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Safety update for osteoporosis drugs, bisphosphonates, and atypical fractures

Drug Safety Communication
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1) Shane E, Burr D, Ebeling PR, et al. Atypical subtrochanteric and diaphyseal femoral fractures:
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and Mineral Research. 2010; Nov;25(11):2267-94.
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GnRH Agonists: Label Change - Increased Risk of Diabetes and Cardiovascular Disease
(Update)
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Invirase (saquinavir) labels now contain updated risk information on abnormal heart
rhythms

Drug Safety Communication
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FDA reminder to avoid concomitant use of Plavix (clopidogrel) and omeprazole®
Drug Safety and Availability
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artery disease. N Engl J Med 2010 Nov 11;363(20) :1909-1917. Epub 2010 Oct 6.
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FE(ACS) B TOHRBRANRUIEAERLZIR TS ELRRIRINTNDN, T LSO BFE
TORNFIXALDNT2 5 TRV, SR 1 O COGENT #BR Tl, ez D5 ACS BED
E?sf)éil RS2, Fe, FEOMAETHBE R LU T, L MESE, FEBSEME LA T2,

M 25 O L2 TR BN R RIS 0 2 CE8Y, clopidogrel D iz &7a > TD B LIT RS Soid
;ﬁfﬁé F72, AU MER DI EMD clopidogrel & PPI O GFH 25 Hl 321213 R -+ Th D,

- Southworth MR, Temple R. Interaction of clopidogrel and omeprazole. N Engl J Med. 2010 Nov

11;363(20) :1977.
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7« N7 4y MeARBRITHET U BT H IS B &35 PPI Off 2SR L T D,

-American College of Cardiology Foundation Task Force on Expert Consensus Documents.
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ACCF/ACG/AHA 2010 Expert Consensus Document on the Concomitant Use of Proton Pump
Inhibitors and Thienopyridines: A Focused Update of the ACCF/ACG/AHA 2008 Expert
Consensus Document on Reducing the Gastrointestinal Risks of Antiplatelet Therapy and
NSAID Use. J Am Coll Cardiol, doi:10.1016/j.jacc.2010.09.010 (Published online 8 November
2010)
http://content.onlinejacc.org/cgi/content/full/j.jacc.2010.09.010
K E L2 (AHA) O News Release
http://www.newsroom.heart.org/index.php?s=43&item=1169
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http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/

DrugSafetylnformationforHeathcareProfessionals/ucm190787.htm

http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/
ucm203888.htm
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SHEWOAN—Y
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm190836.htm

I SCEY A
http://www.accessdata.fda.gov/drugsatfda docs/label/2010/020839s0481bl.pdf
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http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm203888.htm�
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm190836.htm�
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm190836.htm�
http://www.accessdata.fda.gov/drugsatfda_docs/label/2010/020839s048lbl.pdf�
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[ %k FDA ]

o FDA/CDERIZ& SR 2B 2R R ETOME (2010 42 9 A)

2010 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—September

FDA MedWatch

1B H :2010/10/20

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm228392.htm

ZOMEETIE, A ERL A OV EL, S, S, A LR, RIER, B G
WOEIE B OFRYRT 2T, RICTEI LA LUGETEFT OV AN, EFEMR ACiEsETSh
THB &ML, B AEE 3R, Bl S L et Wmas s s Tn
Do
%5 : BW (boxed warning) : #5504 245 | C (contraindications) : 25 =, W (warnings) : 45,

P (precautions) : i ] D7 E:, AR (adverse reactions) : BI1EM,
PPI/MG (Patient Package Insert/Medication Guide) : & i ¥, REMS (Risk Evaluation
and Mitigation Strategy) : U A2 &l - 5 J80xt 3, PCI: Patient Counseling Information

BETSN7ZH B
KER S (—R4) PPI/
BW C w P AR | 1
Arava (leflunomide) tablets O O
Zofran (ondansetron hydrochloride) tablets, oral
solution, orally disintegrating tablet, and injection O O
Aciphex ( rabeprazole sodium ) delayed-release
tablets o o
*Proton Pump Inhibitor change
Alli (orlistat) capsules O
Altabax (retapamulin) ointment O O
Apokyn (apomorphine hydrochloride) injection O O
Casodex (bicalutamide) tablet O O
Combunox (Oxycodone HCl/ibuprofen) tablets O O

