasifldlunisnsranedinewes  coronary
intravascular WUUSAATIH1IN Iuéjﬂwﬁ%ﬁﬂmi transluminal coronary intervention
\ilesan catherer tip vasgunsaifananannsaunnvinldluseninensly visiinnnzegnsu
Tunaemiden  geenareliinnisuinuveniedeuasvaendon, heart attack wde
wnnsaiieussdug dedldsunissndn Wallu3sh Boston Science WAl TinGn ot
AanaTmgaldiarAUNEASuILAUTEN
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Patient. Available at
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8. Terumo Coronary Ostia Cannula 10, 12, 14 Fr: Recall - Fragments of Adhesive
and Plastic in the Cannula Tip May Embolize
US FDA posted; June, 14 2011

BIANITOMISWALENENSTSNT (US.FDA) $1897u31 Terumo Cardiovascular
Systems Corporation (Terumo CVS) Tadnaulalindnsias The Terumo Coronary Ostia
Cannula @dl4lun1siids cardioplegia solution wierdslugmasnidanunsdithlalnenss
Tusgninamsvi cardiopulmonary bypass seninviesmatauazliisiviessll feswin
wuudruulantaeulu canular tip dsenaneliAnnzidudongaiuisenarilmanms
viLduivasnidenuns, donlnaliven w%amamﬁai%ﬁsLLiaﬁluﬁﬁaﬂﬁ%’Umim&m
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U.S. Food and Drug Administration. Medwatch. Terumo Coronary Ostia Cannula 10,

12, 14 Fr: Recall — Fragments of Adhesive and Plastic in the Cannula Tip May



Embolize Available at
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedic
alProducts/ucm259082.htm

Accessed June, 14 2011

9. Maquet Datascope Corp. Intra-Aortic Balloon Pumps: Recall - Shuts Off
Without Warning
US FDA posted; June, 14 2011

DIANITOIMTHALEIANTFOIFNT (U.S.FDA) 51897371 US¥M Maquet Datascope
Corporation  lalSunAuNanimg  Intra-Aortic  Balloon Pumps  S¥UU  98/98XT,
CS100/CS100i waz CS300 FwAmszvitafounguaiay 2008 dufousunau 2010
lot/serial numbers 7081436, 7081963, 7083463 iay 7090616 iq'u0998—00—0446—><><,
0998-UC-0446-xx, 0998-00-0479-xx, 0998-UC-0479-xx, 0998-UC-0446Hxx, 0998-UC-
0479Hxx, 0998-00-3013-xx, 0998-UC-3013-xx, 0998-00-3023-xx Wy 0998-UC-3023-xx
BsgunsalfanaridugunsaiiviliAnnisguiaziesiives intra-aortic ballon #l#lunns
support  sfilaviesansdne  Tusgmiemisingn  SuidesaniinruiinunAvesinasiioglu
gUnsal Intra-Aortic Balloon Pumps denaviiliAnanufeusnnning wagvinlvigunsal
UndwludAlaeildfinisden WunaliAenisdnrnamssnw  Seravilildawnsoannis
\Ain ischemia Wag thrombus, MsuALduYese fuzvFomnnsaiieussduls
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U.S. Food and Drug Administration. Medwatch. Maquet Datascope Corp. Intra-Aortic
Balloon Pumps: Recall — Shuts Off Without Warning. Available at
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedic
alProducts/ucm259078.htm

Accessed June, 14 2011

10. Chantix (varenicline): Label Change - Risk of Certain Cardiovascular Adverse
Events
US FDA posted; June, 16 2011
BIANITOMNTUAZENANSTaIISNT (U.S.FDA) udssiayaainsniensunmeduagiUe
foyansdsineen varenicline Faduillisnuinisonyn’ azimagnusuliiianudaautu
desnimsldedinanotaidesiumsiiuanudsavanisallifisssasddessuu
slauazmaendendnioslufitieiiflsavila dufoutasfisludiuvesdfio donisses
wazuuIvnansdsldenveaonansiiue
nsasunlasdiewiifunamannmsmumunsine randomized, placebo-
controlled clinical trial voffiguviuasilsauszdindulsaiila @msguyvdidutiade



Boaitddiviliifelsassuuilouasvaeniden)  msmumusenaniifidismnide
1w 700 au TnedumsSsudisudiisnwde Chantix” (varenicline) 1 mg 2 Aoty
(350 918) funduiilé$u placebo (350 $18) LWuszerian 12 dUai ntudedenis
Ansura 40 dUam wud TeesiuwaanumanisallifisssasAdasyuuiilauas iaeniiion
Livesdn wilunguilld¥u Chantix” asifammnisaldsnanannnd wu nsife heart
attack, angina pectoris, myocardial infarction ﬁlﬂiﬁﬂﬁlﬁmm’ilﬁﬂ%ﬁm, ANMUADINITIUNNS
11 coronary revascularization, mslasunisifadeindu peripheral vascular disease %30
madsunssnululsmeruiaiiiosnnann peripheral vascular disease

dm3ugfilen Chantix” uduAnemsvedsamilauazvasndenlvaivieudas 1y
mifladunn, Wunihen vietinuvaeiiiu THUSnwyaansmansunme

