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[ k FDA ]

e Daptomycin [ ‘Cubicin’ ] : fFEEER i g L D BAE

FDA Drug Safety Communication: Eosinophilic pneumonia associated with the use of Cubicin
(daptomycin)

Postmarket Drug Safety Information for Patients and Providers

1#A H :2010/07/29
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m220273.htm
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BB BRAE i & DFEAE D ATREMEIC DWW CEENT 5,
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2007 4REIZ, flifFEgEksEDS [ Cubicin® JOBT SCEO Tl & O REIVEH ) O BTN BT,
ZALARE, FDA VXL Cubicin® 112 B 3D AFBRERIE i 28 0 2 R I B i S I SE BT S T %
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1) Lal Y, Assimacopoulos AP. Two cases of daptomycin-induced eosinophilic pneumonia and
chronic pneumonitis. Clin Infect Dis. 2010;50:737-40.

2) Hayes D Jr, Anstead MI, Kuhn RJ. Eosinophilic pneumonia induced by daptomycin. J Infect.
2007;54:e211-3.

3) Miller BA, Gray A, Leblanc TW, Sexton DJ, Martin AR, Slama TG. Acute eosinophilic
pneumonia secondary to daptomycin: a report of three cases. Clin Infect Dis. 2010;50:¢63-8.

4) Kakish E, Wiesner AM, Winstead PS, Bensadoun ES. Acute respiratory failure due to daptomycin
induced eosinophilic pneumonia. Respir Med CME. 2008;1:235-7.
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FDA Drug Safety Communication: Ongoing safety review of Evamist (estradiol transdermal
spray) and unintended exposure of children and pets to topical estrogen

Postmarket Drug Safety Information for Patients and Providers

1B H :2010/07/29
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m220185.htm
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- [ “Evamist’ J DAL T5 34T B> 7 BRICIT AR T IR 355 (Patient Package Insert) A#ide
Zk,

- [ “Evamist’ 1 1222 b D EIVE A IX 9T FDA @ MedWatch 7' 17 Z A 452k,
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CIER BN T, WL OMORERITIE, [ Evamist’ 1 234 3% 30 &2l 27>, F20%
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SAMHIZBAL, FDA 25 [A] H £1C Safety Information, Consumer Updates, News Release 73517 <
AN QAYR
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc
m220548.htm

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm220217.htm

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm220540.htm

SETIER LR EMFER
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[ k FDA ]

e Lamotrigine[ ‘Lamictal’ ] : SE B M Bl 4%

FDA Drug Safety Communication: Aseptic meningitis associated with use of Lamictal
(lamotrigine)

Postmarket Drug Safety Information for Patients and Providers

1#A1 H :2010/08/12
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
m221847.htm

FDA 1%, 2 LA E /N D FEAEIS JU R O BRGRMEE E ORI IR S Tngd
lamotrigine[ ‘Lamictal’ 123, fERPEREEER A 5| ST AIREMEN S D EZNEK T 5, FDA 1Z[F
SR SCEO Mgt 3 LOME A EOTEE | & Medication Guide (FR#& 1A SA A R) 2 4GTL,
EREDVAZIZET O WA IBINT 5T ETHD,
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W MR ISRV GEIT, 0 I MRS L2 S D, I MR ORI, AL
AR DO IEME MEIE, FEWE, —MOU T, BAEEE, 3L Lamictal’ ]72E D
EIMDD D,

BEIER OFERELC, B, FEEN, SRR e, B0, IR, F898, YRS MERE R EnBinsZ
EWDD, BEIER DA LTSy E, HWOONIFRIN 22 ML TR ARG 528N EHE TH D,

EEROEFHA 1T, [ Lamictal’ ]S M PERERR A 4 5 | L - ATREME S B D Z L AR T RETH
Do BIER N EDLNDH AT, ML OMOIR AL ML ETHRRT & Thb,
[ “Lamictal” JLASMTRERE D BA SRR AR E SV WA, [RISEO IR H IR 2Rt~
X THD,

BAEE, [Lamictal” JA Ak HICEEYR, BN, ESE, BLL, aM, SEEEEE, 92, s
B, HHRRRE, ALV ELTEG AL, EDICEREFH TEE T RETHS,

[ “Lamictal” ] OWAS SCESGET OWRES, FISEARMA B30 D EEE MEREB S 40 JE512 FDA
DNEFELIZZE (1994 4E 12 H ~2009 4E 11 H) IZh &SN T3, RIS, HEE 4,600 751404
O [ “Lamictal’ JOFHFI T, KFORERIT, RZEOARA %I EE OERAHER L
LRSIz, 15 T, RIZEO IR AR CIER A HFR L (7 —2 D ERES )

