VI. FDA {4tk 1997 & FDA di# ik 2007

1. FDA E{X4Ei& (1997 )
1) B=
2) BEENYESHE
2. FDA 8% 2007 (£ L<IF FDA B4£i%)
1) HE
2) REHRZTHTEI—EEHRAAIOMIZES FDA HEE
3) FDAREEZOEER
3. FDA OREDMEIM & REMS OBk
<BEEHH> FDARET—HLyb - NUN—=5ROFBE~DLR—:

EERTENICRTEE — EXSHRE2MTERCATLOMEE
BIUEBRDI-HD FDA A= FT47 July 2009 (FXDOHIERE)

21 BRI -7 &% B AL T FDAC EOBEEEYAAR FDA S fRILEIL, 1997 &I
Y KGRED BB (= ko TR - T8, COBIEE Tl BD L3I, EIER 0 off-label
use (CR 9 HEMMEROBEAERHAETRHEED., L 2EDEBHRENTEINT-,

M 10 F£ O 2007 FITHE Tz FDA SEE (LI FDA B4ZEY ik, EROBEESUR
ETHEVWSERERITTEO.FDA BEERDII 7V /7L 2HMEEL TR OB RS

BEETRITHIETEDH LS. FDA DHERZEREIEAL . REMS ()RR - R VEEMER) DEA

ZE0. JUBEGREUERIATLOHEILIZRELLLOT, 1962 £0 FD&C EARELKD
BLASHEHREEFL-5L, *HETEH2 BYDRCRLAH S (FDARA £L<I3 FDAAA)

1. FDA s&f81Ei% (1997 £F)
FDAMA :Food and Drug Administration Modernization Act
rAZ—FDA BE. 7V KA DOBGE

1) R ~
1997 £, FDA @ 21 ##EICE AT HEZ Bi§L . FD&C EZZUEY HIFDA R {biE 14
REFEREEB. BE 11821 B, JU b REBEOFRICE>THIISh T, COREZRITEE
& EEHEIRICET HRAFIORIELBHNNRDLET->TEY . REDRAU DY IESHIEH YA
EFNHELBIT, SEIFLHAF LR PEA. LR—MEEDNEF SN DHE ., FDA DIFEFETATO
EFE RN D, RENDORINEHRRTH -,

*Federal Food, Drug, and Cosmetic Act : FFDCA, FDCA, 3<% FD&C Act L1:BEEh 3

** Food and Drug Administration Modemization Act: FDAMA (£32)

http:/iwww . fda.qov/iRequlatoryinformation/Leqislation/FederalFoodDrugandCosmeticActFDC
Act/SignificantAmendmenistothe FDCAct/F DAMA/defapIt.htm
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2) BEERLGYESEH
FDA AL ETRISER T REREFHI TROLEYTHSA. HIC off-label é:fDEEI:E'CE%

BIREB X TRO~@THS.

http:/Avww .fda goleeguIatoglnfon’nahonlLeg|slat|0anederaIFoodDrugandCosmehcActFDCAcUSlgmf'
antAmendmentstotheFDCActFDAMA/ucm088179.him

(D Section 111: Pediatric Studies of Drugs
EEXZO/NRHAROHEE
EEDICFI/NRICHT BRI ERRBICL>TEM TN -LDADEL, ThoDEES
*EATZNREMROM CRIBESM TV, COREZEDEETE, NDA BEC/NRIH
LTHEELOFREEAHDE FDA HLFBHLAIES X, —FHARAI/NRIZH I HEEERE
* BELEITROLIENTELLIZLEDBO T /MNRICHE T2 PRI 5HER
EEMICIRMTEILERBLELDOTHS, FDA RBELEO/NRHFRISHTIEREST D
=8, \TU D HEARRE K £ 6 1 A A O8R5 54 (six months of exclusive marketing after
the patent expires) #B@IHELLTEAT -,
*ZDIL—JLiE "Pediatric Rule’ELTEIBHR TS, LHL., HISH>THEEZESCEOMOHA
RA TIEXAMOERSE UPITDEND, TIE~OBALEBLEH LIRS MNIEELEY
FDESIZESIO A, HEDBHREELIZ, FDA ITMNEOREFBEE RS 2T RT HEMTHE

FHEZEUVIEL T FDA £ERAT-1=8I1Z, 2 ERO AT L),
(hitp:/farchives.cnn.com/2002/HEAL TH/parenting/03/18/fda. pediatric.drugs/index. html)

@ Section 401: Dissemination of Information on New Uses
off-label use (2R84 15RO BT
REFELENFALEICRBSN TGN, RERFOEIK - ERICH I M ERTEREMN
RICEMTH&E, FTROEHEETFILIEROHOND,
1) BT HAENC. BHIXA% FDA (TIRELTRIBEZFHE .
2) FHEO—EHERNICETOHEBIZDLNT, EEMEBZEE (supplement IND) % FDA IZiRIET
STE(FOBEMGICHTIR M ETIMERIRATET—HEEL L),

@ Section 127: Application of Federal Law to Practice of Pharmacy Compounding
FEREA - ERRAICH L TEEERA
HERRICIFEVNEOT, EFEHLRFIL TO<ARAUA (ELJITERRH) O#ELIE. &
. HHNEEFL TIILFELEOZFIZDLT Pharmacy Compounding Advisory
Committee ZE I L TIRETTAEFER.

@ Section 112: Expediting Study and Approval of Fast Track Products
First track [Z& AR BBEHEOREIL

-® Section 122: Radiopharmaceuticals
BHAEEERERAE I IHETE~DES $lﬁwﬂﬁﬁﬁib
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2.

1)

Section 123: Modernization of Regulation
FDA HEIOHE
EEM(ENHAFZEL) CERBRORBEETOLROHERILLE.

Section 204, 206, and 212: Risk-Based Regulation of Medical Devices
ERBRICE T HVAZICES<EHH
EREOEVVEEERBROTRAINEREBETHEEHIC. ENODOBBRLFERIIHE
ORI DVWTRED AT LEFEL, '

Section 303 and 304: Health Claims for Food Products and Nutrient Content Claims
EROBEEESSIURERS T RO
BEBEORE GO BLUEBRAORTIONT, BEROBEETS., HLAL.
REIZEET HIERH 22 ATEE (=& Z 1L, the National Institutes of Health, the Centers for
Disease Control and Prevention, the Nationat Academy of Sciences %) M SRFENI-HD
[CEIEOTHNEEHFAT S,

Subtitle A: Fees Relating to Drugs

IF %3 0 —HY —-J.r—i%k (Prescription Drug User Fee Act: PDUFA) D&k

1992 (2 5 M OBFRAE TRMLIMRFERE 11— —- 7r—i% (Prescription Drug User
Fee Act: PDUFA) 1L, 1997 fFEICEHiSh ., ToHIT5 FMMT HRE (F- K1~ —Dr
—3i%., PDUFA D A2 FDA EREERIZEEY A TN, BE, COTNFEEL—F— - Dr—
FUTFOHE 5 FILICEHENL, 2002 i< PDUFA I &4Y ., BRI 2007 EIZRE~—ML
1= PDUFA V(B BR1—Y— 71— R) TP THS BREICBLTEIOI—F—- T
—id. EESERBITOERAOAELOHICEELERTH S,