& Varenicline I#¥uayifanzdousivlulssmalnensausnidded ne. 2551 Tnglu
agtiugniifldiuusznau Varenicline sidwingluiienisdn Champix”
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1. U.S. Food and Drug Administration. Medwatch. Chantix (varenicline): Label Change
- Risk of Certain Cardiovascular Adverse Events. Available at
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedic
alProducts/ucm?259469.htm

Accessed June, 17 2011

2. U.S. Food and Drug Administration. Drug Safety and Availability. FDA Drug Safety
Communication: Chantix (varenicline) may increase the risk of certain cardiovascular
adverse events in patients with cardiovascular disease. Available at
http://www.fda.gov/Drugs/DrugSafety/ucm259161.htm. Accessed June, 17 2011

11. Life Scan One Touch Verio blood glucose monitoring system
TGA posted; June, 16 2011

Therapeutic Goods Administration (TGA) vasUseineealasiae T189 Ui aunsal
msmwﬁ’lﬁma Life Scan One Touch Verio Blood Glucose Monitoring Systems Fawdn
FERINUADUFINAY — 5UIAL 2010 EJ’H]IZJILLﬁﬂﬂNﬁﬂﬁiﬁi’)ﬁ]iSﬁU’j’]G}’]a Lﬁ@ﬁﬂﬁﬂﬂﬂﬁﬂ’]’lb’
QNI Uaz/vi3e mm%uqq eduduionnanaianainveuaiodie agislsfia
wauildnsanazansazarefliiiu control vesgunsalisnandsldlaund
LONEIIE9BY
Therapeutic Goods Administration. Safety Information. Life Scan One Touch Verio
blood glucose monitoring system. Available at http://www.tga.gov.au/safety/alerts-
device-life-scan-110616.htm. Accessed June, 17 2011
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12. Drug Mix-Up Puts Patients at Serious Risk, FDA Warn
Medscape posted; June, 13 2011

94AMIDIMNTUaTEIEVIgNENT (U.SFDA) $1899 NUTEUALnaIalAdey
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ﬁ]’]ﬂﬁ?ﬂéﬂ’)ﬂﬂﬁlﬂﬁm ropinirole 8nadmilelnedildldresy Usurmnedndnn ndmint
3 1 feu flhedeTin vzl USFOA Siliaunsoasuldhiiadedindeauvel
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1. uansdervisfiussgdosi, ndesussydomt @il risperidone uwa¥ rOPINIRole
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U.S.FDA Sananfeiinnuammndeuiliiiutuegianandsd 2006 wdwniiing
audAnzidousiniuen generic products Ine generic risperidone Tudl 2006 way generic
ropinirole Tul 2008 e81lsfinu U.S.FDA Silsiansnsdaauufgiuineduatureseniivaes
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g1 risperidone  IpsuauiEnzidouifululsemalneludonisin  Risperda
Rispel®, RisdaL®, Iperdal®, Risperidone GPO® Loy Neuris®

¢ ropinirole le¥uayiiAngifouiiululssmalngluiiensén Requip”
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Medscape. Medscape Medical News. Drug Mix-Up Puts Patients at Serious Risk, FDA
Warn. Avalialable at http://www.medscape.com/viewarticle/744488 print. Accessed
June, 20 2011

13. FDA Warns of Serious Risks Associated With Liraglutide
Medscape posted; June, 13 2011

BIANNTDIMTUALENANSTRENT  (USFDA)  laudadiauymainsvnamsunmgln
Anmunsiin thyroid C-cell tumors wagAuspUSNIEULRBUNAY (acute pancreatitis) Tu
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l;id’ﬂwwmamm%”ﬁm liraglutide (Victoza®, Novo Nordisk) dafuen human glucagon-
like peptide 1 analog MidanTuazads tesnvivmueind 2 Tugteilden first-line
therapy waalilawna
Wiimuhmnauarsrezatlunslden lraglutide dustugfiunisiin thyroid C-cell
tumors Tudnivaass mice way rat wadslivsuindianuduiusingn Faaudanisdn
medullary thyroid carcinoma lusywdwnsslal grslsiniu 91nnsAnwIwuy clinical trails
wuin giildendsnanifn pancreatitis snnigtheldonddu
UszelnglsifinmsoysAnzidewsifueifdndsene liraglutide
LONEI581984
Medscape. Medscape Medical News. FDA Warns of Serious Risks Associated With
Liraglutide.  Available at  http://www.medscape.com/viewarticle/744477 print
Accessed June, 20 2011