OF —FDEHK)

[ “Lamictal’ 1%sfF SCEO MEEE S IO H EoEE & Medication Guide DHGETDOREINL,
1994 4 12 A ([FIHEA&GERF) ~2009 £ 11 J IS A EFHFRMED FDA IZLHLE 22—
HEDNTND, NEIBIOEAD [ Lamictal” Ik EE TOEEREMERIEKAGT 40 BIFFESHL
7o

B0 40 FITIE, SR, FEEL, B, WM, TEEAEE, 5895, A (ESLNVIE), fi AR O
RLfiD B -T2, [Lamictal’ JARFABALEH 1~42 B (F¥) 16 B) TIERAFBIL Tz, B 1 41
DSHRE ST, ZOS T XM EPEREREAR DR Tldian &3 2 bz, 40 Bl 35 FI2S A
BBl Uiz, REEOIEFIT, [Lamictal” IR H1 LB ITHERANE R LT, 15 BITIE, [FI%E
O AR 3 B2 I REE] CRER DS R LI e S, ZHofi i, [RISEIRA A% 30
4y ~24 Wi O 5 ) CIERAS I LTz, 250 rechallenge (R BRICPEDE IR FE3E) 51
T, A FEEZOIEROIFINEIE CTHLGE DL T,

25 {ITIX, HERENL (CSF) AT DT —Z3FE#iS 11Tz, CSF O3 Hr Tl R~
L ORI, BT R ORI, B~ SO E QBB R EL THRbT,
F7o, RO A IER YR, Z2<ORER]ThF FERSBAZE Th 7228, K9 3 70D 1 OFERFITY
NERISEREE LR ST,

[ “Lamictal’ JZ Ak L TRV EE PRI R NSRBI EEZE ORI, 2H )T ~vh—T X
RZOMD B ORIERBOBZW 22T COHEBEB W, £, oy (HFI-CE A2
(ZBER T DM SE IR I LI BB E SN2 800D, iU S 2 PED IEFI s D —ERE L
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T “Lamictal” 11 BEE §-2HEMR R AN IR LIIEBTH 5 ZEAVRIRSI TS,

ORERFR
-FDA @ lamotrigine[ ‘Lamictal’ ] B &b
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/
ucm110460.htm
< AKAEZBE95 FDA @ News Release

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm222212.htm

©Lamotrigine (ZERX Y, FLCAMAIR) EN FETEH HEH: FTE W

Vol.8(2010) No.18(09/02) R04

[ k FDA ]

o FDA/CDERIZ& SR &M B 2R R ETOBEE (2010 42 6 A)

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

FDA MedWatch

1B H :2010/07/28

http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm218813.htm

ZOMETIE, HFEENUF O EL, R, B, 1 Lodg, BIEM, B RS
WMOKIHE ORRBGET 2R T, RITITER LA LSETEFTOVAN, E-3EMRICIZSGTS N
HHE/NRML, M8 S 38R s, il ST frsn o 2 e E o i g,
%5 : BW (boxed warning) : #5504 245 | C (contraindications) : 25 =, W (warnings) : 45,

P (precautions) : f Ff] =D iFE:, AR (adverse reactions) : &I{EH,
PPI/MG (Patient Package Insert/Medication Guide) : £ {5 #, REMS (Risk Evaluation
and Mitigation Strategy) : U A~ #Aifli - 8% J8ixt 5, PCI: Patient Counseling Information
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KER A (—A)

BETESNTIH B

BW

W P AR

PPI1/
MG

Advair Diskus (fluticasone propionate and salmeterol xinafoate
inhalation powder)

Advair HFA Inhalation Aerosol (fluticasone propionate and
salmeterol xinafoate)

*Long-Acting Beta Agonists (LABAS) change

MG

Brovana Inhalation Solution (arformoterol tartrate)

*Long-Acting Beta Agonists (LABAS) change

MG

Foradil Aerolizer (formoterol fumarate inhalation powder) and
Foradil Certihaler (formoterol fumarate inhalation powder)