COEN, KETRRELTOST A TOBKRRICET SEBE—RAT2FHTHR—LA
—U%E 1T L TEE T HILELT: (hitp:/Avww clinicaltrials.gov/)

FDA g% 2007 (L <I% FDA B &%)
FDA Amendments Act, FDAAA (%L<I& FDA Revitalization Act, FDARA)

Ae =
B

1999 D BRI LLE, KE AN I O L ER] (Cox-2 FREH]) THS rofecoxib (Vioxx®) A5 EE &
EZALNADBRBECLREPLELDMERIAIOEBRELVRTHAE R, AEERIL 2004 FIC
BRFDIEEGYTHENSEREN -, CR{FEH, GSK H DS DEE paroxetine (Paxil®) 1=k 5 B5%
YRODIEK ., FUC GSK #O#% 0 ¥R 7455 rosiglitazone (Avandia®) & 2D HERLE D
MERIRTOEKREE R EHORETHEENEAHShEREITHELE,
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RETHOHTOHEEERELTEMNELE-ERELTEIRESN - FDA 1% 2006 (<8l 100 FH%
W=, LAL, EETHIRBRELESAFDAZELINEHFEZHE-C&ITKY, FDADEEIX
%L [FDA [FEROREETFHEVSBRIZELITOEN 2 18 Bbhhd L3527,

—5. 1992 I Lf-1—H¥— 70—k (PDUFA) IZ&Y ., FDA OFERZOTELEFIEMHmR
ISP ERIERE AR ENFIBTELII e, A— Y —Jr—kE 5 £ LICEREE
(Reauthorization) &4, 1997 @ FDA BERILAIZE LW TR OB A LEIh Tz, 2002 F£&Y, K
HEEZTIBERII LY — - —O—BZHERREEOAHLTLT . REMEROBMTRL
NEBRRICBENLRARSICLTE:, COKLSIC. EELBEN-HITHELEROREEHE
EEMSFELTLSTRIZHL., FDA FERKYLEETEDHFEFRALTHEEZL TS LOH
HABE o, RO SSLEEFSRLOARMFBLIER SN, [FDA REDOFEERBEFRMIC
HHLEREESHTHMIABBERSNA LSS,

COESLEESREECEHAHMEL. KEOTREREMERS AT LN DRRICES
FHTHILIZRY, BIFBEO UL O THAREHETHTE—EEMRA(IOM) (X FDA DES
2T CHALS - FMEE IR, LEMIZhT-5 FDA DREFERETHLLBIT. BRICFDA
OHRE-ERBILERD, 12— — - Jr—ED 5 FHDBEREHRTHS 2007 £9 AXED
ELT. ¥EHETERLRBORE LS, IOM OEFIZB I 5B THESMLRELE-OM
TFDA 2k # % 2007 I TH B, £ 500 A—TITH 85 FDA &% 2007 (£, 2007 £9 A 19 A,
TEREERK 405, 3t 7 TEA, ¥ 20 BIZE2E—HTEREEAL. 27 BIZT vyl a K#HfEN

EHLTREIL
(http://www fda.gov/Regulatoryinformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/Signifi
cantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007 /default.htm) ,

2) IOM (&% FDA BEE
FDA SEZEMRILITSHDIFED 2006 &£ 9 . FDA Mo KEEZ (1= IOM (ZTEEZ DR LHIC
BT BROREEZHELSS=5IZ(The Future of Drug Safety: Promoting and
Protecting the Health of the Public) | £88 3 % 248 R—TIZh =500t H X - LilR—bEERED.
KEHESIZ FDA OHFEZREL .
{http:fAwww.idm.edu/Reports/2006/T he-Future—of—Druq-Safetv-Promotinq-and-Protectina-the-HeaIth-of—the-Puinc.asnx)'.,

ZOLR—FTIOM (. FDA ZIEROQRFELZTFY, BFEEAELIES1ELNSIV a0 0OEE
2. LEBEERRZOVNENRE, RE2E~DTHREELDNSUAERA-OIZEXEEH
HEHoTERELDDL, BERDYRZERR IV QEHBIZIEZISA 7Y A2 -7 IO —F 1%
ERBARET, SORHICIEEBAT-ZICEHLLT . HRADS/I7H /YL EHMEEL TRELT
F-LEREATL. RERERATLEEIMICHET NETHIEL. RO RBEE
E+RICHBETESLS, FDA [CHE-GERLAGFREEZAZAEL, TROLSIBEERADIE
fEEdHiz. FDA REICHIT-2{OHESEIERHL .
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® FDA DEIRESS:

@ BALTERAM-ER)OHBRISFVEERORLEHTIHENE -BLbITHL
@ CDER OflcBS#IcieEL TOVELMERN S S '

@ FDA OEHZETEEBHTHEADOT+H

@ FDA [IHRBBEPLEFOFAEIZELT, BRICHARFE(CRLTLVEL

® FDAREIZFHIIIRE

- FDPAREOEHZ 6 FiT5H2&4 fﬁ%{]d)kﬁpﬁﬁﬂab\bwﬁu)

- CDER FHRZARSEFHEORECRATTAROEEREED. HiRNEENEEHE’RIL.
B F— LT LIZ OSE (Office of Surveiliance and Epidemiology: EX S E#R-EXS
BEEA T, R)DAZYIEEAL, R2EICE IS RE AR IEFHFE OND(Office of New
Drug: #i#EA 71 A)E OSE ETHRREILTITOCE

- EESODERIDERSUOERENS FDA O 2 2O BEREOEDLGNASVAFRMURET L,

TIRICERETHIEITEY, REMFBREICT I YT AT — Jr—KIZ DN TH
B (RELENSOIRAISREICKET 20 ILBE) |

- FDA QEMEREEL AT LODERE

- RENBLIUVERBEROURVEBEFTERIES

- BELEICF2H~F4HOLKBRERRBROZBEHESE. ABREEE—8B~2H

« FEROIHILFEEDI-H FDA OIEREE(L

— REMERIVEGHBOARGEFHESFICRESEHER
— ABA~ERBHROYRIEBEL) RO EBICEHET HHER DL
— DTC [E&#HRTHO—EHM (2 £/M) (LTHh R VERELD
— EELEHERBERIATA#BFOLODERELD
— WEMCE~AOZUGS. RERBOIGHELRTHEREMRIE
- \MIERB L UBHROBE
FDA AERD#ELREETYR LS E2-HITHERBBETIOIZ, BB AM- B
REmIZELRQIEESTWNKRIZH - TIEESEN, R FDA 0&F S - A OINEX
HmIbHoE '

&2, DTC ROV TRH® 2 FRITEECFHEALERE FDA A1 - R R ET51E

H. FDA BREBABOEAMZEAS, EFEGERETAELL,
hitp:/Aww.iom.edu/en/Reports/2006/The-Future-of-Drug-Safety-Promoting-and-Protecting-the-Health-of
the-Public.aspx, htip:/fiinance.senate gov/press/Cpress/2005/prg092206a.pdf (FSIHROD AN

