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o 2009 £ 10~12 HHICAERSTHRYESNI-EERVAI DL 7T v | il 2 BRI
172 SO RPRROTR RO PRSPPI 11

o FDA/CDERIZEDZ MBI T 2R ARUGT OBEE (2010 42 3 H) o 12

[ 7% Health Canada]

e Rivastigminef®FZ /< F[ ‘Exelon patch’ | : BeEERRFEIC I D EER A EFF L i 15

[EU EMA (European Medicines Agency) ]
e Dipyridamole&acetylsalicylic acid?>& [ ‘Aggrenox’ ] : KN ALE R TILEE MAMERM 2R 1 DY 2

/Al 0D = iy N IR R PSP 17
e Latanoprost: iR B L OV JE O EMEBAJFEV AT DT T LU A2 e, 19

E1 ‘OO0’ ]O0OIRY#%EICBIT ML ETRT,
7E 2) EFAEFRAIEL T MedDRA-) 21 .,
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I. FERHIEEFR

Vol.8(2010) No.12(06/10) R0O1

[ 3£ MHRA ]

e Panitumumab[ ‘Vectibix’ ] : EERBBEUL (T F747% > —, MERERL)

Direct healthcare professional communication on serious hypersensitivity including
anaphylaxis and angioedema

Information sent to healthcare professionals in April 2010 about the safety of medicines

1B H :2010/04/20
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CONO081755&Revision
SelectionMethod=L atest
http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess

agesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON
081746

(Web $8# H : 2010/05/04)
OAmgen LD EREEE TR 7 F—LF—

Amgen {12 EMA (BN E 35 T) B3O MHRA O4E O T2, panitumumabl ‘Vectibix” 14
MBETOTF747% =R EEERBBSUSOF T2 HIRE RS IOV TURET D, Zhb
DFREIITBEEHH Z FLTNOD,

CE K
YAZ e /MESREL T, [ “Vectibix” 154 5 7 i (B 22 (SPC) , & TG —~7 1 v R (PIL)
RENTHONT, L)LTODV\?E’E%ﬁ%Hﬁ“éf:&)E&aTLf:O
- [“Vectibix’ ]I, [FZIZRIL CEEFZIZAEMEZENTRESNE R LTZZEOHHEE I
I THD,

- HfE72 infusion-related reaction (FFHEIZFED SUC T THITTE T, RIMIZHBLT22L0138 5,
BECEE EIIAEME G T ISR HEBLT25E1E, [ Vectibix” JOEHEHILL, 5%
B _RETIIZR,

« FBRE L ~ &L FE @ infusion-related reaction MR HLL7-H5E, FHEREZ FIF 5 & TH
%o Fo, ZNUBICHIEZITOHREH T NC, fHEEHEZLZ T T IOHERT 2,

< EEND 24 KR DL BRI SR SOSS B L e ZE b A ST D, ERIEFE LR
FATRL, IO FOMTIER L, BEUS ORER I BLL 7256 1 T Y R IEAE 3580
FRET & THD,

Rz —DIEHRIBION ‘Vectibix” LT HROLETIE, EU OFHFEETIC LV ARSI N TN,
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OREMDORR IR 5EMIE R

EERRERZ LT, [ Vectibix” NIZLHIREAZITT-BF D 3% Zinfusion-related reaction
(B 24 W LIPS R B B Sh, 2095 1%KL EE (NCI-CTC/ L —F 3~4) AT
HoT,

FRIRFBR T, [ Vectibix” ] ~DIRFEEND 2 A RICHEBILCMETHIEOBSLIER] 1 Fl3 G S
ALTCND, ZOEFITILLARTIZ, WRFED 6 B 2RI ZIEAFEBLL TV /e, Hilr, panitumumab
FRHAERFCEFHEEAZ SRR EL, BEEMERIRZ 7= iR% WS 2 flzsinsd, 2
NHOBFEIILIANC, 221 cetuximab 35108 oxaliplatin ~OiE S &2 7R LTV,

OEBIEEE MITOHELRIZ B3 58005 #

[ “Vectibix’ ] TIZ, B DK 3%IHFE, FPULNEE, #IkL, mifE, e, 582, SR, e
7p PR~ 2 O infusion-related reaction N ABLNTWDH, LL7eRD, HED
infusion-related reaction (774733 —, M TRNE, K& SRS, OifE L, 1RR2ET 5K
MIE7RE) BIBLTHZENHY, Lz EnTHE03H5,

BEER
% Panitumumab[ “Vectibix’ J O S22 (SPC) , A MFHY—7L v (PIL) X, IROURLE S
fE,  http://www.medicines.org.uk/EMC/medicine/20528/SPC/Vectibix/
http://www.medicines.org.uk/EMC/medicine/20529/P1L/Vectibix/

O©Panitumumab [ X=Y A~ ENUHT EGFR Hiik, HramvEEE k) [EN & ZR % (2010/04/16)
HEAL 38 Te

A National Cancer Institute - Common Toxicity Criteria CK[E [E Sz ST J i 7o HL 1)
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[ 3£ MHRA ]

e Bevacizumab[ ‘Avastin’ ] : @ [ is 38 X Winfusion reaction (B KOi)

Association of bevacizumab, [ ‘Avastin’] with hypersensitivity and infusion reactions
Information sent to healthcare professionals in April 2010 about the safety of medicines