*Long-Acting Beta Agonists (LABAs) change

MG

Novantrone (mitoxantrone HCI) injection

Serevent Diskus (salmeterol xinafoate inhalation powder)

*Long-Acting Beta Agonists (LABAS) change

MG

Symbicort Inhalation Aerosol (budesonide and formoterol)

*Long-Acting Beta Agonists (LABAS) change

MG

Ceftriaxone for Injection and Dextrose Injection in the Duplex
Container

Heparin Sodium injection

Kaletra (lopinavir/ritonavir) tablets and oral solution

Solu-Medrol (methylprednisolone sodium succinate) for injection

O]O0 0|0

Avodart (dutasteride) soft gelatin capsules

Copegus (ribavirin) tablets

Hycamtin (topotecan hydrochloride) capsules

Ovidrel (choriogonadotropin alfa injection) prefilled syringe

Rybix ODT (tramadol hydrochloride) orally disintegrating tablet

CRNCHRONNONNONNG)

Clinoril (sulindac) tablets

Cosopt  (dorzolamide hydrochloride and timolol maleate)
ophthalmic solution

Dilacor XR (diltiazem HCI) extended release capsules

Neupogen (filgrastim)

OO0 |0]|0O

10
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WETSNTH B
KER A (—) =
BW| C | W | P |AR| o

Tasigna (nilotinib) capsules O
Trusopt (dorzolamide hydrochloride ophthalmic solution) O
Zylet (loteprednol etabonate and tobramycin) ophthalmic o
suspension
Acanya (clindamycin phosphate and benzoyl peroxide) gel O PCI
Dexilant (dexlansoprazole) delayed release capsules O
Peganone (ethotoin) tablets MG
Qualaquin (quinine sulfate USP) capsule MG
Tranxene T-Tab (clorazepate dipotassium) tablets MG

[ #7# Health Canada ]
AL UD

[ ZTGA ]
AL UD

Vol.8(2010) No.18(09/02) R05

[ EUEMA ]

o Modafinil: EMA M F il RR & & 15

European Medicines Agency recommends restricting the use of modafinil

Press Release, Questions and Answers

1HA H :2010/07/22
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2010/07/news_detail
001061.jsp&mid=WC0b01ac058004d5c1&murl=menus/news_and_events/news_and_events.jsp#
http://www.ema.europa.eu/docs/en_GB/document_library/Press release/2010/07/WWC500094976.pdf

@ Press Release
EMA [Z, modafinil & =3O AHIREEN S Lz, [FZRIT a7 — I IR OR
FRIZDIMFE T RETHD, EEBIOEE IS %, FFRMEIRE, 353 OPHFEME IR By 2

11



http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2010/07/news_detail_001061.jsp&mid=WC0b01ac058004d5c1&murl=menus/news_and_events/news_and_events.jsp�
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2010/07/news_detail_001061.jsp&mid=WC0b01ac058004d5c1&murl=menus/news_and_events/news_and_events.jsp�
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2010/07/WC500094976.pdf�

[ 38§ 22 4P i Vol.8 No.18 (2010/09/02)

WRE B RN 0D A8 AR5 BERR R 5 L 9 088 BE D IR DTR IR IZ[R) B A A I 3~ & Tl vy,

Modafinil 135 BEEHEFK T, BN TITXBIE 21 B [E THEGBREI TS ([ Modasomil” 1,
[ “Modiodal’ ], [ “Provigil’ ], [ ‘Vigil’ ], BXOY=xU>7],

Modafinil O IV, BRZ2 M IGSME I CELH O RTREVEICINZ C, REAPRETE, RE0R
TR SOG7e E D EVEDORRENHHZ LMD, EMA @ CHMP (EH L ZAR) XL = —%
WRLT=,

CHMP [ZAF7T —HIThE-5F, modafinil Dz T /Lab- 7" — (B o E OIRK 2R
ETHEMEDIEIREE) &3 556 DI, RZEOSXRXT7 1y MNIVAZ % ERS k5w LT, CHMP
IFEDAMD BN DN TR, BRSPS, R R EE O A7 S GIR EoA 2hE
Z RSz EE R Uz, LIz3>T CHMP (3, [RIZEDIRFEAGRIZ OV T /vaL 7o —LIso
WISAHIERT R&EThD L m LT,