3) FDAMEEDEER
F01: EESGReUERME{LE FDA ORHFHERZETK -581L

3. FDA 33 EQRTEMAE THo=ht. FDA BE% 2007 TI&, FDA DRIIHEZS. E
KRR LHSh TELIWEGZETOERDOSA I AL DL HEFBLTREEDER
BEEETOICHIBTEDLS. R2MHRICHELEZ-BSE. hRERSMEICETA5EOM
BEPEZHEFHFTITEHER%E FDA 25 Z = (hitp:/www.dlapiper.com/fdaaa drug_safety/),
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@ User Fees Will Fund Regulatory Activities TilR&RS M EICEAHABALEE
IOM [ZBEEFEALOXHEE LT LIMCERRAL TS, BRI —F—-TJr—IZ& B0
REMREL, = —V— - 7 ¢ —% 2008 £ 2500 AFILHD 2012 £ 6500 FRIL(H 78 EA)~&
L, TiRRT N EK(CEHS FDA DERRIEHI—V— - J s —OdhhbFTEHSH,
2012 £ 10 AETO 5 F/MITH 2 8 2500 AR FEHSh D,

@ New Authority to Require Labeling Changes SARIILFZREBDIERETSE

FDA p' LR BEORLHICH I 2HF-AERICATE . SRIVERICRMSEIRE LEZ
BRI, BESEITEFNEEISEIEREG S TTIEFORNELEISFAL, BELFE30R
URITEBEHEDOSALE FDA (TR 5., LGB EOBENENLELIBAFTNELEER
9%, £DiE 30 BLUAIZ FDA LR ETIREL, 15 BLLAIZ FDA SN ERFREEET K. &
DR TEHESEITHKITT D, 4. FDA IEX 2007 Tk, FDA @ CBE(change being
effected) BAIZ DL TIHMA LM TLVELY,

3@ Expands FDA Authority to Require Post-Marketing Trials, Studies
TREZEERERRBRLLIIHRERRICETIEREZGS :
TREEEMERRILE: EXGIRIOBIEZFHET 5786, LLATFHL TLVEM>=EXLY

AVEHRT DIHORBATREEZ fLZ (X, FDA FREERICTHREERIRER (Phase IV)
HLLUIHRZRODHENTES,

@ REMS MEA

FDA ABRET>TLBDIRVER -B/MEICAIF ST FAERF H%E REMS (UR V- )R
B TEREE . risk evaluation and mitigation strategies:) ¥ 32 EMRICE LD, REMS IZEZES
DEIDFT AR T YR UROZE LEISZEERIET 5= DHLD T, FDA 4 REMS O EH%EE
HFEEERICOVT, TRAT-TREICEHST . EESOURAVEEEL. TOURIZR/NRIZ
THROOEBERECIEBEE3E0THD, 1z7L. REMS (ZFTRTOEERKITKROHLN T
ShIT TR EOBRBLIAAERRBOEERICHENIFDANRET D (F4hs . EXH
ISIERFICAR DY) R0E LRSZLEHEETIHEDHIEERICHLTOHR, TR LG
AHFRHSED), ' '

 REMS TRIEARHLNDEH (FDA RRERITTRSNIFER) 2L, ThEDT A TOERA
ROLNBENITETITAL, FDA BEDQEHDIEHABES | EERLITRE -EHT 5,

A. Medication guide, Patient package inserts: BEMITBRT A (BHE) LR E
B. A communication plan for health care providers ERHEES~DOIZar—arIoy
C. Elements to ensure safe use: REMEHRTIOHOER

(including requirements for those who prescribe
or use the drug)

D. Implementation System: ZEUERERBETHODLATL
Bl A= A—ITEBBE T —IRN—2E#HBLE=4—T5%)

E. A timetable for submission of assessments: HEOEMDFHDIRBEALT—TIL
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BLED &Sz, HREHEDER, FRINLNEOEE, REMS $IZ#511C FDA DR
sdfbEh. ChoZThAVNERIZFENTENEE NS &7, ‘
FDA Amendments Act of 2007 (FDAAA) granted the FDA the authority to require the submission and

implementation of a REMS if the FDA defermines a REMS is necessary to ensure that a drug’s benefits
outweigh its risks.

REMS components include medication guides; patient package inserts; a communication plan for
health care providers; elements to ensure safe use including requirements for those who prescribe,
dispense, or use the drug; and a timetable for REMS submission.

D2, BERFABRT —IA—R: BROMESLIUVEREROVZT EAOBERAR
FDAAA 2007 includes provisions that will dramatically expand public access to information on
drug and medical device clinical trials.

1997 £ D 1—H— I—RTEETEREENTEEOHITERERFABRBHFE RO TV,
FDA SR%Tld. & 1 38588 & POC (proof of concept) SREAZR{. HBEZBN-T_TOE I
~IV BB ERABEROT —22EIEFEERE (NVL) O AR T —2A—RIZBHL. 12—y
PEIZARLT—REBENT I A TEDLLIRD . TERIZ, TP OBERBROIERICD
WTEBBITIISBRL. BHROEHLLTTREROI-(FZEL EROHLIEEDYy—FILE
WHO IZBEFRSEER D BHEE [HERBMOERLTING) .

(i) the title of the trial in lay terms: > HY ST NVEE TER KA 2 ML

(ii) the primary purpose of the trial in lay terms: oM UPFTVEECHRBOTELEN

(iii) eligibility criteria for study subjects: HERELLTSMTE-HDFHEE

(iv) a description of the disease or condition being studied: X HOHEE -FERITDOVTORER
(v) a simple description of the study design: BB TS

(vi) for ongoing trials, the anticipated completion dates: ETHORBDE T FER

o, — N BENRBEREERTELLS NHCREBRIHERER) O LICEERR
BEQOEERECETSI0—41) 425874528 BROEERXITT VERATELLIULY
FRBCELEEEREL, BRI UTIT—IR—XE 2008 F 9 AETITNIHIZRET ALK
Of=. T, TORERSNSERFBRIZOVTIE, HERARDOHDT—ER—R% 3 FLAIC
St BEERRERIR TH 1 FLAN. LT, FDA BRFOEESERZALTHS 30 BEADOELLN
BWESIZ, REEFOT—ER—2%F NIH IZBRETAEABHE I Tohiz, oI, EELHE
BRFRBAZRICL, T 5%DREEFEFHILIEEFERIRCLTIRETEL5KDHDHELE
[Z. ShbOT—3~—X I safety issue” HEDBELEF—T—FTCRETEDLLIEHLT-,

Z03. DTC IR (TV) BT 38i1-f/L—I/L& FDA DRI

IOM AMBRELTUL M-, iEEH kR 2 £/ DTC IGHFEIEICDOLVTIE FDA StdEICiEEYATh
Aot D0, DTC [REQHEEERICFvoT 2HB% FOA 25X, -2 OMBEO=HO
A—Y— T —DOERBERERXICRET AR YRATN,
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TND4. ERFEEEBIVEE~DYRY -5 25 —230 ORI (REEFRIZHERIL)
FDA REXE TR VRS- 02225 —a 0 DEMR. EENSEE. EFRLTHEERARIED.
¥if-ICURY-a3 2= 45— 3 58/ & 8 & (Advisory Committee on Risk Communication) 8% &
L. EHMIRELE-ZE2EFROLEA—EEE. ERREERIUBRE~OEELRTEHEICHE
F 53245 —iavFikibLi-.