1HA H :2010/04/29
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON084684&Revision
SelectionMethod=L atest

http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsandmess

agesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofmedicines/CON
081746

(Web $E#{ H :2010/05/04)
@ Roche Products #E0bDEEFEFERITR 72— F—
Roche Products £fiZ bevacizumab[ ‘Avastin’ ] IS\ T, B EEARZE SVEEHREZ BT 15
=T D,
[ “Avastin’ |Z L5168 A= T BE DI B IR 5%IZ, G/ infusion reaction (B2 LES
&) DYAY DIERS T,
[ ‘Avastin’ ¢ 5-5ilZ, — IR G217 MBI,
RN ST E~ T D, LVEEDRIENEZ D 0.2%ICFBD BT,
[‘Avastin’ JOFERBLOEHER I, BEOEERVE=X) T E2ITOZL,
BOGIFB =356, B aH L Gl 2GR a1To2 b,
FHED TR DWW, il 2 DB OIER H 890, Ui/ infusion reactiond HiE D IE
MR Ich LSV CTIRET B2,

AIEHRIT, EMA BEXO MHRA DORIEA S TRIZEL TV,

OREMICEATHFHEMER

[“Avastin’ JiZ, BIFEETIZ 50 7 AL EOFEBF TR G-STCND,

Roche Products tED%Z 4T —# R — 2Tz ADVENT (i AR BR300 A 55 S H %6
WG DT —F 2GR 120, EGIRE 273 FERRRINI, FEFIO KT, DFRALFIERIED A
K F-L72>Tu =, LL, [Avastin’ ] 512 X DIEIR B3 (positive rechallenge) 7 f511&, FZfE
T ANGERE B 2 Bl SRR STz,

B AR RRBR I, [Avastin® ]SO 9 3RO OF F B8 I, bR IE3RO B O
BEIVT T 747 —RInBIOT F747F% 2 — BRI O RE O FENE N7,
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[ “Avastin’ ] DEEIRFRERC, ZIHD SUGIEESGRDH HIL TS (bevacizumab HEEE THRK 5%).
B AR FER ClE, BIEE TIZ bevacizumab (Z X216 & BREZR KR BAIRDH 2 BAEH TS <41 T
UWRW, F7e, BSOS infusion reaction D XH7a g R R E A G e IR IS EZ T TC0D
(BEEE A .

ZLDOFERE /70 —F VHURT, HEIXSESETHINREDT F74T7% > — K, 7
F747% L —kRSR infusion reaction 23R SALTIY, IRDIERZ GG D T, FEK
PRI, IAL/E RIS, IR S L, MRS AR IR, s, B IS KOV LI Y,

[“Avastin’ ] TO T =236 TORWAS, —HES, BRI HIEIER G- (DA~ 25 D
S infusion reaction (4555 254 3 I GEHIHEV.0 AT/ L —F 1~2) P )7 FRE T, JiE
IDBTERITIHR LI, FHEERE K TS, FreAFI IOV FaRT oA NIZEDIREE 1
DT, FBEEICA22EEZ bND, —HNCIE, MIENCEEO S (FL—R 3~4) &R
Ol E RN AL b s e A E S R PYAN AN S) N IR

Roche i3 EFEOE# 5, bevacizumab i G< infusion reaction FELE D FIIZIK KBS
REWET DRI T VARG LES Z TD,

Roche fLi%, [ ‘Avastin’ JO S (SPC) 2R D IHIZEET L, @H G KON infusion
reaction (Z B89 2B 77 M A BT,

4.4 BERBICHER LOEE

Infusion reaction/iBE SN FEILT DRI N DHEB 2 LD, IRIEHOEMEE / Z7a—F
VR ERRICE 2528 TH DA, bevacizumab DFEH 6 L OEHER ISR E IR VB 222179
FOMELET 5, SOGRBILIZ AT, Fidd kL CHYIZRERAEZITHIZE, —fenii
B3 g2y,

4.8 FELLARNVEE

—EBOERIREAER T, [ “Avastin® ] &AM O L FRIEIEO HF B TIE, tho b B RIED 0
FHEBEIOVT T 747% 0 —RInRT T 74 7% 0 — 8RS O HE DB E R >T2,
[ “Avastin’ 1O —H# DGR T, ZNHD S ITRGROH BTV (bevacizumab #EEE T
&K 5%),

-HRBHE
T R AR — B, infusion reaction (BEEARHA) . ZHUSITIRDFEIRZFED, R A
WL R3S, AKIE F1dEinE, BRI, Mofs, BEEIER L ONELOIEH:,

National Cancer Institute ® Common Terminology Criteria for Adverse Events v 3.0, X ® URL &£ H&,
(¥£55) http://ctep.cancer.gov/reporting/ctc.html
(AAFE) http://www.jcog.jp/doctor/tool/ctcae.html
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X R

1) Kang PS, Saif MW. Infusion-related and Hypersensitivity Reactions of Monoclonal Antibodies
Used to Treat Colorectal Cancer — Identification, Prevention and Management. J Support Oncol.
2007 Oct;5(9) :451-7.