HFE 2 RS RSB S DB A7 1%, AL/ N TRERWEE 2525, CHMP 13,
modafinil DR G FRIZ T/ NI ST F RETIF W | L0 T RETh L EMEm LT,

%72 CHMP |3, modafinil DFEANZHED DI E R A7 ZRFEL, 2 bt — LA [ REZR 5 FE ~
O L EE B B L ORI IR B (LRI A R A AR e A IO HESE LT,

Modafinil 23 EBEIHE ) CtEH%h=R D 1A _E (performance enhancement) M7= IZELH ST HE
DWEDRDD, LHL, CHMP BRETL72T —&#0 6%, ZOUAZICEL ThHEE- 281521752
X TE o7z, CHMP (XRIZEDELH DO RIREME AT =2 73572, R itaiitie 72555
[ S D B R me ARGGR S B I BERE LTz,

CHMP @ EFEHEREIX, 3 ) DHLERIRZATH T ’RINZE B 2% (EC: European Commission) (2
fRZ BT,

@ Questions and Answers (##x)
<OModafinil [22VT

Modafinil X EEZ (Lt 95 7= F <315, Modafinil O IEfe7aERE I+ IS T
WIS, RS0/ VT E R T V72 8 DN O MRS EEY E EAE BAER 32 FTEMED B,
Modafinil & A EE3E L, B EOIRKUZKT L T HES, mEOIRKOIREKIE, Frar 7 —
(ZEDATREMERC, R DMEIR S — DOELALD B PIZIRGDELHZ LD ATREMERH D, T
DIH7RIRENT, ZRRENBEIHEF T DA, PAZENM: REAR IR S -0 E (i B D FR A (I RS I 452
1EZ#R0IR L, BEIRASG T HND) ICAELDZENH D, EDIRKIIREARHOLELHD (Fr%
PEIEIRAE) .

OModafinil ZLVE =—LU7-z#H

2007 4E1Z CHMP @ PhVWP (77—~ VT ZEEERS) 13, modafinil &4 3K 578, HEE
IRRE AR (B RO, MR, SRS MR OIEIR) BEORT 4 —T L A Val VAR GRER
EDRJE R GED BN S SN0, [FHEOLZ RV Y a—%1T o7, LE 2—DF R, BN
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@ modafinil &H EHKGLOBMIEREZLGETL, LoV AZICxd 28 E25mb LT, £z,
PhVWP |3 &5 BB E R 5725, modafinil &4 &3R5 O RLEMSZEICKIL, i+
HEFROFE 2RO,

PhVWP 352 BloTo 7 —# DOl B L 7= & 24, RSRICRL CELIBRENELT, 2D
FERELT 2009 4 5 A 14 BIZHEEOREIEGHHIFEETNY CHMP (23 L, modafinil & A =35
DRIT 4 MYRY T U ADERIGHTEF TV, EU 2R T O [FIZEO BEEIRTE AR OMEE, 4
W, —BE IR, BOELICOWTO AR 5Xo5KkH 7=,

S EITIEELLZLMER
[Z TGA]Vol.7 No.01(2009/01/09), [%< MHRA]Vol.6 No.07 (2008/04/03),
[ 7% Health Canada]Vol.6 No.02 (2008/01/24), [¥ FDA]Vol.5 No.26 (2007/12/26) 1E7)>

O©Modafinil (E& 7 (=)L, FLal 7L —iaEEIEWN:FETEH Wk 38505

Vol.8(2010) No.18(09/02) R06

[ EUEMA ]

e & Disotretinoin: ZIGHLEE, R T4 — T VR Dav ) ASEGERE, PEMREEEEDYRY

Isotretinoin for oral use — Risk of erythema multiforme, Stevens Johnson syndrome and

toxic epidermal necrolysis

PhVWP Monthly Report July 2010 Plenary Meeting

1#%1 H :2010/07/30

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2010/07/WC500095336.pdf

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/document_listing/document
listing_000198.jsp

BE, BELRRENRELULE AT, isotretinoin DO fHZ T 1EL CTEBICERIDOZ %
ZUBHZE, BERBIE, Aqmi T RO S D K E RS (2 ALBE (EM : erythema
multiforme) , A7 (—7 L A Va/ JEfgERE (SIS : Stevens Johnson syndrome) , HEEfE % R
HESE (TEN : toxic epidermal necrolysis) ] O #{5E T2 Al REMED D,