14. J&J recalls 40,000 bottles of schizophrenia drugs
Reuters posted; June, 17 2011

diinUMsesmesd 518931 USEN Johnson & Johnson (J&J) lalsenfuen generic
formulation vasen Risperidal® (Risperidone) datliugniild¥nwilsadamnn (Schizophrenia)
U 24,000 1A Lﬁaw1ﬂ@ﬂaawmﬁué’uhjﬁwsxmﬁmﬂméﬁﬂa'”n

rouminiuign 18 ldinisSenfueuanaiesiounng  esaiiseuiion
Tylenol® (paracetamol), Motrin® (ibuprofen) wage AL Benadryt® (diphenhydramine)
Fudlosnannaumiuresasiaiiion TBA dwiudndesieguugunsalildlunsvuds
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luvasdusdinsarinans T8A lidilidafiv winelhannausuldficsvacd
wazfissnuinnutosniifisiinennistainsmaeszuens Weltudasariviingy

U3t J&J mdameneuudtayynisaunuaanm feinlmAansidenfusdndu
meldnsuanesiguna sl 2009 FadudfisulinieFondundntost
LlONEN581984
Reuters. Health News. J&J recalls 40,000 bottles of schizophrenia drugs Avalialable at
http://www.reuters.com/article/2011/06/17/us-jj-idUSTRE75G5Q820110617. Accessed
June, 20 2011

15. High-dose statins raise risk of diabetes: study
Reuters posted; June, 21 2011

dinansenweda 9189w NamsAnwIEthelden statins luruadigs Aaslésu
M5 screen  wwmudulsdr desaniinslien  statins  Adldieansedu
cholesterol Tudoslurnngs eraifiuaudsdunisiiaiuimiu 12 % Weiisuifisudu
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angioplasty wananil Professor Peter Weissberg Witd British Heart Foundation Falailg
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Reuters. Health News. High-dose statins raise risk of diabetes: study. Avalialable at
http://www.reuters.com/article/2011/06/21/us-diabetes-statins-
idUSTRE75K68620110621. Accessed June, 21 2011.

16. European Medicines Agency concludes review of systemic nimesulide-
containing medicines; Use to be restricted to treatment of acute pain and
primary dysmenorrhoea
EMA posted; June, 23 2011

The European Medicines Agency’s Committee for Medicinal Products for
Human Use (CHMP) lgfinsusziiuussloniwavemnuidewessiifidnussnovvesen
nimesulide %dLﬂuﬂﬂluﬂdu non-steroidal anti-inflammatory  (NSAID) fifinsldnng
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enueINsliisUseasn LLaz%ayjaﬁﬁﬂﬂiaﬁuﬁLwaLLwi

INNTMUNIU CHMP aguin Uselomiveseniiildiuusznau nimesulide ldlums
systemic flinnnanudedunisihveinisuinegradoundy wavernisuinuszsniou
Tnggdsnaniivssansnmlunsssivemsuinmileutuenlungy  NSAD  fduq
diclofenac, ibuprofen waz naproxen eghslsmuenilinisldiluszosnanuiiodnm
ansresdnauvestandey (ostecarthritis)

Tuniveseuvaensdy &1 nimesulide Januidswessuumaduemsinieutu
NSAID f13u¢ wiflnnadesienisifnfiudesuuinnia

Aounthil CHMP 1giinssfnnislden nimesulide luma systemic loanAn
Fosasmsuiaiuiisiu (iver injury) wazndeanfifinsnumuluaded cHMP fdwzesn
fuuzihitldasldon nimesulide v systemic Tunissnwiennisuin swilesnann
osteoarthritis 131 CHMP §sfinnsaninnisld nimesulide ma systeric Tunnsldengianan
Wuszeznaiunu dednwennisuinitesss ssdfiumnudesde tver injury

61 nimesulide I9Suayifingdousiululssmalnendousnd wa. 2532 Jagiiuen
ﬁﬁﬁ’auﬂszﬂau nimesulide ﬁiu%amiﬁﬁ Nidol®, NiUde®, Neptide®, Nisule><®, Phardol®,
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1. European Medicine Agency. Latest News. European Medicines Agency concludes
review of systemic nimesulide-containing medicines; Use to be restricted to
treatment of acute pain and primary dysmenorrhoea. Avalialable at
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/
06/news_detail_001285.jsp&murl=menus/news_and_events/news _and_events.jsp&mi
d=WCO0b01ac058004d5c1. Accessed June, 24 2011.