2) Lenz HJ. Management and Preparedness for Infusion and Hypersensitivity Reactions. The

Oncologist 2007;12:601-609. www.theoncologist.com

©Bevacizumab (/N X <7, EMEHT VEGF Huif, SRS EN 705 W 3858

Vol.8(2010) No.12(06/10) R03

[ k FDA ]

o GNRHEBNEE  BERF L DIE R BRI AY ER O WM GEITHF 0L 2L 2—)

FDA Drug Safety Communication: Ongoing Safety Review of GhnRH Agonists and possible
increased risk of diabetes and certain cardiovascular diseases

Postmarket Drug Safety Information for Patients and Providers

1B H :2010/05/03
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m209842.htm
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m210576.htm

KA S #E 5L JE (FDA) 13, Gonadotropin-Releasing Hormone (GnRH : 4 i fil i /L& o i
RIVEV)EBNEED, BTG DT IZ 2N oD YT RZ T T BRI LT, FER
B X OBHHFEO O E R B (OB IE, 229RD OB, INZa) DUAR % ERSED0 G %
ML TB,

GnRHYE@E) K ([ “Lupron’ ], [ “Zoladex 1, [ “Trelstar’ ], [ ‘“Viadur’ ], [ ‘Vantas’ ],
[ “Eligard’ ], [ ‘Synarel’ 172X D& i CIRIESIVCND, P.9 DREZS M) 1X, FEFLE 2K
TIHLIAITHY, §iLARES 2 1B S D0 E TV LRIN LR OB A B O 2 R 65,
DFRIEILT VR a s U RBFRE (ADT) AL L THIHIL TV,

FDADL E =2 — 31T 1 T 5, FDAIZGNRHIEENHKIZ OV T, F7-miSZIE TTh bR
BIREZT 5 BE THRBB LD ERBDY AN EFFDNENITONVT, WVRD bR
H TLTVRVY,

A Androgen Deprivation Therapy
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FDA I, RINZEREOTER DT ADT #5217 TWHBRE LZOIREZ ST TR W R Ok
JRE L ARSNTRR T — 22 Ea— LT3 ), 6 BRICEHB W T, ADT 23217 TVH R
FHOHERIFB L OVEIR O M E R BO DT RIAT EABHRESIZ, LOLRBLINLOH
eI, RRBIRE M E T HZ LN T 57 VA EORIFINRH 7= (LL T OT —X2DEH %
ZH),

BIFE FDA UL T OFIHAHELEL CND:

(EIRIEFEL, TR AR E T AR IO DOTER 22 2 AN E O R A R LIE HE 2 GnRH {E

D RFT 4y MY A7 & BB S~ & Th B,

*GNRH {FENED I 5252 F D BT L, BRI & D IE R EDRIEIZ DWW TE=XD
TRETHD,

(IR REEL, BEOOME RV AZR T (BYESS, ME, aLATe—L, EE, &S
DG ZBAT OREERNEFIEI e > TE T RETH D,

CHRET, ERIEEEDDI/RSIROBRY GnRH {EEHSED A E H 1L+ _&TiEiau,

ZHHOHESEE, Circulation 2010 4F 2 A Flcfgflisiiz, KELE T2, KEEH S, B3I
K EIR R R KA BRI 2 B2 0 (Science Advisory) ¥ & —E L T,

V<O GNRH TEBNSEIT, B NBUEDEH, 15 MHEEIC L > TSN & Mo
WFATALE, 36X ONETTIEFLIE OREFIIRIED -0 IS et Thi S Tnd, SLIE LSOl T
1%, GnRH {EENSEDHELT 5-HIHIE 1 F A48 2 5 R &ETIERV, GnRH FEIEKIERAZ 1T T\
LCMECOME RIS LB R ROV ALY R M LT AR TR T N DAL TR0,

WD GNRH PEEIEE, Ho M E IS E 2160 3 572D/ NETHEE S T D,
GnRH {EENSEIRIE 252 1T 7=/ N CORE R IR0 Ll DY A7 2 G L 7= 281 3720,

KAGEER, EATHOERLZENELE 2— 2O W TEEISE AT FDA DAFINTHESTIT-
7LD THD,

QEFUEFF ~OBINIEHR
‘FDA &, RINZIREDIRHIZ GnRH {EENEEZE L TS B THEIR 0 ML A~ bl
AW EFFTDETRETRL TR,
‘FDA Nl B 2—L7eif5EDZ%<1E, GnRH {EEI3ER 525 17 CTWD BT, b3 E 3 fiat
LN BIBE R B IOV E LD E AR DOV A ERERELTQND,
*GNRH {EBY$E AL 5 3 HBRIZITIEAN DO UAT SCEDOHELRZEH 2 &,

OT —FDEHK
FDA X, WO DAFRSNI-BEMZEE, ADT (T2 GnRH 1EEIEK) 169 252 1 - B Lo
B NL B 1A A2 T BE A B LT 1 SO ME(E A LB B AL B 2 — LT, 17
BIZFZEClE, GnRH 1EENEIEIR A2 1 7= B S B A O RIS IR IR R 2 2 - R L
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WS T 272018, EFRRBGEE RO 8T — 2 & LT, ZnHOFE0 %<3 GnRH {EEZED
R RE R T B SOV E D IR RO LT DA A BRIV AY ERAREL
7=ms, KR BILR ORE E 2 WEEHZ T2 < DD ORER T A EOHilKIN o7, ZDOHIFKIELL T
DIEY

*ADT DEFEN—HE TRV IFFIZ GnRH 1EEIZE, 7o Ful e A RFEEIEE, BB X ORI

MEOLEEDIZL TN,

YRR BT O CEAIL, 58, A7V a— L) BRIRHILTND;

