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Fig. 1 Relationship among the ICH-E2E, FDA, and CIOMS documents
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1.2 BHEBE

HA XY ZRPYTOHEA» MK EhS (A,
B, CREELIZLBELE).

Al TREMBEIR

(“safety Specification”)

B.[EX&ARLMEREH]

(*Pharmacovigilance Plan”)
C .} EERAREMEROFE
{pharmacovigilance methods)

A, BRAZHFORIZHHT2EDTHHH,
HEREBMTOXELERLTE XwL, 2%
VT oZ AN FFE AV P (CTD) OHIZA
HWAATE LW, A BOXHIFLT LD h
BEMTHY  KHAF I 4 VIERTEIR
hs,

DEBELZBFEINEY X7 (important identi-

fied risks)

QEBEEBEMY X7 (important potential

risks)

QEELEFBEH (important missing

information) GABRR S L X hlhh o721 2
s DHHEMAPRAEEE2BETS.)

[ MRS FE NG h 5 R E B L Table 3

DEHIBEDTHD. TONEIIHEKRDICH # 4

Fo4 v TROSNTEZEDEKRERLL,QT
HEERLBIEEMAEEDHFE LW Yy 23K DAE
NTOBEELVWAZE LAV, OV
MZE LT, JEERR O ZEN T — & 4 HAIE
PG BIE & RH AN ABERIC W TE S L
BB I 7-m, BE2EF A F 94 Y DOEH
ThbHENL A,
[EERREMEREE ] IZ o>V T, %0
LE SR OB CHRIME S HEL, 0231z
WS EhIBEFOBAE, FHEOPIZIASD
MIREICBE S % BRI T8RN E 28y E b X
hb.
HalaBaos0iliid, BT kS sEn
EZRY Y OTHREBALH S,

- BIfEH 2 8 h 5153 (suspected adverse

reactions) DINEFH %

- RARMEARE, THARLSMELR (PUSR) O

HBANOHE

MR TEZ AU T

Fio, BERREMERFTHOERBETES
NBEEERFT 4y b, VAZIZDOWTOHR
AR LREHEEHETL, LTIk > THIR I
XL LT3,

CBIBDS AT 7N EEBL THOERR LS

Table 3 Contents to be included in “Safety Specification”

- FERRER

- EMEEEN - 2o

‘B &

DWTRENT S,

BEUZ S HEFSE SR T S,

- B (RERS, S RE, H, T, B, BARNESE)
C—BREE (QTEREFU0MEANDOEE, MRt E)

T AR ADRF B S BOo AR LT - AN - ZUTEMRA RS B 2%, HFE AR

- RRW OB TRE S hkh o 2B NE, BRE, I, FILE, A0E, KROEEE I NRE
BB shE, BESEICE3Y 7Ly VEF, RENER

- FHEESR /BI1EH Adverse-Drug Reactios ! ADRs | B &hiz, b5V IR O H 5, HEAY X4
IZOWTHH LERR R SRR O heoEIRE %O A %4 HIE T 5.

- AR R E e AROMEER, ZoRRERIZOVLTRETS.

R RER, ARE, MUK, AHE, £ M AMRESICLEEHEL, FEHREIH

CHARALBOMEM  EHHT L OREMDORE.
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* ICHHIBIC S W TEA TR EER L BN
BLETH
Lk, ANFIEESREMERBH O T T
AHBTBEOTREN, L3 h Tk, BES
REMEROEZIWHO kD [HERIG
(adverse effects) Z OO K| ZBE T BB %
BREL, S, BEEL, by a2 L BT
DR LIRS AL, BRSO ELHT
ICARTERKE LT D,
T3, RESREMEHO FkGES, £D
EORRBH - FRICEDALRBLNE D, LS
BlrEr o3 L ThH 5 (Tabled).
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2. FDAD3ID2DHAH X

21 3DODAHAE L ADMEDT

FDAD 5%, 200543 A 25H {2, “Premarketing
risk assessment” ([THERATY 2 7 FEAf ),
“Development and use of risk minimization action
plans” ([V A 7 B/NMUiTEIE B O L EHA))
“Good Pharmacovigilance Practice and
Pharmacoepidemiologic Assessment” ([ [Z¥ 7%
SV BE AR L HE & BEAE R I ]) D3 DD H A &
VANRREFTE N, WAUHIZ, ¥ ¥ b FAIRBIC
DNWTDHA XA, SHAO3IH22HE7 7 —
2aAr I ADT - 2RI DONWTOH A &£
AEFEITENTND,