PhVWP (7 7 —~at U7 AEHEHE) 13, AilElOLE 22— (PhVWP Monthly Report March 2
M) LI AR LT m 7 v AICE &0 %, isotretinoin (2 fE9 3 FEEED & D 2 & s (EM,
SJS, TEN) IZ DWW T LB a—%1T-7-, Isotretinoin 1%, EEDOIE (12X ) OIEEZ#EILE LT
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ARBEIN TN,

PAVWP [Z A F-L7-T —HIZh &%, isotretinoin & SIS X° TEN DK S BRIZERSN 528
ILTERWERERRL, #&0 isotretinoin & A B 5 OB EH (SMPC) B L OVEE U —7Lvh
(PL)IZ, EM 2% T SIS BEONTEN bt & ThHoHL LI,

BEER

$<PhVWP Monthly Report March [ZH# DL B = —fE I LD E, 3 A OFF AT, isotretinoin fifi
& SISITEN EDORFBIFRIZH STl Aeh 27203, EM EOREBIRIT RS-0, B
BHBLOBREHAY—71L b ~D EM OVAZOBIIAHERES U, kD URL 257,
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2010/04/WC500088721.pdf

OBETHIEENLLZEMFER
[ 7% Health Canada]Vol.8 No0.07 (2010/04/01)

Olsotretinoin (L F /A K (retinoid) , VitaminA #5EK, HEAMEICE OVREI) WEsl  F e

Vol.8(2010) No.18(09/02) R0O7

[ EUEMA ]

e 2009 FED T 7F—<abt VI AGE—EMASFERHREE 2009 Xh

Pharmacovigilance and maintenance activities

Annual Report 2009

1HA1 H :2010/05/19
http://www.emea.europa.eu/docs/en_GB/document_library/Annual_report/2010/05/WC500090712.pdf

http://www.emea.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2010/05/news_detail 001

026.jsp&murl=menus/news _and_events/news_and_events.jsp&mid=WC0b01ac058004d5c1#

EMA @ 2009 FEDER IR EEMND, 77 —~abt VT AT AE B AN 15, [ L8]

77— ab VI AR, B ORTRAT KRR BT DA F G (ADR) BEVOE 5
(ERPEGIZE MR ), EMR R SIS, VAZEHGE, AR BROL ML LOE R
PEICBIT DAL OB B MWD, 512, FREA TN ORREINZE RN T 5
TR EZ D~ F—D A MD TR, EU VAZEBRERISE O 52, EU NOER L2 ettt =4
Vo7 DFEBIT>TND,
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& ERTEE)

-2009 AEIZ, ARFREE SR AL BA L CE BISE B 22 A ME A (ICSR sindividual case safety report) %
487,421 {3217, ZAULRTEELY 6% DI TH -T2,

‘EMA 1F, BB TSN 2 =R MICRAL TP BB A E LD BV (SUSAR:
suspected unexpected serious adverse reaction) D 5% 91,834 1152177~ ZAULHTHLY 14%0D
HINcH -7,

-EudraVigilance Medicinal Products Dictionary ©7 — QLR 7= E 3K 5L 0T 35,979 THh 7=,

-2009 4F 10 H 12, B S HRLE IR AR IS E (MAH) 3 X O R iR =14 (sponsor) &1 /1L,
ICSR DB & DO HIRMSFIZOVNT 6 4 H RO T2BItA LT,

& B TEOTEE)
ONRUTIVIREDT 7—wabt VTR

AL TNT YN T I TRHAE R SV AN AIRED I F o DT 77—~ abt VT A,
2009 D E-DHIFE Th o7, EMA [FRRINZER 5% B 5% — (ECDC: European Centre
for Disease Prevention and Control) 33 JJOME & in Bl 24 iR (HMA :Heads of Medicines
Agencies) LD BT SID IS, A7 H AIHINL U7 F AT HRN THORER T 4
YMYAY <=2V TR ABRRE LT-, ZD 5 5R1E 2009 4 10 A IZARLT,

AT NI YR T Iy VR S ERR S AR B =2 7T 572, EMA 138
YTy YTy —~ab vT o ARE KR M %K 7 L — 7 (PREG : Pandemic
Pharmacovigilance Rapid Response Expert Group) Z &% & L7z, D7 /L —7 134 EU I [EE
ZORFEBEAD 7 7 —~at VT AEMFENGRY, ST IvIT I F U LRI A VAT
WTHRESNDT N TORIEMZRETILT, 47— L2523, EMA OU =7 % Ab 1
THATT DT IvI Ty —<abt VI AAAL AR — D i Lleo7z, ZOBAILAR—MNE
2009 412 A 3 HITHTFILTZ,