ASEAIIRIL FDA D FRSETH Ak
(http://mww.fda.qov/Safety/MedWatch/Safetylnformation/ucm228392.htm) CE K 4 %2277 952 LI KRR
TZX5,
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BETSN7ZH B
*@ﬁﬁﬁl% (—ﬁ%) PPI/
BW C w P AR | 1
Desferal (deferoxamine mesylate) injection @) @)
Dexilant (dexlansoprazole) delayed release capsules
O O
*Proton Pump Inhibitor change
Faslodex (fulvestrant) solution for injection O O
Minocin (minocycline hydrochloride) pellet-filled O O
capsules, intravenous, and oral suspension
Nexium L.V. (esomeprazole sodium) for injection
O O
*Proton Pump Inhibitor change
Nexium (esomeprazole magnesium) delayed-release
capsules and delayed release oral suspension o o

*Proton Pump Inhibitor change

Noxafil (posaconazole) oral suspension
O O O PPI

Prevacid (lansoprazole) delayed-release capsules
and orally disintegrating tablets

*Proton Pump Inhibitor change

Prilosec (omeprazole magnesium) delayed release
capsules and oral suspension

*Proton Pump Inhibitor change

Protonix (pantoprazole sodium) for injection,
delayed-release tablets, and oral suspension

*Proton Pump Inhibitor change

Rotarix (rotavirus vaccine, live, oral) oral
suspension O O

Zegerid (omeprazole/sodium bicarbonate) powder
for oral suspension and capsules

Zegerid with Magnesium Hydroxide O O
(omeprazole/sodium bicarbonate/magnesium
hydroxide) chewable tablets and tablets

*Proton Pump Inhibitor change

Cutivate (fluticasone propionate) cream

Cutivate (fluticasone propionate) lotion

Duetact ( pioglitazone HCI plus glimepiride )
fixed-dose combination tablets

OO0 |0] O

Fazaclo (clozapine) orally disintegrating tablets
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BETSN7ZH B
*@ﬁﬁﬁl% (—&%) PPI/
BW C w P AR | 1
Lopid (gemfibrozil) tablets o
Oraqgix (lidocaine and prilocaine periodontal) gel O
Ranexa (ranolazine) extended-release tablets O
Welchol (colsevelam) tablets and oral suspension O
Zyban (bupropion hydrochloride) sustained-release O MG
tablets
Janumet (sitagliptin and metformin HCI) fixed-dose O
combination tablets
Januvia (sitagliptin) tablets O
Platinol and Platinol-AQ (cisplatin) for injection O
Asmanex Twisthaler ( mometasone furoate ) PP
inhalation powder
Klonopin  ( clonazepam )  tablets and orally MG
disintegrating tablets
Pristiq (desvenlafaxine succinate) extended-release MG
tablets
Zarontin (ethosuxide) capsules MG

KRR T ERICBLT, BT OUAZIZEE$ 2 M5S0 s ] 2SR SCEZBN
Sz, BEOBIEMNITEIZEY, T abh R 7 THEIROM NS, R ERE B2 KB,
F-RAH, THEOFTUAY B LS D W RetE RS2 LT 8D,
http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm229526.htm
I LB BGETICE S TCFEME B KO B OB FEOFEMICOWTIE, EFRMZ RV #
[ KFDA ]Vol.8 N0.13(2010/06/24) %%,

[ #7# Health Canada ]
M IE WAL

[ ZTGA ]
M IE WAL
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[ EUEMA ]
o BOLRARARFI—FRE : BREHWMOYARZ IS H B EERLOREBERITTET VAR E
Bisphosphonates for oral use — Risk of oesophageal irritation but insufficient evidence to
conclude a causal relationship with oesophageal cancer
PhVWP Monthly Report October 2010 Plenary Meeting
WA A @ 2010/10/28
http://www.imb.ie/images/uploaded/documents/PhVWP_monthlyreport Oct2010.pdf

% A B ARARR— R IEL B L O BRI BR A R 57 A3+ TIERLY,
LNLE ZARAR AR — R IEDFEA T A 1E ~D R4 (oesophageal irritation) Z 4= U5 FIREM: A 8%
Zems, BEIIIRM T 2ERTITR D BFE MY —7 L v (package leaflet, PL)@?E/% ZHEVN, W
IR, wE R, R3S S T E R OB D o T B I S IR
HZE, Ny METED BE KL TERTIE, alendronic acid £7-1% ibandronic acid |2 LA ITLE
IR 4y R YA 2 EIRE BN G528,