3ODLBEDNTHIZELITD &5 B HRME

Table 4 Methodology of pharmacovigilance as described in ICH-E2E

% BEWRE Bigfts - WMEEL, % YBELOMOBERETBRTHY, Y L
B) BHROEBELERE. RER, N THRIZE OIS FELFLT -4
fY A=V POFENMERERDDH S, B F — 2 DGz >VTO
BERPVETHS.
ERER TEFVAARERMUS 5H, FHRERNTH S,
B RS DRI AEXOHRESFEED LS ZFTEE h-HE. BRBEBAOBHRIEMC
WERZD, BREGOMEE A IR b NE,
B | MAESSE (sentinel sites) | A BIRULIALTHERL AL v 7AD4 V4 ¥ 5 — L P2 L 0IEHRN
18 ‘ #H, RBPICB oA VER - R, MARBOBAOBHRINEIZEY
]
DEM ‘ HEIA RV P2 VT RREBRE RO BRI D X B E
BEIZT Y r— b, BERMEOT ERBEAD, SROBEAEGN
2BEEH 5.
8 ERELENACEDEH. r—2ay - LoOERBEHREES,
b HERR SRR -y —Rav PO — LR - a2k — P HIE
ENtEH AL PK/PD, #IEMEROHE HEEH, ABRIHgE Shah -5
Mu i8Nt e -HE.
Eauior st RO ERBBIZDOW T OB,

- Drug Utilisation Study (DUS) : B3, 5, AREHL & £+ 28F
FHIE GREIR A 7 1 708 % & &&0) 12HE5 458 CTHE. RN T
v b A AEFHMEL ALV E SRR,
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WER T3, 20026 H12 Bizmar L2zl
BEME (Prescription Drug User Fee Act:
PDUFA II) 125\ C FDADER TN X I,
EEN, FO—DL LTV ARV AY MID
WTDHA XY ZEERTHI L o7z, OV
BT RS- DBRETEHEL DINT Y v o -
AV N EZITFG, 2003FE4 Alcidv -2
gy TR, 2000E5AI2F T 7 P EAR,
FE6AHE T Y b&EZITRT, 200543 A&
BIRIZE 72, WIh R ER>28 0T
Fh0,
£ 300XFICHEBTSEEL AL LT, FDA
TR TY 2230 & [V 22 BIME] #AbE
TIVZRI=22P AV M EHTE, L LTED,
PUT4EoEFANTa A ThBLE LTS,
(MBBEOURY < RExT14y FONT L X%
g 3
NZ T4y FEHEBELDDURYERIMET
3L EEMAREUERT S
BIERROFEOFEMEEFMLY XY - XX
T4y NDINS L REBEMET 3
W RIBRMEDFTEEHABLY R - XX
T4y MDNT L REESIIHETS

22 [WERAT! [V R MAP] #4442 R

[TRRTH A F v AL eI B4 A5V 2L,
JEERIR > S RGO T S B NMHICES &
TORERETO Y A/ FHEOEE AR RT3
M, RICEIEAEHERORPICESE2H T, K
ABANCB LN BWMOBH®E ZORRIZONTE
NRTHED, ICHEED S5 [REMBRHEE] ©
HaaeEDELL LRI BNBELE TS,
MO LD, LWHOBER (=5 ) IZ20nWToH
WEEE B LML T RE Z e R BB L, TR
BOREE &R D5H ] (“Failure Mode and Ef-
fect Analysis”) 2RO TNWBHTH 5.