EHELM. GERELANMELVBESH D EOEREDE S (federal preemption) A FDA B %
2007 2B FENDEDAF O F RN H-1AY, ThITBELTEEF AT,
Contrary to the expectations of many, the FDA Amendments Act of 2007 does not contain any

provision expressly preempting state laws. The House Subcommittee on Health eliminated
proposed language that would have precluded FDA act's preemption of state law.

IOM |25 FDAREDIBEEMNS I ERD2009F 0 A [EEZRLHETA—5.4155 IOM (ZTE
fExshi=z, COWITFDA X, BRICEBTTOITRERESHEBERERT S OBEEEEHES
RNIKETHEFALM L,

3. FDA OEEMEINE REMS OFIA

® 2009 £ 7 B.FDA REEMEE~LFR—MREH: TEXRZLEICAH-EE — EXRRE
HERS AT LOBIEEIUVERDOI-HD FDA 1= 7717 1(Report to Congress:
Changing the Future of Drug Safety: FDA Initiatives to Strengthen and Transform the
Drug Safety System) '

FATKIFEIZEHT 2009 & 3 B 14 BIZfE&Hish FDA EEICFELF-I—HL vk /=4
K*1£ 2000 7 A 31 B, JVUBKLGEERREUERV AT LOBEEICHITT FDA DEZ LR
BE R 85 R~Tlzhi-ALFR— M EBRIZIRHLE,

*MD, TZa2—3—VTREBBRTARFTLEOBFMREL TREREN FREITHENRELHFD
) http:/iwww.fda. govidownloads/Safety/SafetyofSpecificProducts/UCM184046. pdf

<FXDBH>
(FUDFNEXZFREORRA—UBE)

2007 FICHIILY: FDA E AR FOA I RORE(CET 2ERE S 53 5 LHN
2. ERGOEEBRERMNC. RRICHSLODOEFRTOT S LORETLS FDA (ZHH

A F . ST 1962 FIZHIEL T FD&C SOBRICHA AEEOERIZOLTESD
TS RELELERDLLOTEH S, FDRC EFIEROK+FRIL. EOEICEAEAT
EEEMOBEINGESH, FOHEE. SEHSLTENRBERCEILSROEESAN
BRENTES, 0. ATHEOA 2 NEMARIC ko TREARELTNG, LALY
Ao, CORNOER. ERIIESEHOERRICESN S LSZHY (FHT10 FLE) .
HCRBRECBLTE S FI EOEXERFEEMNICIRAL TV SRR TH S 2O LIS
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B AAEEREAD L5 ottt BiED~/ Y B EIRES O LS, FHEH
ERAOREUEEA RS BEEL TREITE L TE L,

*2007 EFREN AN B BICEZH SO BIORTHESLEREL7LALL—OEHERAS R, BE
iFhECHE -MASh L OL YR, FEMOBHREB LAV FO/FUoRBOEANBOLME,

MEREFAEETBRICIIRZERNLE2—ERALRILDO ANERE KU RO ARKEEE
DHBELTHEOTHSD, FDA REE 2007 (TL>T FDA IS EEN = iT-AER Iz kY,
B2 IR MRELRNT 2 0FORECH R TERLEZ TIVD, FDA REXTIEE
f=. B OHERE LUVEMERAVT.FDA AFFATRERTEHERC AT LEEETD
CEEEFELTWNS, ZOURT LI, 1A A AT AN AR LR R BR P I EFEESN1E
B}, TLTHERZRITRERELELTEHASNEROTATEHEL. U—LL
A 70— (EEOGLNRN) OFRETEELLLODEDTHD, FDA [ZT TICEFREH
HAFRALT, ATRA TN EER RN TES, KVELET, Hikshi-E
HERFELTNS, ‘

FSHFEY D DH B REMDHE (science of safety) ] — HEEROREEHTL
NI THERTS — & ERIBRRFABRICIEET SO TEEM >R ERE
ZRMITHCEWLS FDA DRENEIALDDH S, FDA I& FDAHEZD LT, REMS O
ERZELT, EERICEIVRIEEBRTIHLEFEU—ILEETLOOH 5,

ALR—NE 2008 £ 12 AETO FDA QEES TSI I EHEARVEAAEELE
LD THH, COER & FDA REZCHESN-EXSZREUEROERE®. IOM O FDA
WELAR—NThe Future of Drug Safety [ THEEI N -2FETLRFEH O 740—Fy
T-Folaw, EhICIERAERE I — T —T OV SLICHESh-EEESH, BE
Fhh TSI EX ELFRR LB HIEHEMALTOEODIESIEL. “Safety
First/Safe Use" (R&FE— R H) LEI G/ 7 T4 &4,

CDER [ Safety First DRITIZHIT TRIFHE LA R, D EPIRED, S—hsF—
ST ESTEERDKYRSLFERICAITT, Safe Use EHERTHB.

PRI MBSV, TTICRBINEERERITIHIRIRIEART UMD
LU 31255, AREOERICHESURIZBREL ., BEICHRTE T 5HICBREOR
ZEEUTF2/80—%EALE., ANT 050, BRLEESESHERL AT L
[Tk TEBVHEENTFONIOEBREEZD (BT FIIE) .

BH. NUNR—FREIX7 A%, FDA OEEHLVRE TR X (operation and

decision-making process) DB EAEZmDBT=HDRRAY - 74 —A(Transparency Task Force, &
BAtEA LICEH-FEMREEVD 5% EBL. FDA REDESITTNITEOFEHCRFEER IO TE
YEBEIhOT ot TAGBBITTNAINERET T HERK. FDARKYA—T o THIZHHHE
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BRI DEERRTHENLEBERLE

(http:/iwww.fda.goviNewsEvents/Newsroom/PressAnnouncements/ucm163899.htm) ,

o 2009 £ 9 F . REMS(JRYEE - YRV EHBER) FS TR T A XV AD ST

FDA B #kI<E-J%, 2009 £ 9 A 30 H. FDA [ Draft Guidance for Industry: Format and
Content of Proposed Risk Evaluation and Mitigation Strategies (REMS), REMS Assessments,
and Proposed REMS Modifications”: % #1TL 1= :

{ http:/Mww. fda.govidownloads/Drugs/GuidanceComplianceRegulatoryinformation/Guidances/UCM184128.pdf)

FIMHAF L REKRBLTTFRORIZDOVTHN TS,

(1) the content of a proposed REMS submission including REMS supporting documentation:
REMS AEE (IRH I ~ZHE LZORMFTERD
- FDA ARAEZ TS ERHAIA—Ivr B IURBLEER D
- ARSI REMS (ZED LS1THEM YT LR