2. gudihszirnuasndeaunaniaegiguam

17. Safety measures for the diabetes medication “pioglitazone-containing
product”
PMDA, posted June, 23 2011

duiflosann European Medicine Agency (EMA) ldsneenudiotudi 9 fgueu 2011
TsemalSusaseiunsldendnuiuimuiifidauyseneu pioglitazone duiilesnannua
1NANRANSANYILUY retrospective cohort study AnwluUszmassaea seydn gitlden
pioglitazone firnudsanisiinuziseanssmngdaans (bladder cancer) Lﬁ'u%u founile
Suit 23 dquieu 2011 Pharmaceuticals and Medical Devices Agency (PMDA) @9
Ussimadu lefimsmenuianasmslussmeaniieg sosidanan el Usemmeesuilly
sefunisldendsnanilugihenelni wagesdnisemakase1anigowsni(USFDA) Lakuei
TEe bladder cancer laimslden pioglitazone, wazendananmsldonesziiase Taluii
weiiuseimidu bladder cancer uanndiynannsmansuwmgenslsimuinuniugithenn
Htheidensenlulaany, lajmmiaﬂaguﬂamwlﬁ, To1nsvnseninetaanie viselenns
Undwietanies Frenmisdindneraiiueinisves bladder cancer vl USFDA ¢l
nsnumuenansiivedifiduusznevedngn warUssidiudeyananisfnuivesussie
H5aAa waznanisAny1 KPNC (Kaiser Permanent Northern California) fadunisfinwiuuy
cohort ifiinguszasdiiiefinwgtiinisalnisin malignancy MAstesiunmssnuseen
pioglitazone TugUagiuiminu 8nee

summf The Ministry of Health, Labour and Welfare (MHLW) uag PMDA w89

'
a0

Ju delilauugdlivganisldendenan esnnmasusediuwagnumudeyaidl

A 3

Usene
du EMA Teeaudletuil 23 fiquisu 2011 azuszdiiutoyaiifendessuiaa

P9I ANWIDIUTTIMANS P %nmsﬂﬁzlﬁu%Lﬂ%ﬂauysmﬂlwaauﬂiﬂ{]mm 2011 uaw

EMA agliaiuzimenislden pioglitazone siolu
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1. Pharmaceuticals and Medical Devices Agency. Safety measures for the diabetes

medication “pioglitazone-containing product”.

2. Pharmaceuticals and Medical Devices Agency.PMDA Risk Communication: Updated

information about pioglitazone and increased risk of bladder cancer.
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3. European Medicine Agency. Latest News. European Medicines Agency updates on
ongoing benefit-risk review of pioglitazone—containing medicines. Avalialable at
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/
06/news_detail_001284.jsp&murl=menus/news_and_events/news _and_events.jsp&mi
d=WCO0b01ac058004d5c1. Accessed June, 27 2011.

18. Erythropoiesis-Stimulating Agents (ESAs) In Chronic Kidney Disease: Drug
Safety Communication - Modified Dosing Recommendations
US FDA posted; June, 24 2011

93ANTOINTUaTIEVIFEIIEN (U.S.FDA) wdsseynainsmsmsuwnmediAsaiurung
29901519 Erythropoiesis-Stimulating Agents (ESAs) 1‘14@1]3&115@11@1,%7@%’& (Weideniinaniisly
seuil fe o eryhthropoitin alfa tiag darbepoetin alfa %QLﬂumﬁﬂizﬁﬂﬁﬂiz@ﬂlﬁUﬁu
nianafindouns  warandauaddumsieden)  swileanainwanisinwuuy
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1. U.S. Food and Drug Administration. Medwatch. Erythropoiesis-Stimulating Agents
(ESAs) In Chronic Kidney Disease: Drug Safety Communication - Modified Dosing
Recommendations. Available at
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedic
alProducts/ucm259469.htm. Accessed June, 27 2011

2. U.S. Food and Drug Administration. Press Announcement. FDA modifies dosing
recommendations for Erythropoiesis-Stimulating Agents. Available at
http://www.fda.gsov/NewsEvents/Newsroom/PressAnnouncements/ucm260670.htm.
Accessed June, 27 2011

3. gudihselmnuaendeaunaningiguam

19. Pure Fat Three Days Reduce Weight capsules
TGA, posted June, 28 2011
Therapeutic Goods Administration (TGA) 83UszlyFoalnsiay  LaLdsfou
fuslnavasUssinmooansid fio19dendninsididodn “Pure Fat Three Days Reduce
Weight capsules” fisnmingludumesidn iesnnaainvesmdndasidinaniinisna1nda
PansUsznevveamdndagisinanunainagulng  100% o lsinUNHANIIATIANIS
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Uszinelne Jaqiuen sibutramine leanidnneidausisuue
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Therapeutic Goods Administration. Safety Information. Pure Fat Three Days Reduce
Weight capsules. Available at http://www.tga.gov.au/safety/alerts-medicine-pure-fat-
110628.htm. Accessed June, 29 2011
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