[WALIMAPHA XV 2] eFandHi4 &4y
Zi&, VAIR/MED DD BRI EFRDH D
HizonwThxTesh, [V 2AsEMT 5 V]
[V 22 MAP] (3 ICH-E2E © [E#RFREMER

HE] LEBETHLLELTS, Y AIMAPD R
BHLEEBER, Yy Are8/MeT 3L h
IZBEHET AL ZAFrTOT7 Y M A kELEXES
Zk,E&h, UTok) aFEAfE LTS
LhTnb,
c RIERMEE BEANOHT LI 25—
Yar
A= AT L, UXTRPDED
DIFTRRED Tk
T RAHR (5 -RAFTEIA - BEE
EO#IRE &) ’

/2, URIMAPR LU T Y AIZE IV %
MOEELAHLETEILLIBYXATLELTY
R7E-HOBBNAFERRRALESBHE T
5,

23 [EEHREUER H15X

[RENREEER A4 ] EHEhs A
4580203, MEISTHBIHTH60, BE¥ERE
2MER (PV) &3EAVEY (PE) Dol Fkeid
R7E=EDTH5. EHIREOHEED, ThEN
EUMIT L, BIEMESEEI I LItk -TY
TIELERE -BFRLIBEDET B0k
i, EHOIThEN BRI LICE->TH
HEREEM) 227 2R%E L, FDAICHE T 3B
BONEERABXHL NS, 51T hER
AT, REWERGHA TR LUERL T BRI
IZDWTiE, YV 22 MAP # 4 ¥~ 2% ICH-E2E
CEROhBILIZhB.

B E FERAEREh T3 N~V & db
12, ZONA% Table5i2g & 07,

3. CIOMS Ii#h&ESE

3.1 CIOMS VI$R&ENMED W

CIOMS #* 5 2005 - F4T S h iz MEFIT, BIK
R ORZEUEHOBBENVCEEER 7LD
THY, ZOERIZOOCTOHBHBERIETH S
E0As, HIHLADTI02HIIKRER,
CIOMS T3 1986 F & D REFLAMEIZ DN T
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Table 5 Contents of the guidance “Good Pharmacovigilance Practice and Pharmacoepidemiologic
Assessment”

I. BUBIC I #E W URIIRIAVEHCHIFIDPV & PEDKRE

V. REMVIFIWORIRBEEMR  FEFFRED SEGISERE RSO HAEYD, ME - BRI KO VI TRERIEL I 37280
¥k
A BUOVEBRISEOEE B BWERREORHN
CRICEBSANY MIDOTRRYIOI Y 2 7 POBRBECREUSOHN, ELIZOHREEM, ARV —Ra v g7 b EREN
EEFREE LR T NE
CTHOBWERSBEICEETNINEIEE DM, SANE, BERYE, BHRKL, BfE TR, FROBREMEEOLHE, Pl
& MHE R R, oMW e UCHERRS
%% (medication) DBBICOVTHETNEIEE | RO, SR TOFE, FERRE, BMLEX 2 v 7 72 OMBE
EEEES
C. EFEROBE
CWEOBEBAEBFBNE, WTFRIC L CHHERERRE S 6 ORBEAHRERETH D, FICRBEN LA~V b (%, hi
KRR E) IZDNTERELY
CARBFRTIMCBET BRI HABHEPEIDIBLEA0hBEHE (W17 LA ~TEB, BEES LS £1E),
NERE R OTE, FILBHE»EIRS B, PK/PDREL O -3, RZBEOEZ & O -8, JEERRIRA - KB - PER
BEoes, oFHAEROE R
HARBROPE £2EESH D (probable), Bi#H 24 & Uitk (possible), Bl# AW S Ly (unlikely)
CEFRRAEE AL L E IR TOFSRT A2 CERT LTS D
D. EREBORRAYSITOBEH (BIROFRA > ) DERRER, FH - MASEFER, BENE, BRE oy, HHE, O
RIS, A-0FRE, B4R, REFS, REKorRMZE
E. HREINDPOBABGDEERETILODT 43 (T DER
+AERS, VAERS A FFDADIIADF — # XN—RZF — 424 2V SO FHEBATLEI E TRR L A XY P ORROBEBMEE
ML B2l AXY P OEECEAOTBFIC L 322 LBl Eh, FlELTROLI GHERAETOLS.
+ MGPS (Multi-ltem Gamma Poisson Shrinker) 7ZJLdU XL
+ PRR (Propotional Reporting Ratio) i '
*Neural Network 77 0O—3F
VIR OFHREEEERGT/54 7 AOTHEM Z PR TE LW
F. BMAREVEETIREMS T I I EELRMOADE, LEFEROHEGEERM, M AEFEHSR, TEEER, Kofk
PRt EE, WEOLRFH - 700 - /8y F —VFIC K SR, MAAFEOREEN, (A EOFRIOHO AR+, Sk E-EFDA
IZ KD EE I N7 OO R HIEH
G. YUFNOKE  HEELREEOHE
PEMIRTEAREBBZORM,»S A XY FOFE AL »IITEZHN, ARBE TR EASREE
CREEEFEET IR LEBLREESBELLTCHAILS 3