-2009 FARFETIZ, BRINT 2,940 75 ALLEOBIEM 21 17 8 T ALLE) 23, Hrsg & 77 ATk
a7z 3 fFEHOU T ([ ‘Celvapan’ ], [ ‘Focetria’ ], [ ‘Pandemrix’ 1) DO BT dui D8
Ffi7Z %% }7-, EudraVigilance IZZNHDT 7 F AZHOUWNT, AFRERNS 2009 4F 12 H 27 HE T
(25T 11,126 O A ERISEEZ 2T TOD, THODOFEIEOREIFEELE DN,

OBKIN Y227 & BEERIE (ERMS : European Risk Management Strategy) 0 3/

2009 /£ 6 H 1 H, eNHEIMD EU Bl AT AT AMBEE 1 (EU Regulatory
System Incident Management Plan) Z3RBREICBRIEL 7=, AFHENIE, BRINODES LS 2T A2
B DA EHE~D L FFE A S E T DT DI RBENTZH D THD, BILALARE, Klaiz
DTV RE BRE A H LT,

*HMA 73 PhVWP (77—~ 3B VT BRI ) H ORI RE L2828, EU HHIH]
FENTOBEIIEL I BAREIENESDICEm E T, 20 A #I% 2009 49 A DFFILOEA 1 [E1%
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1Tah, g E U ISRV AEAGERLE (CHMP ~01ER7e referral procedure (< 5EF#¢
X) Lo TR D) DL EVEIZETT 5 PAVWP ORREHE R OV TR L T,

OEHHERK A =75 17 (IMI: Innovative Medicines Initiative) *

2008 4F 4 H, EMA Fi&¢ PROTECT (Pharmacoepidemiological Research on Outcomes of
Therapeutics by a European Consortium) 7'y =7 k3, IMI L [F F 2D B 5L TR S
Mic, K7y =7 OIEARBIAA H 13 2009 42 9 H 1 H Toh-7-, PROTECT (3, FEAESL
77— ~AL VT AR HER IR FIEORREE HRE LI D IR T ey = 7N Th D,
EMA L, A7 0 =7 bOFEZITV, 290E « RO I HIENGR25 % EFEDO= ) —2 T I
ET D, K70 MNT b FERMkEEESA, B2 T 2—rdBlMThhd TE THDL,
B REIE, RN SR [ (A 52 (EFPIA) O3 DO BT O (inkind) L 725
FTETHD,

*EMAZPROTECTIZ /N Z, IMIZNBh KT 57 0y =7k CTédh HEU2P (European programme in
Pharmacovigilance and Pharmacoepidemiology) *1=%# /7L TV 5, Eu2PiZ, $EAIEZ 77—
~ AL VT ATEBIZ B W THMAZEFEF PR AT, BN B CERERI7D iRk 722 3 - 2
BT T LERRETHILITERE L TTND,

OEudraVigilance D57 L84k
-EudraVigilance &% Z B0 FE L7 Y =/ NEHEIZIR-> T, EudraVigilance (EU O [ 38
A BT — A _RN—ABIOT — B R T —7) B SHITR ESE T,

OV T FNVEBRORIT

‘EMA (Z&5 BRI 7 F VEBINETR CTHY, A PAVWP [T 21T o7z, FER 8
(EEIEBEEETe) LLTE, EREAR G IEIZEADV e N EEMIZ oW T 7 v
EHEZTHOZETREMNMFON TS, EU I E O 7 R R E A BT 572,
2009 4F 1 A KIZ EudraVigilance %1717 7 L& BT, 50243 (rapporteurs) 33 LY
MBENCKIL, ST I I A TN PO IF el —EE N 58 ERGE=4)
VTG R EIT T, OV FIVEEE YR —R 5728, BIETIX EPITT (European
Pharmacovigilance Issues Tracking Tool; Kk~ 7—~abt vo0 ZAFELBHNY — V) & 7w )
WZAERHL T,

