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FDA requires multiple new safety measures for leukemia drug Iclusig; company expected to
resume marketing

Drug Safety Communication
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http://www.fda.gov/Drugs/DrugSafety/ucm379554.htm
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B risk evaluation and mitigation strategy

€ single patient investigational new drug application

P emergency investigational new drug application
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* Ponatinib[ ‘Iclusig’ ]®Medication Guide:
http://www.accessdata.fda.gov/drugsatfda_docs/label/2013/203469s007s008mg.pdf

* Ponatinib[ ‘Iclusig’ ]J®REMS:
http://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsan
dProviders/lUCM379551.pdf
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F Evaluation of Ponatinib versus Imatinib in Chronic Myeloid Leukemia trial
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2013 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—November

FDA MedWatch

1B H :2013/12/06

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm377096.htm

CORETIE, FEERHI OV AES, 2R, B, (] EoEE, BIEH, B&F HIERO%
A OFFURTER T, RICIFEIE A SET @ AT OY AMASIRL T4,
%5 : BW (boxed warning) : #4222 C (contraindications) : 8=, W (warnings) : 22,
P (precautions) : fi H§ D, AR (adverse reactions) : @I{EH,
PPI/MG (Patient Package Insert/Medication Guide) : &35 Fi 1 #

BETSIIHE

KER RS (—HA) sw | ¢ W | AR i/li(l}/

Prevpac (Lansoprazole 30 mg delayed-release,

Amoxicillin 500 mg capsules and Clarithromycin 500 O O O
mg tablets)

Zestoretic (Lisinopril/Hydrochlorothiazide) Tablets O O
Zestril (Lisinopril) Tablets O O
Amturnide (Aliskiren, Amlodipine and O
Hydrochlorothiazide) Tablets

Aralen (Chloroquine Phosphate) Tablets O O

A EDA DAYA MBI, H BRI E )y /T HIEICRY, HEERBOF YT B M7
JeATES, A ANCIL, MATSUEE R LU, B S, 2R, BEORTORMERR
TSI A RO TR RDZEATED, (RID)
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Jakafi (Ruxolitinib) Tablets

Lysodren (Mitotane) Tablets

Nexavar (Sorafenib) Tablets

Noxafil (Posaconazole) Delayed-release tablets and Oral
Suspension

Onfi (Clobazam) Tablets and Oral Suspension

Remicade (Infliximab) Lyophilized Concentrate for
Injection

Revlimid (Lenalidomide) Capsules MG

Simponi (Golimumab) Injection

Tekamlo (Aliskiren and Amlodipine) Tablets

Tekturna (Aliskiren) Tablets

Tekturna HCT (Aliskiren and Hydrochlorothiazide)
Tablets

O|0o|]O0O|]O|O]O|O|lO]O]O|0O]|0O]|z=

Xalkori (Crizotinib) Capsules

Actoplus Met XR (Pioglitazone Hydrochloride and
Metformin Hydrochloride)

Actos (Pioglitazone) Tablets

Caduet (Atorvastatin/Amlodipine) Tablets

Duetact (Pioglitazone Hydrochloride) Tablet

Fosamax Plus D (Alendronate Sodium/Cholecalciferol)
Tablets

CRICI G ICINONNCHNCH NORNONNONNCRNONNO)

Cubicin (Daptomycin) for Injection

Furadantin (Nitrofurantoin) Oral Suspension

Somatuline Depot (Lanreotide) Injection

Votrient (Pazopanib Hydrochloride) Tablets

OjJ]O0|]O1O0]0]|0O

Xyzal (Levocetirizine Dihydrochloride) Tablets and Oral
Solution
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[ EUEMA ]

o7 NIZBET 5 PRAC DOEIE—2013 4 12 A 2~5 H PRAC & COEIRS

PRAC recommendations on signals—Adopted at the PRAC meeting of 2-5 December 2013

ENH :2013/12/10
http://www.ema.europa.eu/docs/en _GB/document_library/Other/2013/12/WC500158401.pdf

(Web#8#; H :2013/12/17)
(k)