A7 4 (aggregated outcome) & & Eo L AR B TERMD — AT/,

2 DOMFFET, IEBIEMED EELRT TN LIE TR,

D ME B OV AZ K T, BUE BMI fE, 2L ATFa—L, IfiE, BIOBIEOEKY LY

IZBIL TRINED &5

WIS TOZRUNL LS R FERER B A D IRF TR L CTRATOM A SLHRER) ORI LT

RV

BRI 72 D R ZE O IRFE DR H SV D S T DR P SN2 FIREME N 35, B XN I &

YRR FTVIHE IR IR OB ORREEEZAT - TV VR,

*GNRH 1EBNIEIEH A 52 1T D EE OBMHE OO IZERMEO BN T 2 Lk oM A

T ADFIREMED 8D,

HLBE 5 C FDA 1L, GnRH {EENSEEY 525217 A Z L0 R IR 08 HFED DML A R R DY A 215
OHERERRLIZDIT T2, FDA LY, FELWERE AT LIZRESND, 20220 S BE#
THOBEMDLE 2—%Aki T 5T ETHD,
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P 4 — 4 RS
[ “Lupron’] Leuprolide acetate < HEATPE 1T ST S OFE FRE A,
[ “Lupron Depot’ ] | Leuprolide acetate RN L T- B NSO o 25 BB 0B & 2 o PRUBEIE DA L,
3.75mg FEHNBFEO Y OB BB L OEROFREHOZDIC 1 A
5 mg @ norethindrone acetate &3&i(2 45 A i 3%,
cBRE OO C TS VR E CEIRMERE) |2 Lo TR SR ZENHE
%4532 8 O FHTBTO MK A0,
[ “Lupron Depot’] | Leuprolide acetate - AT PERT SR OFR R 4
22.5mg
[ “Zoladex’ ] Goserelin acetate < HEAT PR RIS RIS OFE FRE A,
3.6 mg -flutamide LB T, A7 —Y T2b~T4 (A7 — B2~C) D[RR
AR OB B,
RBEHIR TP OEE R & E NBER A OBRMEE S e
PRIISIE D FR,
« BARERT R L OPAREE D &t oA THESLIE ORRFIIRIR,
SRRV ETE H IO 720 O 1B NG BRIT I s> T e
P < T2 3EAIE LTI AL
[ “Zoladex’ ] Goserelin acetate < HEAT PR BT ST RIS OFE AR,
10.8 mg -flutamide LT, 27— T2b~T4 (A7 — B2~C) DR @k
AR OB B,
[ ‘Trelstar’ ] Triptorelin pamoate < HEATPE IS A OFE FREE,
[ “Viadur’] Leuprolide acetate AT HERT S ORE FE 15,
[ “Eligard’ ] Leuprolide acetate HEFT MR ST IR OFE TR,
[ ‘Vantas’] Histrelin acetate HEFT M AIST IR OFE TR,
[“Synarel’ ] Nafarelin acetate IR & 75 B 28 00 B & & o 1 BT PN IBERE D B,

*Leuprolide Acetate (21X, Y= xUy 7 H-FINRHD,

X R

1) Keating NL, O'Malley JO, Smith MR. Diabetes and cardiovascular disease during androgen
deprivation therapy for prostate cancer. J Clin Oncol 2006;24:4448-4456.

2) Keating NL, O'Malley JO, Freedland SJ, Smith MR. Diabetes and cardiovascular disease during
androgen deprivation therapy: observational study of Veterans with prostate cancer. J Natl Cancer
Inst 2010;102:39-46.

3) Tsai HK, D'Amico AV, Sadetsky N, Chen M-H, Carroll PR. Androgen deprivation therapy for
localized prostate cancer and the risk of cardiovascular mortality. J Natl Cancer Inst
2007;99:1516-1524.

4) Saigal CS, Gore JL, Krupski TL, Hanley J, Schonlau M, Litwin MS, and the Urologic Diseases
in America project. Androgen deprivation therapy increases cardiovascular morbidity in men with
prostate cancer. Cancer 2007;110:493-500.

5) Van Hemelrijck M, Garmo H, Bratt O, Bill-Axelson A, Lambe M, Stattin P, et al. Increased
cardiovascular morbidity and mortality following endocrine treatment for prostate cancer: an
analysis in 30,642 men in PCBaSe Sweden. Eur J Cancer Supplements 2009 (September);7
(3):1 (abstract 1BA). Joint ECCO 15 - 34th ESMO Multidisciplinary Congress, Berlin 20-24
September 2009.
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6) Alibhai SMH, Duong-Hua M, Sutradhar R, Fleshner NE, Warde P, Cheung AM, et al. Impact of
androgen deprivation therapy on cardiovascular disease and diabetes. J Clin Oncol
2009;27:3452-3458.

7) Efstathiou JA, Bae K, Shipley WU, Hanks GE, Pilepich MV, Sandler HM, Smith MR.
Cardiovascular mortality after androgen deprivation therapy for locally advanced prostate cancer:
RTOG 85-31. J Clin Oncol 2008;27:92-99.

8) Levine GN, D'Amico AV, Berger P, Clark PE, Eckel RH, Keating NL, et al on behalf of the
American Heart Association Council on Clinical Cardiology and Council on Epidemiology and
Prevention, the American Cancer Society, and the American Urological Association.
Androgen-deprivation therapy in prostate cancer and cardiovascular risk. A science advisory from
the American Heart Asociation, American Cancer Society, and American Urological Association.
Circulation 2010;121:831-838.