OT77r—=abt VIV R KA F v ¥ —BRINE SRy T —2 (ENCePP: European Network

of Centres for Pharmacoepidemiology and Pharmacovigilance) 8o £

A Eu2P OH A http://www.eu2p.org/
B ENCePP D11 http://www.encepp.eu/index.html
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-2009 4F-0> ENCePP ¥ #5HHIIZHEV , ENCePP DI FEL & — D7 — &~ —ABH%E (2009 4 12
AIZABIE N, 20104E(2F7 —ZBINT &), ENCePP i E 7 /L — 7 D% (&, ENCePP DAFZEMH
HiFB LOWIFESVED HEHEDTF = VYV ARD FEZEZAERL (WO FESEE 2009 4F 11 HIZAB
7% (public consultation) TAFRNZHAICHEVAAT, ZOTHEIEHIZEY, 2010 FEOiEH >
AT BGERD RIA FILD,

‘3BT, EMA DB T DL RV IR0 RSB S AL, FRES o ERZ BT ThD,

QUAZEHFHE
S RZEIER (RMP) DLE 2—&% 3 D7 1 =7k (review and learning project) 2 /3 & 52 1
1TL, EMUTZBRBRICHESE RMP AR TA U ZBIEEFHL TS,
P R OB NI B D) 22 B MEDBOMIA R AR BIFIET 2=
[ZOWTh, BUEEEDNEITL TW1D,

ONREXGETH T r—wab VTR
A CTARESNEIR L O/NETCOFEFERISIZONT, F=LY 7 OIEHEIZEDY
FLATE, BEIRER O/ A~OE KT 2E PR T =20 75 SHICHRIE T 572, 2009 4
5 HIZ, EudraVigilance 7 —#Z W/ NGO T 7 —~a V7 AT HIEEFHE D
BIRETZ,

OPhVWP ~D BE DORBREISIN

*PhVWP 2~ D BAEORBRIIB I TIZ R ORI RDFFHI1, 2010 4200 PAVWP 255 Tl
BENRE 14 (BLOHIK L 4) 247 —N"—LLTEDDLIH U T Th D,
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160,000 -
142,287 143,544
140,000 4
125,042 123,611 124,510
120,000 1 110,794
102,760 107,947 108,573
| 97,114
100,000 85,640
80,000
60,000 {23,074
40,000
20,000 1
0 1
2007 2008 2009
CAP EU ADRs B CAP Non-EU ADRs | non-CAP EU ADRs M non-CAP non-EU ADRs
K 1:EMA I[Z#4E5EN 72 EU NBX U EU A0EICE A ERK G ER 4 (2007~2009 48)

CAP: Centrally Authorised Product #4545 )5 20 TGRS 7= 5L
non-CAP: Hi 58745 5 Uz K b7 R EL

:EU NCo CAP 5,0 ADR
M EU ST CAP #70 ADR

:EU NTo CAP # 5 LISt ADR

:EU 4T CAP H 5 LI4h o> ADR

50,000 -
45,000
40,000
35,000
30,000
25,000
20,000
15,000 A
10,000 -

5,000

ADR reports concerning investigational medicinal
products for human use (2007-2009) 49,124

41,872 42,710

38,386

32,724
30,669

2007 2008 2009

O Non-EU ADRs B EU ADRs

X 2: EERABRCHEHAIN N EENIZB T 58 EXN S (2007~2009 45)
:EU %+ T ADR
M EUNToH ADR
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2EFR

k1ML, EMEF B OFEMELE B EL T, RO FELL T EFPIA (European
Federation of Pharmaceutical Industries and Associations) &, EC (B & B 2) M E#E L 7B
B —hF—o 7RI TH5,  http://imi.europa.eu/index_en.html

% 2: IRV RS BRI (RMP) & HHELC, TN TOERRBRAESL LI DE0H k&R
ftiL, HARTGAL DUETREE T T KT =7k,

O RETHER LR EMEIFR
[EU EMA]Vol.5 No.11(2007/05/31)

Vol.8(2010) No.18(09/02) R08

[ EUEMA ]

e Referral procedures (ff FEFHeX) (2O T

Referral procedures
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content 000150.jsp
&murl=menus/regulations/regulations.jsp&mid=WC0b01ac05800240d0

EMA OR—2~_—20), referral (2R3 DfR AR T D, [ L2215 HET)

OReferral OFE

Referral (f156) 1%, BRININCTORE ROAN —FZ R L, BEF I LT D70 2@ b
Tl & ThHD, EMA FRM EH T T) 13 referral (220, BN FLREMARZ TR L CTHREE O [ 385038
FI2 5 ADR LR FHE 2 E i D2 LN E RSN TS, 7% S T D E A £33 A7 7 2™ 1%
CHMP (EMA D EZEMZE ) I referred ((76) " &4, MZEESIX EU Wf@;ﬂ%n%lét
HEARZATOZ LN TED,