ZOEENT, 201312 A 2~5H DPRACHO =i T, 7 T /U HONW T T 7—<abL VI AU
7 3MiZE B2 (PRAC) A5 E-R L 7= i OB AR LT85,

g & S N CORBEIRLICOV T, ZOMEDOARKFIZIL, PRACHHDO R F R
FTOENEIZBILCHMP O S (2013412 H 16~19 H ) TRl E &5 TRV, ZH (variation) (Z-2V>
TIECHMPIZ L DR M THOND T E Th D, HEL NV TORBOY G, 7 F/VICEATS
PRACOENE ST S TODNZ DN T, IR E O BIR Y BN T EB /DD,

1. RRERUETO/E
1.1. Thiopentalk—{EZ VY AMAIE LB I VAT RIZE D@ A YV AMEE

BNy Thiopental
AT FErp sk 5
PRACOD#H 4% (rapporteur) Ruchika Sharma—7 /LK
AR A 20134127 5H

# RS

Thiopentall, # /LY — LERZR DA S RERIE TV, FLIRE 25 RIFEOE A DT FET
%o MR B Oa M —)L, BIOGHBENIEDOTTHEN LD BE B W TR E R FTo
SHENIEDWIEIZH VDD,

TANT R F I OEE T Dthiopental & A7 = 38,5 O ff 1L, 2008~20114:12725 A =424
LHEES LD,

EMAIZ, % D7 4 H O e H IZEudraVigilance D # 58 T RS- 14ERIC &5
&, thiopental {#{F - DA B VD AlffiE, FBEOFEHEFR (EFEOU AT URIZELE VT LMSED T 7
FNEREE LT, TANTURIL, 2037 FIVICIZPRACIZ LD W EIfEHT LA SENE AL AT T A B

A Pharmacovigilance Risk Assessment Committee

B OsF BT BT U, GRIE)

€ %1%, PRAC Minutes of the 8-11 July 2013 meeting &ML 7=, (FR1L)
http://www.ema.europa.eu/docs/en_GB/document_library/Minutes/2013/09/WC500150071.pdf
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LR T FIVNREESNIZELTYH, TOZLRT bbb, HAERLN, MiEsh-AES
GHEFIZEILIEZEEBRL TODDITTlden, TOREFRIT, BEDEG TR0 BOIE
WThan ek, BENRA TR0 EEKLDER Lo al et R’ ® 5, HHEI ML WS
SNTHAEEELLOMICRRBRNOHINEDEHER T DI, LRMEL T VAT 205

03B,

Sitagliptin/metformin
BHI, TooF Ty

EOMEAEMIC LD ME
TN

INN DA R MAHPIZSR D HILB%TIE

Cabazitaxel FEN ARG L7220 RE | KEIOPSURTOFT
DI 5 P TR E A

Clindamycin Warfarink O EAE | IBINT —X %25 (201442 8 A £TITIEH)
TN LD E B YE b
(INR) Eo> 5.

Fentanyl#RfZ 3w | 1BIEHIGEEE BINF — A& B (2014462 H 8 H £ TICHRH)

Sitagliptin, Sitagliptin ACEFLE 3R | BN — X% E55 (2014452 A 8 H £ TIZ#EH)

L OHIN—TIOSPIREH
USLES

> IE MRS SR (ACE) B

R

Strontium ranelate IR A [a|OPSURT D 2EAT

Tiotropium bromide | L AFFRBICEDIELE | GBINT — XA %5 (20144°2H 8 H £ TITHHY)
BILORRNZMbRNE

3. FooEs
INN DA RIZ MAHIZR® S B %F)s
Lamotrigine DRESS/E it (AFFRER U EROUETEZPSURDY — 7> =7V 72 H

HMEREIEREEIIE | WTHLT ~&EDENE
WIR ) ©

P marketing-authorisation holder ($ & B 58 A& FR /5 #)

E international normalised ratio

F

angiotensin-converting enzyme inhibitor
€ drug reaction with eosinophilia and systemic symptoms
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[ &% Health Canada ]

eZolpidem tartrate[ ‘Sublinox’]: IR % B DIEBIEEDIR 72 F/IMEL T B7- O R B2 WET
New dosage recommendations for Sublinox (zolpidem tartrate) to minimize risk of next-day
impairment in both women and men