OREEHR
‘FDA |Z&% GnRH fEE AT A IF M~ —
http://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm209848.htm

©Leuprorelin(V=—>7r2L-U>, leuprolide acetate (USAN), LH-RH #5388 (A, HUmM: g 54K
EIN:JETEw MBSk FE5e

OGoserelin (Z &LV, LH-RH {EENE, FUEMERELRE) EN 56580 ok 858

OTriptorelin (LH-RH {FEh3E, Hr:iEE ) Esh 58 e i

OHistrelin acetate (LH-RH {FEh3E, HTH R HE 5 vigst : F8 503

O©Nafarelin acetate ([ T~7 7LV, LH-RH 1EBhEE, HTEM RG] [E N 372 3
WSS R TE T
¥ H AR CIXATSZIRIEE ORI 172, 5 PIRE 36 X OSERHEE I PED SE R D B D 2

10
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[ k FDA ]

e 2009 £F 10~12 A HIICAERS TRESNZEBRIAI DV T F NI T BB RIZ OV T
Potential signals of serious risks/new safety information identified from the Adverse Event
Reporting System (AERS) between October — December 2009

FDA CDER

1B H :2010/05/03
http://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrugE
ffects/ucm210293.htm

#1¥, AERST —H~_X—2% H T 2009 4F 10~12 A IR E LT EERY AT D7 F VI
Tl Z AR B L O A 2R LTI2b O THDH, FDAIL, ARICERK LA B L-2L128D,
RHFCTORLIEVAZ BB D EERLTIZDT TR, T72bb#iE, FDANZOERMIZBEILT
A ERR TSR A (potential safety issue) Z4HFE L7 2 A RLTCWAN, EIMER T TRLIEZUA
JEDRFEEBRER T LI 2 BRL T DD TidZw, FDALL, SSICEHEEIT > CTEDE
LR EORNCBEME N B D L L7235 A, B SCE O &ET E R, REMS (Risk
Evaluation and Mitigation Strategy, UAZ Gl - BEJR0 ) SRE D ER, UAZ DRFHEAEGNNTT
BHIDDEIHe 5T —ANERE SESFREE LD LD D,

FDA 1%, H5ERLEZDORZEMRFEED ~E27 =7 A FICB#i 752812k, ER
WEEHENZOEIRLZLTTUIRNIINZ, HEWITBEEMEAZ T IETHI9HRL VDb T
TN EZ R LT, ARSI NIZEF GO HIZOWTEMOSHLEEE, HYEIC
R T 528, FDAL, % O 7 F VRT3 VG O 21TV, MBS C TR
(BINDERAZEZTTD,
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[ 3R fh 2 e Vol

8 N0.12(2010/06/10)

# :AERS TRESNT-EERIRIDOL 7T IVIET-s Mg (2009 48 10~12 A)

B4 4 [ERGE BERIRIOVTF NV B
£ 1EI3 A TR PR et o
5-a % ot B F B F K | BiEAE FDA 1A S0 D HHIHE B2 F DT 5720,
(Dutasteride, Finasteride) A OF AN A AR L TVD,
[ ‘Avodart’ ],
[ “Propecia’], [ ‘Proscar’ ]
Clozapine il FDA (3OO E AL BN E W 5720,

[ “Clozaril’ ], [ ‘Fazaclo’]

AP OFHli 2L TS,

g FaxTaAfR (FR
)

TERESME D B 70
PR S

FDA 13RS SCED G2 H 92780, AHFadE
LT,

Ixabepilone
[ “Ixempra Kit’ ]

TR = — L

FDA [T SO H I & N L B Z W 357280,
A OFAM AL TD,

Leuprolide acetate
[ “Lupron Depot’ ]

HIRAE, FARIREE

FDA [ IS D JRH 5 DS B2 W 3570,
ROz L TUD,

Lopinavir / ritonavir
[ ‘Kaletra’ ]

HIV B % O TR
Hz X BRFEME

FDA (XSO G E DS B EHWr 35720,
AR R Z AL TD,

Rasburicase[ ‘Elitek’ ]

QT HE SR fBedF

FDA [T B OB I FE & N L E W 357280,
A OFM AL TD,

& BHETOERMZ EMFR
[% FDA]Vol.8 N0.09(2010/04/28) , Vol.7 No.23(2009/11/12) , Vol.7 No.15(2009/07/23)

Vol.8(2010) No.12(06/10) RO5

[ kFDA ]

o FDA/CDERIZ&L S Z MBI 5 REKET OEE (2010 4£ 3 A)
Summary view: safety labeling changes approved by FDA Center for Drug Evaluation and
Research CDER—march 2010

FDA MedWatch
182N H :2010/04/15

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm207384.htm

COBETIE, FEELMF OV EL, 25, B, H LOERE, BIFEM, £& M
WOBIHE OFIRUWRT 2T, RICITER A EUET @ ATOY AR, EFFMRICITSET SN

HE PR, PSS FITER,
%5 : BW (boxed warning) : Fe#H A 245
P (precautions) : i J_EDO7HE,

C (contraindications)

BRI TSI L BIEEROERS L T D,

Ny

o ZINIRDy

1

==

W (warnings)

AR (adverse reactions) : &I{/EH,

PPI/MG (Patient Package Insert/Medication Guide) : 235 F 1 #, REMS (Risk Evaluation
and Mitigation Strategy) : U A~ &l - £5J80%t 3, PCI: Patient Counseling Information
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http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm207384.htm�

[ 38 22 4P i Vol.8 No.12 (2010/06/10)

BETESNTIH B

*@ﬁﬁﬁl% (—&Z) PPI/
BW C w P AR MG

Plavix (clopidogrel bisulfate) tablets O PCI

Caduet (amlodipine besylate/atorvastatin calcium) tablet

Lotrel (amlodipine besylate/benazapril hydrochloride) capsule

Meridia (sibutramine hydrochloride) capsules

Skelid (tiludronate disodium) tablets

O] O |00
O] O | 0|00

Avelox (moxifloxacin) tablets and 1.V.