(2) REMS assessment and modification of proposed REMS:
REMS &¥ifi#5 L UMRE REMS DHELE
- FMBEICEIT 5 FIEMERPS IR ESNT- REMS OB EE

(3) communicating with FDA about REMS.
REMS RZEIZET 5 FDA &Masa=/r—i3>
- REMS IZDU\T FDA O EDERFEITAL Z 7T RED
- BB Shi- REMS p¥8#2hd FDA O T HAHIDNT

® provides FDA's current thinking on the format and content that industry should use for submissions
of proposed REMS

describes REMS policies for certain regulatory situations

describes each potential element

provides an example of what an approved REMS might look like for a fictitious product.

includes preliminary information on the content of assessments and proposed modifications of
approved REMS

informs industry about who to contact within FDA about a REMS

indicates FDA Web sites where documents about approved REMS will be posted

REMS A4 4 Rl 2005 £ 3 BIZFDA KYF{TEN =, "Guidance for Industry: Development
and Use of Risk Minimization Plan () A2 &/MEITEIEI B OB % &5EB . RiskMAPs) (-5
BLTER-EZTHD, RiskMAPs I&, SRR IVEBNBELShI—HOEERITBINVT,
ZDRR T UMERE DD, LWNTYRIZER/MET EHEBIRELIBRMREHTIATSLT,
T4 ROTARMTOERTHD (L. KEDEEARKTIE RiskMAP [EFE),

D HRDURY - RED4vh DSV REFET S

@ AT UMEHELODIRIER/MET S A RERBLERT S

® LROHEDEMEEFRELIRY RET DN REBEFHET S
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@ VROIRIMEDBFZRERE LIRS -READT DN RESLIZHET S

Risk assessment and risk minimization form what FDA calls “risk management”. Specifically, risk
management is an iterative process of (1) assessing a product's benefit-risk balance, (2) developing
and implementing tools {o minimize its risks while preserving its benefits, (3) evaluating tool
effectiveness and reassessing the benefit-risk balance, and (4) making adjustments, as appropriate, fo
the risk minimization tools to further improve the benefit-risk balance. This four part process should be
continuous throughout a product’s lifecycle, with the results of risk assessment informing the sponsor’s
decisions regarding risk minimization.
 http:/iwww. pharmamanufacturing.com/Media/MediaManager/FDAGuidance RiskMinimization. pdf

S IEFDAWFE H2007(ZRIE, FICAR T IR IZE LA LEHRT IV ENHIEE
flI=x L TIERiIsSkMAPD X HYIZREMSO IR ARHBEN B,

o HMEFTICREMS 7OV SLNRRESN-EER (95 HA)

2009 £ 12 A 8 BETIZRH SN = REMS FO4 S AT, I TICRBSN-EERITOVTIEER
BELUHMNED pdf 771 /LEESIZ, FDA D97 EIZABESA TS (RIEASREZI5S 1T
HIFTLITIRIM) . '

BERT, EFTIVET(FIRR, Duetact) , ABIRVYRRAER Ry PR) 2704y

(70), f1v8—7z0Y B(Extavia) , 42 8—7zOY a2a(4 L FAVA), LIRTOFHLY
(Levaquin) . /)L 7BF4 2 (Noroxin) | RT A2 2—TxAZ a2b(RTAbA, Pegasys) R
BB (FSHYT) A TUHEL (STLEY) HEET 95 FEHARRSATNS

- { hitp: v fda.goviDrugs/DrugSafety/PostmarketDrug Safety InformationforPatientsandProvidersfuem111350.htm )

[

t=LZ1£. PR 4% (Takeda Global Research and Development center, Inc.) ® REMS QB4
ROGITWLIARZ A BERARAN (BEE)E E FROFEDOHORHESMLT—T
LETRO T R—UITBEE>TIVAA (TER) . romiplostim (8R4 Nplate, Amgen Inc.) TiZA
~EQZIFRMRDOLENTHY, REMSEFHHT 104 R—DIZHE K SNEHTE D EE>TIND,
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NDA 21-073 ACTOS (pioglitazone hydrochloride) tablets

Takeda Global Research and Develepment Center, Inc.
675 N. Field Road, Lake Forest, IL 60045

PROPQSED RISK EVALUATION AND MITIGATION STRATEGY (REMS)

. GOAL:
The goal of this REMS is to communicate the risks of ACTOS.

1l. REMS ELEMENTS:

A. Maedication Guide

A Medication Guide will be dispensed with each ACTOS prescription. The Medication Guide will be
included at the end of the prescribing information as a perforated attachment. Each packaging
configuration including bottles, sample cards and trays will contain a Medication Guide.

Because the Medication Guide is included as part of the packaging and provided by additional means
for ACTOS, Takeda has met the requirements of 21 CFR 208.24 for distribution and dispensing of
the Medication Guide.

B. Communication Plan

The REMS for ACTCS does not include a Communication Plan.

C. Elements To Assure Safe Use
This REMS for ACTOS does not include elements to assure safe use.
D. Implementation System

Because this REMS for ACTOS does not include elements to assure safe use, an implementation
system is not required.

E. Timetable for Submission of Assessments

The Timetable for Assessments is as follows:
1st FDAAA assessment. March 2011 (18 months from approval of REMS)

2nd FDAAA assessment; September 2012 (3 years from approval of REMS)
3rd FDAAA assessment: September 2016 (7 years from approval of REMS)

Takeda will submit the assessments within 60 days of the close of the intervals as noted above.
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Report to Congress

Changing the Future of Drug Safety: FDA Initiatives to
Strengthen and
Transform the Drug
Safety System

Margaret A. Hamburg,
M.D.
Commissioner, FDA
July 2009

Foreword

In 2007, Congress passed landmark drug safety legislation as part of the Food and Drug
Administration Amendments Act of 2007 (FDAAA). - The drug safety provisions of FDAAA give
the Food and Drug Administration (FDA) important new drug safety authorities and aiso
mandate that the agency establish novel programs to prevent and detect adverse drug
reactions to enhance drug safety. H

These provisions recognize the enormous changes in medication use that have occurred since
Congress enacted the requirements for drug efficacy in 19E~32.1 For several decades
thereafter, the major focus of drug development was demonstration of efficacy—resulting in the
availability of a large number of effective drugs to treat acute and chronic ilinesses. Today,
millions of people depend on medications to sustain their health. However, the consequences
- of this success are that many Americans are exposed to multiple prescription drugs each year
(on average, more than ten), and many individuals, particularly the elderly, take more than five
separate medications on a chronic basis. Because of such widespread use, an unanticipated
drug safety problem can rapidly evolve into a public health threat, as illustrated by the recent
problems with the blood thinner heparin.

The broad and growing exposure of the U.S. population to medications requires an

aggressive approach to prevention and detection of safety problems, as well as the capacity

for rapid response. FDA expects that postmarket surveillance will ultimately require a level of
. staffing and organizational structure similar to that used for premarket review. FDA
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anticipates that the new authorities enacted in FDAAA will enable the agency to promptly
deal with safety problems once detected.