Referral 23BAGASNDBHIL, HDIEHZ T ATKH T 2L BMEDOREC, EFHLEHICEET5
EU MREM TOEROR—EZR2E k4 Tha GEMILH%IR) . MINZ B4 (EC), AN EE-

WL IR S O BLEFEN referral ZBRLATES,

Referral #& T IRflZ CHMP (ZHESEZATU, BN Z2 B33 HELE T D7D D [ A 7R LT IR TE 5

2N E w2,
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I _TCD referral 1%, EU TOEMRK L OEGRCET=LI 7 O FiEEEOT-IERO RIS GE#E I

NQAYR
OFE4y 2001/83/EC XY
F295 4 LEMOMAFEFE S (mutual recognition procedure) 72137k A 5 =
(decentralised procedure) TREHSILCWBEIKIIZOWT, A%MA FEoE
RIRVAI D382 rIREVEICRAL TN ERICE RO AR —BRHL5E, 20X
A7 D referral 23FHAEIILD
5530 & —HOEIMITONT, R4, MREICIVRROIE (RARDHENS, s,
FE72E) BERIRENTEY, EU N THRIE LML ERHLGE, ZOXAT
@ referral 23BHAASILD
%314 BHDEIIETNTIEHRN Y T AD L BMERF ISR T DA EL, Zh
HFEHAOFZR I EE MIETHE, ZOXAT O referral BERESND
536 4& ZDXEAT D referral 1%, FHAFRRES N FE- 130 HEEA UL REIR &
RUCOWTIHEHEND, WD E D, AR EORMED 7=
HOHEE (2 (variation) , —FEE 1L, BOIEL) BN ECTHHEE 2 7256
\Z, referral 23A%ES LD
%5107 4% WP OMBBED, HOEIEL DR S EORMEND, YiZEELOEND
ROEMR T ARRA L, —ReE 1L, ERIBVELTES S, 20T DOFHiE
MBALESIND, EU LUV TOIREEITIT2D, CHMP [T AISILD
O#HI (EC) 1084/2003 XY
5% 111K FEAFERE S R E T BEEE S N CRBEINTHLHEHEHIZHONT, I

HEBCTEEICETAEROR =N 5E8, ZOXZAT D referral
DRSS (X147 IB)

%5 64512, 131 AHAFERES A FIT 0 WA X TABSNIH L ERMICHOWT, I

HEMCERICETIERDO R N boT2 56, ZOXAT O referral
ISBIREILD (A7 1)

g 4 7 X (centralised procedure) TGRSz EHK SHIZOWT, Z0D
AT DFfEENFMIND

B OO FREDREFIL, U7 AR L0 Y 3% 55 ORI L2 B = 38
Al A H 52 (EPAR : European Public Assessment Report) MiZ /A &5

A EPAR DA

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/epar_search.jsp&jsenabled=true
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OEMA (ZX5 referral D@5k

EMA (%, referral 23 1IERUZBHAASIUTZBRICIL, CHMP O &% I2/A %K 35 CHMP Press
Release C referral DB IAZ @195, [FARIZ EMA IX, CHMP (ZX5 referral D HIZ G507
fhink, SEE%IZAFET S CHMP Press Release Tl 145, ZO@EE RIS, —A%AITIZES
WZIEHRE LT Q&R ADAET D,

RN ZE B3 43 referral (2R3 2I0EZ FLIZRIZIE, TREOIIRIERNEIOIZARIND,

- 2953% referral |ZBA3 DR ED B A KT TS OY AR

*CHMP Ot

WL E IS O IERIZEI TS CHMP HOHESE, 35 I OMLE I 72 /&Rl S b 5k

(4T 2558)

BEER

% 1:J5U3CI3 the class or medicines, [Rl—DIEMERL Y ZFF O E D Big o7 4 DL, F720%
TEPER ) D3 FE72 2 D3 R — DTEHR H B E IS o EEHE A IZ B 92 referral 13, “class referral” &
PRI D,
D URL O ‘4. Article 31 of Directive 2001/83/EC (“Community interestreferral”)’ % 2 &,
http://ec.europa.eu/health/files/eudralex/vol-2/a/vol2a_chap3_rev09-2007_en.pdf

LRGSR BE1, K BF
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