Ol O0O]0O0]|]O0|0O]|O

ChloraPrep [ chlorhexidine gluconate (2% wi/v) and isopropyl
alcohol (70% v/v) ] solution [OTC]

O

DuraPrep Surgical (iodine povacrylex (0.7% available iodine)
and isopropyl alcohol (74% w/w)) solution

Emend (fosaprepitant dimeglumine) for injection

Femara (letrozole) 2.5 mg tablets

Fosamax Plus D (alendronate sodium/cholecalciferol) tablets O PPI

Hycamtin (topotecan hydrochloride) injection

Rapaflo (silodosin) capsules

OO0 |O0|0O|0O

Sustiva (efavirenz) capsules and tablets O | PPI

Toprol XL (metoprolol succinate) extended release tablets

Vivitrol (naltrexone for extended-release) injectable suspension

Vytorin (ezetimibe/simvastatin) tablets

Ojlojo|lo0|0OlO0O|O0|]OIO0]0O] O

Zocor (simvastatin) tablets

Adalat (nifedipine) extended release tablets

Avrixtra (fondaparinux sodium) injection

Cardura XL (doxazosin mesylate) extended release tablets

Fosamax (alendronate sodium) tablets and oral solution O PP|

Isoptin SR (verapamil HCL) sustained release tablets

O O] O0O]O0O 0|0 |O0|0O] O

Nexium (esomeprazole magnesium) capsules, oral suspension,
and for injection

13
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WETSNIH B
KEF A (—4) PPI/
BW C W P AR MG

Percodan (oxycodone and aspirin) tablets O
Prilosec (omeprazole magnesium) delayed-release capsules and
oral suspension O
Propecia (finasteride) 1 mg tablet @) MG
Proscar (finasteride) 5 mg tablets O PP|
Vanos (fluocinonide) cream @)
Verelan (verapamil hydrochloride) capsule O
Copegus (ribavirin) tablet @)
Dexilant (former Kapidex) (dexlansoprazole) delayed release o
capsules
Emend (aprepitant) capsules O
Exforge (amlodipine and valsartan) tablets @)
Inderide (propranolol HCl/hydrochlorothiazide) tablets @)
Invega (paliperidone) extended-release tablets O
Isentress (raltegravir potassium) tablets O
Pepcid (famotidine) tablets O
Relenza (zanamivir) Inhalation Powder for oral inhalation O
Promacta (eltrombopag) tablets MG

14
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[ 7% Health Canada ]

e Rivastigminef&fZ Sy F [ ‘Exelon patch’ ] : BB RER B ICIIEELREEES

Serious adverse events related to medication errors/misuse of [ ‘Exelon patch’] (rivastigmine
transdermal patch)

For Health Professionals

181 A :2010/04/30
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2010/exelon_hpc-cps-e

ng.pdf
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/ 2010/exelon _hpc-cps-eng.php

(Web $E# H :2010/05/05)
@ Novartis Pharmaceuticals Canada ft>bD EEEFE RITR I/ ¥ —LF—

Novartis Pharmaceuticals Canada (Novartis) f1:{%, Health Canada® f#idD 555, rivastigminef®
FZ/3F [ ‘Exelon patch’ JO#FMFRFAIZ Lo &EF 51T, HERAEFRGECES
o) MFEAEL TODZEZ EFRMEFEH ST 5%, ZE 51T, Novartisthid [ #ie #4512 x
L, [“Exelon patch’]* O IEf O EEM:, BIOHERE LN #EE ~OIELWEH HIEOIED
W Z DWW T R ML 95,

TRLOL M RAE LVRFH 5720, [‘Exelon patch’ JOBLELE /2757 (5 I ER0 14 E &
[T EHR] DEEETe) Z UG Thd,

- R FEILBAE LR L, 1RPEBALARTIC rivastigmine #RAZ /Sy F O IEAE IOV
THILEDEEBIT, Ny TF O IEERST T H80BE 3528,

- HESTERAL (T8, JE, LBaES, Mods) O L WETOIER 2B 62, »SyF 42 1 B 1S
FROBGAH 528,

MG 24 WEER, BIOOELD BRI T-78 Xy F 2 U9 2R02, 5ifH O3y F I3 ERET
5T,

- NyFEE T THEALRNZE,

c BEHRGNEAELEEAIE, TXTO[Exelon patch’ JZEHIZEREL T, BEIXERMICED

PEESITHIL,

74Tl ‘Exelon patch’ 11, B~ RS DT LY oA~ —FBIEEBAE BE ORHEFRIEZHEISEL TD,

[ “Exelon patch’ 113, [ ‘Exelon patch 5° ] (4.6 mg/24 I f]) &[ “Exelon patch 10° ] (9.5 mg/24 F§E]) o 2 F &#53Hk
FESALTUD, TEHIEL ‘Exelon patch 5° ] (4.6 mg/24 FE[) 2 DHBAIAT 5, 72t 4 R OTEFZ I Exelon
patch 5” 12+ 53 7e BAMEN B AL Y EAVHIWT L7355 1%, HESEHERF - ChH A “Exelon patch 107 ] (9.5 mg/24
KD 12 1 A A E&EMET RETHD,
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[ “Exelon patch’ JOBRFERAATIZ, SRR EFRIZE D rivastigmine Dl & 5- 23 H iS4
TW5, 25T 2009 45 7 H 31 HETIZ, [“Exelon patch’ JOFeSRIEF/FRHAY 129 1] (FETS 2
Blaaie) MESH TS, A4 Tid 2010 4£ 2 A 28 HETIZ, [ ‘Exelon patch’ J1Z B4 5 4%
FOBFREEH DS 3 P SI TS, b2 <G SNIolm B G- O R RIE, Briz/e, S F Bl
DRy FOERELRIR, BE Sy F ORIRHE N ThHhD, ZHOOWMFRITIE, ERIEHES,
iR, BEESVELEL O,