The FDAAA legislation also calls on FDA to apply new scientific and technological advances {o
build a new postmarket drug safety system. This new system will enable a seamless flow and
integration '

of information gathered during biomedical research, clinical testing, and, once a drug is
approved, throughout postmarket surveillance. In addition, FDA is already using electronic
health information to develop faster, more robust methods of surveillance that can detect
previously unrecognized adverse events. The emerging “science of safety”—understanding the
cause of adverse events at the molecular level—is expanding FDA's ability to prevent drug
safety problems that cannot be identified during clinical testing. Finally, FDA, under FDAAA, is .
implementing new tools to manage risks associated with drug products through the use of Risk
Evaluation and Mitigation Strategies (REMS).

This report describes FDA’s progress through December 2008 in the broad area of drug
safety. The Center for Drug Evaluation and Research (CDER) has created a new initiative,
Safety First/Safe Use , as a framework for integrating many of the new drug safety
activities under way, including implementation of the drug safety provisions of FDAAA,
follow-up actions resulting from recommendations in the Institute of Medicine's (IOM) report
The Future of Drug Safety , and commitments under the Prescription Drug User Fee
program. CDER has begun implementing Safety First , which addresses many of these
mandates and recommendations. Concurrently, CDER is planning Safe Use, which will
involve capitalizing on the capabilities and expertise of others through partnerships to help
bring about the safer use of medicines. '

New medicines will continue to be developed, and older drugs will continue to exhibit new risks
and benefits. Patients and consumers deserve a vigilant, responsive drug safety system that
applies the best possible science and technologies to rapidly identify and understand the risks of
medication use.
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W (ILHIC

INRIZH T DEERRB ORISR -8, EU TIR/MRIZETHEEED 50% L EAELIZEE
{Eeh ERRTELEOBENHY". off-label LTI AEMIZRERD K546 T/MNEICHERALK
[FHlEAEniE S ED 1999 FELYREFRMBELTERIN L LI HoT. INREV-STEFAE
BRAOALBEBICWL-IREET, HEFHM. £HPHM, HRFHICHLGYRLGLIEDTHY. RLT
KADBENR TR NBICH T PERIREEE B REZRELENORET H1-ODEFEMR,
RMEVIBHHRERITLH-HITHRBOFAEEMEEEFZGENECTESICRYEN. £ B
FRABENEIRTSOITHECEICI T2 A5 LY BRULIBEDOEAGE Oxt
FAYES . TE 1= (*Directive 2001/20/EC, http://www.wetn.org,uk/downloads/EU_Directive/Directive.pdf,
http://www.ema.europa.euw/pdfs/human/paediatrics/12632704en) ,

2006 4 12 AI<RTShMNRAERS (BIUHHABIEEE D 55E) (TR S5 2R H
Regulation (EC) No 1901/2006 Ti&, D/NRIZ# 15 off-label use DT —RURELBITO FEHE,
@Atz T47 - HREEE1R - 220 . EMEA [ Paediatric Committee (PDCO /NEREERES
2)DHILFEFEFORT. QBRRRABTDOERLLIBROEFEL. OZEFEO=HDH AR
SALDHIE HEBWEE., BERBROREE) ZICOLTED. BHEBRREOLEIZEOE R
RERERET S EDEEEIRARSN TUVS (hitp:www.nebi.nim. nih. govipme/articles/PMC2633263/
http:/fec.europa. eufenterprisefpharmaceuticals/eudralex/vol-1/req_2006 1901/reg 2006 1801 en.pdf).

B EUBEKRBES: BHUELVDBREDT-OD off-label use THIERRRAAER |

EU CIXB RS THEM%E ST EU Clinical Trial Directive (EU CTD) A% 2001 ££ 5 Biz#l
FENA, ChIIMBEEEICBVTER T REFEEEOHELO T, MBKEIL2004F5F 1
BETIC, IEDITERT 310 ICHELERIZIRIR- AL T, EU RESITHMET LSBT
HRARITHN TV, 20 EU {54 TIE, BEREZED off-label use 4 BEERHER | LB SiHbh
THEY, — ADEEHTEY DB E QR off-label DEEET 2B E, [EERR I EATEN,
2R —ELTORENDETHD GEHREBADEEHSRITTIHEDA EAEE TR
1), Ebiz, EUBROBKRERT 4R —RAEHEL TR ENEH LS B L& (EudraCT,
hitps:/feudract.emea.europa.eu/) . B (B RME) B LUVEBRRREBEPICEL-FHEHERGE)
ERDEEEU #5@0)7“"—9/\‘1—1"EudraVigilénce”tL'C-Eﬁﬁﬂl‘@%%ﬁﬁ-%‘Eé‘h%:tl:f&

ot (htt_g:.'leudravigilance.emea.europa.eulhumale&A.asg, http:/fwww. nihs.go. jp/dig/sireport/weekly5/11070531 .pdf) 0

W Off-label use OfEHHIE
*E D IND(Investigational New Drug) B3, EU TIZ EU BS IZ&UY, off-label THEAT5EBS
%, BREREAER D — IR L T IMP(Investigational Medicinal Product) & H AVEIEESh TS, IR
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60 HERIIERERH TS, ZHBRHABROBSINEE 1 BIZOE, 1 00ORBERSHNIEH
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KER. 1 LEMTEREBEREYD off-label use NDIBE (L. SlECEXCIIHCGEBRIBYUENLR
B a—LoOTHFA2 IND/IMP OEH, HEBOEE. T—20OREBLURBRET. I-T
DEFZHTH(EBRT—IOHRELARE)

(http:/www . ssd.com/files/Publication/93acfe25-bebd-4de3-9fef-d5f81041b6ce/Presentation/PublicationAttachment/64b5a31 4-4faf
-4ad6-a28f-d6f5a610a0e0/SSD _CENTRAL-%2368696-v2-DRAFT - White Paper - Conducting_Clinical_Trials in_the US and
Abroad M _Bennett .pdf}, '

EUCTD

EU BEERRERIES X R BMICES T, Ho0 IEERRISERShD.

® EURRSARICELIERICIE 1981 FOFVFTA R EETRHICHERTHEEN
- OEXSFAHORLEELIVEERORAFBEMOSA N H-1-,

[ ZTO#&. A—AYABETEZRSMODREICEY 1991 F(Z ICH AREF—, 1993 F
[ZEU R #2 T THEE, EMEA(European Agency for the Evaluation of
Medicinal Products: Bt EZERT) NBIFRSh-. ThEEIZ EC EEDRAKRT
B /EIh TLV= EC EERE B = CPMP (Commitiee for Proprietary
Medicinal Products) I£, EMEA O AR &Y. EU ISBIHAMBERE 1HLL
[T REB IO AT LHNFETLLT=(EMEA OFERIEALEFL) (CPMP (& CHMP
[ZEFHEER). '

®  EUBEKEERIES(E 1996 £0) ICH-GCP &8k, 1997 EI-MMERI- - TRE
ahi-, EUDNTHELTREVATLIZI.EUERS. EU S, EUEES,

High: TEUBRERABRIES LA TYREERRERRA) by BETIRT, ERERSHE 31(2), 2004
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W PDCO (PREEERFER)DASEICEITARFER

EMEA [ZHizICRISh - O/NRAEXERZR/R (PDCO) F, NERAEER O, FE
2 NRER, PRESRETIEENE. 77—<aETSU R LU, ChdIEHET SE.
AREFEEE, EPIN-HEMNICRE-FETS5EERT. 2007 E£7 AOALSITBULTTRER
[CDWTHEHDEEZRET L.