V. EIERERBAT | YIFIERRT DHBTRMRA - LARZOBROF &

A BEHR (ICHEEIZEH5 &5 M kOMAFHARBRY) L BICMA &, B ADE I DWW CEERE A FHESM— O 5§
HRHETH B

B. B8 IEALTACEELEE BB, AREEF - 4~ ATHAETEAVWTRERL SROBEE» SIUEL S 3

C. BIE (BHEHZVEEBREEE» GINETNE/R) (RE2Mv 7, 3 NICEHE N /- ADERBRADERE, 7 NLHER
ENMEHHERCHARROMETE, YR MAPHHREDI Y 7' 470X, BF - BREPLIHEOHPMIZ &L 2RETORE

VI. UFIWOBIR: DI IhSEENESEV I~
REM T T T ERBUBENLEN Y AMBRINLEELL ARV Y13, BoMTNTORREHKA L TFDAILIE
H N E
-FDARWBOBICEONERB  ARME L 20 3R E N IERRE, ¥R, VA2 4o XA 8, IR - PK/PD
W, HOERERRARRIC B R AWM, R - FERER (75 228k 2) OhRERR
-FDARHOBICER TN ERE I EEMORS, —EOREEE, SRECHRBET RO B, MEKEOZEF 2
SN S R REBICOWTOEREN, BERIZHTZ ) 27 & 8HITE SR BRI E S ERRIZ KD
Eo MR ED LN SMEEN, MOBRBREOFITEE+ERL 2 L CUEBREMHATIILONIT 15 tORE

VI: BREORZESRSUEREEAT | EERRSUEHHEOEE
PRI, TUAZ MAP #4 # v 2] R ICH-EZEAN:Zh6h3
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DT—=FyrrnT (WG &, SEHHIYLEL
FUOBBERENCOBMER/RTHRL, 1, 1A,
I,IM, N, VOWGIZ,k2HEHEELIhE TIC
FFLTChy, VEREBIIODWTTHETH S
(Table 6) ., WG DS TIR % DR 2MFE RO
& 90 Wl BRREVATAICELFES
gDEEINTELD, WGk 13 BRI RN
SOBRBREYATLAAWGIH /V TIIifEEH
ORBEBMEEICET LY AT LANEERS K,
WGV T ZhE TOWEE) % AR LD DR

B OSSR OCICDWTOEREE L, ¥ 51T
WGVUTE, WGl - VICKkBPSURDY X T 4
EERRABR O 2 7 A~ BT BE A
FoTl5.

CIOMS D ¥E@IE, Bl EEETOL EDE
LTCAIZMNBES T O DTiREWA, 4
B - REORBRESPEBHEYEISML TS
DREM A BES AL, ZOBEO% 3 ICH
CORBAETHA F 54 VISR AR sh, H
AR LB BT AL L k5.

Table 6 Activities and reports of the CIOMS Working Groups

we | HIfT 24 ML EERE ICH
1 1990 | International Reporting of Adverse | CIOMS Form : HilR#ED K5 - EE L FEHAOERE | E2A @
Drug Reactions R EERX
I A | FIff | (proposal for a harmonized format | FIFEIEHE(L L BT MEERX WCGDY 770 —-7L | E2BYY
&9 | for electronic submissions) UCHiEH, #WEEFT LAWAICHIZHE,)
I 1992 | International Reporting of Periodic | PSUR (Periodic Safety Update Report : ity &4 | E2C 2
Drug-Safety Update Summaries MERETERE) ORR - WESHE OER{L
I 1995 | Guidelines for Preparing Core | CCSI (Company Core Safety Information : {3+ | E2C¥
Clinical-Safety Information on Drugs | #%& &M E#H) , CCDS (Company Core Data Sheet:
T -5 — 1) (IOPTRR SRS
O HEFE)
/ V] 1998 | Guidelines for Preparing Core | MIOTFHOFE 2R | CCSI DM E 4 THIRATIZ & | E2C®
Clinical-Safety Information on Drugs | Fi, DCSI (Development Core Safety Information)
(Second edition) W, BRI EE (investigator's brochres) 125
THREEEL.
N 1999 | Benefit-Risk Balance for Marketed | YV 22 - X3 7 4 » b ZEBYERE - 72V a ¥ | E2E
Drugs. Evaluating Safety Signals DF
v 2001 | Current Challenges in | PUSRON—FF 4 - 30 /8 (1,1, | E2C®
Pharmacovigilance : Pragmatic | ® &RE L) Hifing
Approaches
VI 2005 | Managing of safety information from | FERERF O L2 M BEROBIF 2%
clinical trial
W |fEfth| Developmental safety update report | DSUR O EEERRER h O & &P BEADOEH
(DSUR)