Recalls & alerts

1B H :2014/01/03
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2014/37415a-eng.php

& Meda Valeant Pharma Canadatt)b0 ERAEEE AIHER

Meda Valeant Pharma Canadatf:/%, Health Canada® #i%&? I, zolpidem tartrate[ ‘Sublinox’ ]
BT/ 7T, B2 AR T 2 EEEROBINSNIZ A2 BT,

Zolpidem tartrate[ ‘Sublinox’ JiZ, ANHRIAE D EHERE LREIRFEFN A8 I &5, ANHRIED R
(3, AHRIAEE, SR 0GR TR S SOV E2 TR TH D,

RISV E /7T 7 C, #ERE ) &b SR ENC B E MO AIILL T D) Th D,

o HEIET ARG BL, ZoMEIX5 mg, BHEIE5 mgE/-iX10 moilEEL, 1BICOE1IE D&,
REEBNT, oK T ERB DR ELT~8RRNCIRATBZ L,

o [“Sublinox’ ]D#e&i%, 1H1EI10 mg REERNIARA) 2B 2R\ L, fH4 DEEFITLo
TOR/NEEERATHL,

o —EIDBHETIE, 10 mgZRALE b FRENB VN ER’HY, TOH—H, BEHE
DEERE+ABRER N EETHEBNICKELE - TIRIREES,

HESERR A6 A BT S BYE TR D, Loth T, BIEICE S, zolpidemZMASMZ eS8
FEAEL, RN EL D2 THD,

EENEEF L, S (65 Ll _B) 122\ Th, AR AIZ Y, zolpidemdD BEE FE /3 55
BELBNWIEICRETHZE, ElnBE TOLSublinox” JOHELEH 81X, B &2b5 mgTho,

Fiz, ERPEFHZ, [ Sublinox” ] HIBE (B Eb) 1TxL, IRMLZEH, BE O
HR7e 8+ 7B B IR R A T2 T VRN DA LR R DNEThHD, FHIE
TARERUILLTOHEYTHS:

o R RICEBEIZWEDRWGS, ZOVAZDEED,

e [‘Sublinox’ JZRALZ-EBICEDIOREENH LN EBELRWESE, HB)HOEIL,
F 3R B BT D fERIE IR LR,

e [ ‘Sublinox’ ] &4 REVARAL, BRARGAIKC WIS T, BB HEOERRE +/370E
BNEETHIENIEF T DL, IRA%D722KEB8RE IR AU RB7R0 N,

10
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[ “Sublinox’ 1D & O RS € /757 1%, http://webprod5.hc-sc.gc.ca/dpd-bdpp/index-eng.jsp
THRLILD,

OB ETHIERLZEMEER
[#MHRA]Vol.11 No.18(2013/08/29), [ kFDA]Vol.11 No.13(2013/06/20), Vol.11 No.03
(2013/01/31)

FAIEHR
©Zolpidem [/ /L&' 7 A 47 2, Zolpidem Tartrate (JP), o; (BZD1) 2 FAAVEHHK, RIRIER
FAR[EIN 60 TSk FETE v

Vol.12(2014) No.03(01/30) R05

[WHO]

eVigiBase CRIESN-ZEMT TV

Signal

WHO Pharmaceuticals Newsletter No. 5, 6, 2013

A1 H :2013/10/30, 2013/12/24
http://www.who.int/medicines/publications/NewsletterNo5_2013EC.pdf

http://www.who.int/medicines/publications/NewsletterNo6 2013EC.pdf

WHO 234 6 [B]/AFK LTV 5 WHO Pharmaceuticals Newsletter 735, BEIE D22 M 751
(BT D e R UTEKIL, 2 B2 TR T 5, (L@ )

QO WHO D7 FWATDONT

WHO DEFKTIL, 7TV ElE, HHAEFELLHLHEKMEDR IR (ZNE TSI T
RODREDARA537260) D ATREPEIZ DWW THE SN EROZEThH D, AEFEFROERE
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