@ /INREFEREHE (Paediatric Investigation Plan: PIP) DR RIEEEE S K UFEIE _

® EU/MNREFRA VT —4(EU-wide paediatric-research network) (B84 5 EMEA O EHEHE

® NMRICERAHAIEERICITIURIVEDFISIE, £, RELELVRILIZOLTPDCO A
RRMEB~EIET5(2008 4 1 A 26 RETITURILOER)

® ®H{iTo EUBARTO/NREEROFERKRICET 532 (2009 £ 1 A 26 B TICHKE)

® ,##%‘Ftﬂhl???@&@ﬁﬁ%l:%ﬁ‘é%’ 7 RIFRFHIHICE SR

INE FAER ST 2EMIERIE EMEA O "Medicines for Children| 2188 S T3,
(H#: ERRTEHER Vol.5 (21), 2007 #£10 K818 8)

CHhLDRABHERICESE PDCO ILABEEO—-—XE5HL. £z, EFOXSTHE (IR 1F
PK. HE. . 2. KRS NBEN. BRIBREDFTIAMETHILEERY,
Fi= EMEA [ZCO#R# 2010 5 1 A 26 BETICTAR T H L&A1
(htip://serviziweb.unimol.it/unimol/allegati/paqine/5762/ceci.pdf.

www.ema.europa.euw/pdfs/human/pdco/1015610en.pdf) .

W /MRAEELICET S EU TOEE

1997 &£ . MM EELINRAEESITOVTHBETIEMRSEE EMEA (2B, COEMR
LB TORRO— D& NETORKRBREREBET VAT LAOEAKLICKY, BRERIE
TRLEEAHDEORBIHINE,

1998 £, UM EB (T ICH BT, PREFRELERREBDERIC DL TEFENLZEERLS
HELORBEZR., ChICHST. ICH HAFSAUDBHIESW . 2O ICH H(FSA4V OB
NF BEESRINRRERROREZERICRER. REL. F MRARERORARIIEITS
EEEELBLUNMNRERAISHL, REM DA CHRIEBULERRBRETIHEOBEERI LI
Hot-. TDHE.EUICBFEHARZAUNREFICH T IERSZOBKERICET AT R
(ICH FEwT E11) &£42Y, 2002 £ 7 AIZHH.

2001 £ 4 B | EEROBRKHBREHEELE (GCP) IZBIT % EU 4 (2001/20/EC) MR IREh.

2004 £ 5 AIZHETT. —cDIBRTIIPRENRELIBERABOREICEATIBEZEEL. Ik
FRBRI-HTHPROREBICHTLIEEERE,
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2002 £ 2 A BRMBAREVNEICEY RVEESERHT B-HOITHIEEE (Better
medicines for children — proposed regulatory actions in paediatric medicinal products) 1% %3

L.t REEE,

2004 £ 9 A, SOIAVMEF LD REELLLCHMBELITNRAELSICHTISNNOH
BIEERMESICIRE, SARE RSN B EICE L TN E B 2 MEEETEERK.

2006 . COBEEFEEZLEIC, B EASBUMNEERREL-EBRRRRIZE (T REHIERIC
DT (Ethical consideration for clinical trials performed in children — Recommendations of the
Ad Hoc Group for the development of implementing guidelines for Directive 2001/20/EC
relating to good clinical practice in the conduct of clinical trials on medicinal products for human
use) ERETHRTZMEREL . MEMBIEICOVLTES. Chid 6 BICERMES TRESH., 2007
F£1 A&, _ .

(H#: EFESLRLHEER Vol. 5(21), 2007 £10 B 18 B)

5%, 2005 F£ KLY 2010 FETH R &L T, TEDDY (the Task-force in Europe for Drug
Development for the Young) EFfah 3 11 HE. 19 AAFRAS AL RETHELNROEES
BFEDOT=HDIEE L (the Sixth EU Framework Programme) AT T 5,
hitp://iwww.leddyoung.org/index.php# ‘

KEICHTHEESHMERIZET HEYIR

B MHRA & Drug Safety Update 2009 & 4 §-5 () Hot Topics

HEEEMIT (Medicines and Healthcare products Regulatory Agency: MHRA) AA&ITL TN
BT “Drug Safety Update” @ 2009 £ 4 H-5® Hot Topics (&, “Off-label or unlicensed use of
medicine: prescribers’ responsibilities”&REY S RHEEHEL THY ZEIZH LT off-fabel use
[ZBAT 5. ThEBHINRAEE RO off-label use NEELRABBALLTIRZLATNAD
& B (http: /iwww. mhra.gov. uk/Publications/Safetyguidance/DrugSafetyUpdate/CON043809)

OB T, LT off-label use PREBELZLALBEE, TOEEEINAE

(prescriber) 235 L3REAL (EU 385 THEHE). off-label use OHAMEIERLODLEMDOEE

FHEBIE TS, T /PMREBIZETS off-label use ITDWNTIMHRA [£EBSED .| HIE4Y

ITHARSh TRBIN-EERAEERORBERRECT A BHIELTWSIEL. RED 1A

B¢, /MNREEESICEYT #1484 (Fii) Pediatric Regulation (EC) No 1901/2006 {30\

Thai, FOEEIKRIZDOVLTHERE L TL S (Paediatrics is a specialism where medicines might
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be used unlicensed or used off-label due to difficulties in the development of age-appropriate
formulations. The MHRA is working hard to improve the availability of high-quality, ethically
researched, and properly authorized medicines for children. Drug Safety Update 2000 & 1 A=

+£&M8) |, (2009 £ 1 S Hot topic: Second birthday for European regulation of children's medicines.
http:llwww.mhra.qov.uklPubIications/SafetvquidancélDruanfetvUpdatelCON035989)

B REFIZHTD Yellow Card BIERARE S AT L (F2F12)

MHRA @ Yellow Card Scheme [& 1964 &, Y JFIAFEEDOOLIC. RAOBEEEORHAHR
FEMELTRIESh -, ELARMOBEANREShIEEIE. MHRA ZEORSE -85 5
FEHMCHEN. ERRESEE. BRUETOERRZRALTOSBEICEETANT D,

B 2008 4F 2 A &Y., BELSRHERAZER MHRA ICHE

ELAT LIZSEEXEENIEARSO-OIERT L0 LLTHREShI-A, EEERA
BEONEELRETEDLS | EEROEHERAEDL B ERE MHRA 24254 THIERE
TEDVATLELT, £ 2005 £ LY EERBTHIBIRN,BE>T-(Reporting suspected
adverse drug reactions) , COFEEORFBDE. 2008 £ 2 A MHRA (FERAD DT H A b &H
L. ABMICR AT LOERERBTACLERRL-(BEO-OOFIE-FiELES) . BE
[F74 25423 LLI& Yellow Card EX THRETES,

TRERBICBRTARRAI—DOXE:

‘A side effect of your medicine? You can report it using Yellow Card”

Pick up a leaflet for more information.
This pharmacy supports the Yellow Card Scheme.