SO O

PhVWP (77—~ ab U7 AEEEH ) 1, ‘B HFIEDIRIEE T O DOfE O ARAR LR
— I RIEGE B CRIEFRE DY RS EH AR T At IR RSN a 50T, RIS
ﬁéﬁﬁ‘ﬁﬁmxﬁ BT AL E 2—%1To72, PAVWP I3, AHFZEICIZIR AN H DL, BLOMH

FENSRIEFEDV A % LT HTE T U AN NIEEEE LT, 0 EARAR R — R 3K
kﬁLﬁk@%ﬁﬁfcﬁ.%Fﬁffﬁ%muﬁj‘éit FUAT AT AR E 2 T, el R ek
&7z alendronic acid %7213 ibandronic acid O LR (SMPC) BB L OVEE AU —71L v MIIX
Ny MEE (ZOWREIZHDEE TDOT O TIEHINRIERICEDLIENHD) DEFITIBUTN
FT AR DA A EICE BT DL ENDHDEDTERIFLHSIL TS, PAVWP 1L, EU £ [H
THGREIN TS alendronic acid &AM ERLICOWVTHZDOIFER LA TORE THH N
iL72e SHIZ PAVWP (T, BUETTHOI TN T R TORR A EARAR R —NRIEICEE S 5 E
VA7 DE=HY 7 O—ERE LT, risedronic acid (ZBT 2 #7727 — & DR &k + 5 T
Thbd,

OFMiiL 7= 7 —#

BOM R ERSIVIZAFZE VI, B O ARARR— R REEAT Sz NI, WS-z N
LT, BIEROVAI RO TN TSN A EIZ EAT5282 -0 T0D (B £ 3561
EIFFEDOY AT X EF/-Ua) , 5 MO BIEREORAERIL, 60 D 79 O —fEERICHB W T
% 1,000 AdH7=0 0.5, B 1,000 AH7-0 1.5 ThdH, AL TIL, 5AFEMOEARARR—IR
AR, FAERN LT 1,000 Adb7-0 1, BT 1,000 AdH7-0 312 EH U, #F7EIEH
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VINHARXPREE WM OB HEEZIT > TRY, MUNCEmBINTZEB 2NN, T—H
NR—=ZNH AT RER T —Z BRRON TN, ZOFE RO ERIZIIBARHHEEZHN
Do 12&21E, EARAR R —IRIET AN B ITREOSH L LML END, BHTDOIAT B
JEESO 2 I #EHK BE (social deprivation) (ZBSE# 3 HY, ZNDHITBIEFE DV AZ K- THdH D, L
DURDBAMFE T, BEFICE T2 N0 A R FCDY A7 K+ (7 /L2 — VR RS
AIEDFEIRDEEE) OIFHRITIFEA L HBOLN TR 5T, EBIT, EARARF—REL LS &S
NIZBE LTSN WEBE LKL C, RIEDIERDOT=HV 7 % 0 %% T B30 D,

DZEND, EARAR R — M%ﬁﬁﬁﬂa%‘f (X RIERE DS RN R DA MR HD,

ZOMFFREITX RN, BB R INTZRIOMFIE T, R OEARAR R —NRIEERIERFEDY
AL OB EITA <ﬁméwmsotz>o LNLARIRLZORIZES, JeDmiseLmUE A (R LET
— B R—=ZNEDIE ISR 43 T D Z &R0 AR AR R — R F A ] B TAER A FoH0
RFTWATREMED B D END L) IZRD IR A DD 5,

FEINOLADORIZE 3D T, RHEERE TR RITEON T2,

X W
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BEEFR
A2 B LMHRA Drug Safety Update Nov 2010 vol 4, issue 4 © & Hot topic& L THLY H1F Hh
TW5, http://www.mhra.gov.uk/home/groups/dsu/documents/publication/con099854.pdf

O RE T L ER AL 2MER
[N Engl J Med] Vol.7 No.05 (2009/03/05)

©Alendronic acid (7 L > K= £, Alendronate Sodium Hydrate (JAN) , Alendronate Sodium
(USAN) , EARARR— FRERIINHED EN B ok - JE5ei

©lbandronic Acid (f 73> K& &, lbandronate Sodium (USAN) , E AR AKRFR— b RE

WA PIAISE) [EIN : Phase I/ (7:54) , Phasell (#811)  (2010/11/09 BifE) g4 : %
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TeV
ORisedronic Acid (V& K 8, Sodium Risedronate Hydrate (JAN) , B AR AR FK— hR
BUWRIHNEIRD) EN - FEIEE A FEoEuE

LUk

G
LRGSR 561, K BF
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