it e G2 B U O s S VBRI EIR I, T, TRMe, TR, EiE, 45, VR, ST
R T, R 72 8 T D, BRI DI e 5%, — A7 BB Ra o ] L RIERIS,
[ “Exelon patch’ JO#IBACMAY, EHICR EL#E R EHAITORWGAITIXEE R E
FHERR GETH ) ICEDAIRMERH D, B ER G DAL GIEL, T3 TO[ Exelon
patch’ 1ZE HIZEREL, ZD#% 24 BEIIHT-72 S F 2R L2 &,

Rivastigmine it &4 5-IF D3 U) 7288 BRIZ BT~ D EAM I #U X, [ “Exelon patch’™ JO$HE /27
T QLRG| OEE SR,

BEER

10 ROV TRRHIEI TS — kA @ s Feol 7425,
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/public/2010/exelon
pc-cp-eng.pdf
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/ _2010/exelon_pc-cp-eng.php
72385, HEE MHRA D Ob AR DWW T THOI TS (FRe) 72 M),
(Novartistt b ERGEFF TR Z—L 2 —)
http://www.mbhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/Safetywarningsan

dmessagesformedicines/Monthlylistsofinformationforhealthcareprofessionalsonthesafetyofme
dicines/CON081746

(Drug Safety Update Vol.3, Issue 11, 2010)
http://www.mhra.gov.uk/home/idcplg?ldcService=GET_FILE&dDocName=CON084657&R
evisionSelectionMethod=LatestReleased

*2: EILZ2MEHINZ MEDSAFE]Vol.3 No.12 (2005/06/23), [% TGA]Vol.2 No.19
(2004/10/14) =5 1R,
*3: AV IOV ANTHEBETES,  http:/iwebprod.he-sc.gc.ca/dpd-bdpp/index-eng.jsp

O©Rivastigmine (U2 F 73, Al 2575 —PIHEK (7Y A~ —FZRHE TR ) )
[E AN : i &5 (2010/03/01 BifE) ViEA:: F8EH
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[ TGA ]
LR 2N
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[ EUEMA ]

« Dipyridamole&acetylsalicylic acid®>&#I[ ‘Aggrenox’ ] : BN AR TidE RN ZE DY =2
7 EROxET U RARL

Dipyridamole in combination with acetylsalicylic acid — No evidence for increased risk of

ischaemic stroke versus acetylsalicylic acid alone in the European population

PhVWP Monthly Report April 2010 Plenary Meeting

1HA1 H :2010/04/29

http://www.ema.europa.eu/pdfs/human/phvwp/25435010en.pdf

H AT T - B SR (JASAPRRER) Dl Fl2 o T, BRINALEMIZ331) Hdipyridamole:

acetylsalicylic acidfif 1 D BAF 7R AV S HT 4 T AP BN/ D T EF7RN,
OO0

T —vabt V7o A B S (PhVWP) 1, FRFEMEO M MAEIN AR F OF BRI OWTHAT
174417z JASAP (Japanese Aggrenox Stroke Prevention vs. Aspirin Programme) R aER, 3510
RN T LARTNZAT D - DR RO R 2L B2 — LTz, BARDBKRRBRIZISNT, HER
R m AL AT e — VILE & A T 5 B O 4y 4 [ (subpopulation) T dipyridamole &
acetylsalicylic acid (ASA) DOEf &3 1T 7= TlX, ASA O Bl F o> 10 38 oD i i M i 75
FORBLEN @D T2, JEHEECORIRDOIBLRD EAIX, HEEORINORBRIZS LT
IR TR TE D T2, LA > TPhVWP T, JASAP SER DS ST A A AN LIS O
iZF517 5 dipyridamole & ASA OOF D BAFIRUAT SRR T 4 MRTU AL T HHD TS,
JASAP FEROFERDRIN NEFNCZ DO EED TLEDHLIIE 2 DIV Efsaa LTz, EU 123\ T
dipyridamole ®HL 5, 1 (product information) 0 28 B |3 AS B | L 7=,

O E DEHY
OREMDOBERBIVRLMLE 2 —EEOEH

FRMEO R ML A< TR (IMFEZE) D T B2 31T 5 [ Aggrenox” ] (Fr%: dipyridamole 200 mg &
ASA 25 mg DEFID 1 H 2 [mIARM) O ASA(81 mg & 1 H 1 [mIAR) 126 2HELME2 R 7-0
(2, 52 LA _EIZ72% JASAP fkER7AY A AT Tz, Zhud, 1,295 AD AARNBEZXHREL
=, R4, —EHER, EEME, X7 AEI-DBRRRTHE Y,

AREROFE R, BERFL LTEmaL A7 o— VIGEDBE T T, dipyridamole & ASA O
13 ASA D HEE AN L _FRFE MR MMM A T OFBROA B ERALT5T 280 RSN,
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Z D72 PAVWP X2 D35 368 UMD FE IR RBR I Z O\ T — X DO i 21772,