B MHRA. EREREFICLS Yellow Card Scheme DERE R

2008 12 MHRA (&, T ZEROZFEHIENIZ L5 6 BHE @ Yellow Card Scheme BEHFHEFv A—2
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EETIXEE. 12 FEORFERBEM Yellow Card Scheme 2B TIThhTHEY., #FD35H0
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MHRA 13—z D A A Yellow Card Scheme (22U ThhoiEW AL G IE, i dEBIERERI
BLE&h8aZEEHRELTIVS, Yellow Card Scheme (-, A5/ L CEMBEICRETES
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(SE2TINIFIVDHANMET TR EAELHETN TS
(hitp:/iwww.mhra.gov.uk/NewsCentre/Pressreleases/CON013937) ,

W REZRICELHEELNLRIERLHEERER
=512, Drug Safety Update 2008 £ 1 B SiciE.
“You can report side-effects from unlicensed medicines on a Yellow Card”’
http:/fwww.mhra.gov. uk/Publications/Safetyguidance/DrugSafetyUpdate/CON035939

LETLRFEBHL . RRBRICEILEFEOLONSEHEALRET 5L, 512, REBEDER
FEETEEZLELTWSES, BREIZER WV EZEZFURETI5HE, MERKTIIEET S
ELTIND, . BRPIEHGEEERORHNNOMSEES, LLENESF-->TWSEBRIL. =
LAEERTLEEE MHRA OEE(CHS-8 ., BETAIIFHLTINS, b, EREDBEITX
EBMBHLNGENEDOD, BRMEXEE/ W r—JICRHLTOWETNIE, COFBIEFIEINT
L5, WTFhict & EKEB-RRBICHEFRE ERELEOHT Yellow Card THRETHL5#RL T
A (ZOERFICIL off-label use IZH T B EEALBEE LEDOBERITGEULA, TREEE
(unlicensed) IORICEH T, HEWIEELFEDRER. LLJIIFHEREELWHEDOERE
FARIEBMLTWSERRTELS),

B Yellow Card Scheme ¥+v>_R—UEFAHERE

MHRA £ Drug Safety Update 2009 £ 11 B=[Z. "Help make medicines safer for everyone”&
REL. BEROBHEETL-OICEFORIERAREIBEHLEMTHLLLT, Yellow Card
Scheme MELEHERFIFZMNET-HICETAEREL TS (Yellow Card Scheme campaign
video) , &=, U—IL v PRRI—ZRMHEI )=y Y (GP) PTHPERIZBEVNTHHNDT. COVR
TLERAVWTEMERZEALARETHI5B8EFNTTLVS., MHRA O Vigilance and Risk
Management M7 94—, June Raine K&, ##&58Y9(Z Yellow Card Scheme O ZHAEE = &H
BIENBREETHD Lk~ TS (http:/ww.mhra gov.ukMNewsCentre/CON0B2868) ,

“It is vitally important that we continue to raise awareness of the Yellow Card Scheme
amongt the public and encourage reporting of side effects. We hope this new,
targeted campaign will increase patient and public engagement, and we look forward
to seeing the resuits translated into more effective medicines safety systems.”

by June Raine, Director of Vigilance and Risk Management of Medicines
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Industry standards _ HFURE

IOM (Institute of medicine)of the National Academies BEiBRFHTI—OEFHERHFCRE)
JCAHO (Joint Commission on Accreditation of Healthcare | EMSMATERZERS

Organizations) -

MedCAC (Medicare Evidence Development & Coverage
Advisory Committee}

AFAT P THhR—THNEIDDBIET AL

LZFEAA A HBEBERE

Medicare national coverage process

AT T TES AT ENESHOFEETOHR

Medicare Prescription Drug Improvement and Modernization
Act of 2003 :

AT 7EREE

(AT P REEFHES JUHE{E£2003)

MHRA {Medicines and Healthcare products Regulatory EEERERT

Agency)

NABP (National Association of Boards of Pharmacy) HEBEREASES G
NAPLEX (North Ametican Pharmacist Licensure Atk HEHHE R e
Examination)

National Formulary (KE) ZEEX LK

CBEOEEHERCHERERESEILR)

National Voluntary Reporting Program

(ERBRFO)ZERRMBELATL

NCCHN (National Comprehensive Cancer Network) Drugs
and Biologics Compendium

NCCNEF R EMRFERRNSTEE

NCD (National coverage determinations) EAMEETEMESHDRE
NCI (National Cancer Institute) KEELAATRER

NIH (Nationai Institute of Health) E i EB AT CRE)

NML (National Medical Library) EZEPRERECGRE)
Office of Medical Policy EPH s

Official public standards NIERE

OND (Office-of New Drugs) FEETE

OSE (Office of Surveillance and Epidemiology) ERQER-EFAI(A
OTC (Over The Counter) drugs —EREES (KR
PCAB (Pharmacy Compounding Accreditation Board) ERUKETERS

PD (Pharmacodynamics) EhE(EHOmSLHFEHmE

PDCO (Paediatric Committee)

(EMEAD D) /NEEFEMEZESE
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PDUFA (Prescription Drug User Fee Act)

WAERL—Y—T1—i%

PhRMA. (Pharmaceutical Research and Manufacturers of | ES G

America)

PK (Pharmacokinetics) RO HRNENE

PMS (Post-marketing surveillance) TR &

POC (proof of concept) POCEHER (Bl SRR
Post-marketing safety surveillance program TR REMBE/ NI L
PPO (Preferred Provider Organization) BAEEGHEE
Preemption clauses BhHER

REMS (risk evaluation and mitigation strategies) R ER{E - 1) R EEFNEERE
Site Accreditation TEERDEEE

Social Security Act HeEREE

Standardized national guidelines SEREST AT
Stafe Board of Pharmacy HEEERE G

State Tort Law

I DAEIT B3k (R

Transparency Task Force

BRERLIZRITERY 7+ —R (EFHEYR)

TrOOP (true out-of-pocket expenses) ZRERAL TS ECEBEE
USP (U.S. Pharmacopeia) RKEERH

USP Convention, Inc. %@%Eﬁbﬂ%

USP-DI (United States Pharmacopoeia K EFERFIE ER SR

Drug Information)

Voluntary reporting system for adverse events

FR(ERM)EHERAREIRTLA

Warning letter

EELAI—

(3f) W [FAUNICHITIERMOGSHELIEEE] by MEREA BFREFHFEEF—
http:/fiwww jpec.or.jp/contents/c15/betuzu. pdf
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