OREIRAYT R

Dipyridamole & ASA [Zfi# L6\ DS HLIIL/MREETHY, IR T O I/ MROEEEEZFLE TS
Z ISR B AR T 2 T BB, PR MR MM 25 R O T B O W TB T O E ERAYICEE
SNIZTARTA L, FERFD LT E 2L AT 10— L IUE O B O E 4y 8 AT SO R E D
P/ MR A 322 LA HELEL TR,

OISR RD T —F DR

JASAP #RERIL[ ‘Aggrenox’ ] ASA IZkITHIEL AR T LV ZORERD F:72% H 1% 2R
B9, FRE MO MR A T oo 3 B =R 1% [ Aggrenox” 18 5-BE (6.9%) D 7 A ASA &R H-RE
(5.0%) KV s o7z (NP —REE 1.47, 95%(5HIX [ [0.93~2.311) , 95%(E X [#] D L [RAE7Z1)
Tl MHEEMD, ikl v b VO ESNIEL EOTFAREEE 1.37 28 2 T,

JASAP FERICEBITA MM FREMHTL, Flo2Mdas FG (FEZE, i, <G H %
BRI TK TN =R ZSIOITHENT 5, ASAIZE~T[Aggrenox’ J & # 5-S3417-
Bl PRIRSC NG MIE 2 A 32 BB O/ EN T, MM AT 3B LU MAERM 2 OUARZ S ENZ &
DRENTZ, ENRIIE D BE O T, HitEzes, K (major bleed), BMPN H LoOY A
THENoTz,

ZNBOREREFIA T HE Y 22 AN = KX AT D3> T, 2ARIIZ JASAP BERODFE I,
H AR N 12X 95 dipyridamole & ASA FHDOUART SRR T 0o h3T 0 A 2B L CHAfEZR A& o
R THHDTIT RV,

LIRMZBRIN T Tdod 7z ESPS-2 33U PROFESS [RIRAFIEIZE T HRERFC L AT a—L
MIED BE LM IOV TOFRIEB L O L 20T — 41X, dipyridamole & ASA OHFHIZES
ZNOOEFNZIIT D BBV M2 P OVRI DR Bl ERZRLTHZR,

X R

1) JASAP: Japanese Aggrenox Stroke Prevention vs. Aspirin Programme. Results published by the
US National Institutes of Health under
http://clinicaltrials.gov/ct2/show/study/NCT00311402?sect=X0125&view=results
; last accessed on 26 April 2010.

O©dipyridamole (V& E—/b, Huli/ MWK [EWN FE72 5 ok FE 723

©Acetylsalicylic Acid(7 2T /L3 UF Lz, Aspirin(7AEY>, BAN, JP), NSAID, i/ MK
FIEN e MBS FE5e

% Acetylsalicylic Acid X WHO @ ATC 23 3EIZ LA 3L,

¥HARTIE, PEVAE—/UT BT AT AEBOEANIIRTESI TR,
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[ EUEMA ]

e Latanoprost: [RIEB LUK EDEMBRAIBEIAI DTV AR2L

Latanoprost — no evidence for risk of malignant melanomas of the eye and skin
PhVWP Monthly Report April 2010 Plenary Meeting

1HA1 H :2010/04/29
http://www.ema.europa.eu/pdfs/human/phvwp/25435010en.pdf

EMA (FRINZESE 5L ) D PAVWP (77 —~ab U7 A EHEHES) 1, latanoprost EHRSC R
HEME RAEE ORI RBMRE T L7, PAVWP 1%, AFT —H#0 620 X7’ RBRIIE RSN
T, B E O MBI SRS LT, ARBEIC WIS &R EERRWVE=XI T T,
BT — NS %SO BRI EIZFEARL T,

OFMMEDER (k)
OREMDBERBIVERLMLE 2 —EEOEH

H &S EEF B L OSCHERO L E 2—735, latanoprost &Rz Ji§ o B B (4 fid L o [K] B BAfR oD
ATREMEDNE 2 D, RO Z2 MR ESH TV,

Latanoprost D i TIFALZ A SE LA OETHABDHILTEY, AZ=TERO LS H IR
D EAFAILOIGTANRIK &E 2 DI TND, ZO%E DOHEE SNDH AT =R L), latanoprost D
FIEAEADMGERE L TA LT,

BRSO G708 OB BAMEIT, FIUTIHBLIT 503, EE CESEO AIREMENRH L THD, i,
GRINVDINZ L, SRANRIRTE L, 25 2 FEO BAEOMNL L2 AV N1 THD,

O©Latanoprost(T% /7 AL, T OAZT TV Foy BHEAR, FkPNFE « i IR EJE TG
EIN T T WAL B Ie

S
T G
LRSS = « K 5%, §K B+
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	 Panitumumab［‘Vectibix’］：重篤な過敏反応（アナフィラキシー，血管浮腫など）
	 Bevacizumab［‘Avastin’］：過敏反応およびinfusion reaction（静注に伴う反応）
	 GnRH作動薬：糖尿病と心血管疾患リスク上昇の可能性（進行中の安全性レビュー）
	 2009年10～12月期にAERSで特定された重篤なリスクのシグナル/新たな安全性情報について
	 FDA/CDERによる安全性に関する表示改訂の概要（2010年3月）
	 Rivastigmine経皮パッチ［‘Exelon patch’］：投薬過誤/誤用による重篤な有害事象
	 Dipyridamoleとacetylsalicylic acidの合剤［‘Aggrenox’］：欧州人集団では虚血性脳卒中のリスク上昇のエビデンスなし
	 Latanoprost：眼および皮膚の悪性黒色腫リスクのエビデンスなし 