* WG IOHA» 6D BNEX (PMDA), WILFIF (LZN,/ GSK)
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3.2 CIOMSVI#&EOME & MK
WGVHEED BXBER & 3 CRER e L.
T IhETOERBRNELEZAEH 55, B
FLOEA Y ALY BLUTOEdIThS.

AV IIRTRIALD, VRITRZIA
> bOERAL.

CWRITRZTAL NDEHDF— LEBRK.

I —=FOBRRLET -2 E,S, AEHN
BHEN, (VR X744y bO7O7 7
I, S142-URL, BHRHE, BRIEH,
EELRSMER, CEIRREMERELE
DiER)

< TOPINICE T Z2RENFHRINEOERE
1.

BABIOBIE - AEIRDADBRE LS, (M &
LTEDSZBERA.

cF = AN—-ZDGERMEBHEY - HROAR
EHBRAN 7 AENE - EROFA T E
.

* IRB/ECs (MIRMIBEEEES) DI —F
VG IBRNEERICRATHEVEDIR
E (BRITRNEBRED)

- EEIEERARBOT — F I REAEHIH
BNE,
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SkELT, HADL—F 0 DOF — 2 2
WoTEHP LT ENTIEEL RV
o MRERICHT AN AREER D, £E Y
AFLELTBENT s avizokf, A v T
FUVAENBZY A INERDHT DD TATT
RS HEHN I TNE, ZRELEZAD050HE
HTHEHN, HAOBRTHECHIBOERIZHES
LTHBRLTHROGREEANL DD 5,

B, ZZIZEEhEER, YHEEAT
FEEZFLSMOH D E 00 BORKFIZEUN
DREPEDHBEIZ L2 EDMNEFETHTNBET
Hb. ZIHhHMRINC, REAIZ KB EEHES
GEONIEMIBREIRHEEIhINETHD,
NED LFEEPIRB/ECsNOBHMIRM I, £ 5
RLEF—24TEEL RELE-TEFLOLN
rEW AR A RE LTS FANLELBE L
ToTWb,

/02, B2\ T EUERR SRERTE 4 4% 2004
F5 AREENEBEEE &, Helc®&S<H
ARTAVELRITEIhTHWAZERLE, 2O
BN U TRAEA ZEUNRESEORX L &%
NTNRBENIETH B,

LEE2 FCES T AEAMDOEN % Table T2 F
L.

Table 7 Main points of the “Summary of concepts and proposals” in the CIOMS report

d. BBHRFEBRPORSMFHOE & BMFL

g. HRANOHES LV ZOMOFHRR B

HRIEPOEFRETH 26865 5.

NI aOre/hEREOEN] hSHERL, S5ICEN

EEREARHARELRYEL COAVEHERRIZIVI» LI TEL T84, DEIRNR, EELEER
BEFELNLIEROWELTNTAFIRETH 5. BENROHEREAYRIZMEL T B LLTE &£
FEIREOFTHIM G I & DEli L THBISRETNE,

CTRTOEEFRBEETH - Cea< T, BREBROH L LIZH LT, REXh Rl I h -7
IZ& DEIRBEGRE TS 5 - I S e T e 5 4w,

HRE EOBTREZELBEHN, AKXV -2 LHRE - IRB/ECAD N —F ¥ OEFREIISLD T, YRS -
RAT 49 bDTOT A NOEMNN LB EEELH - A REEBMEERITNE BELH - 2T M

SR O R ROEE B ERRRERO 2 A Y = TRAVS MBE 2 3FEARR L VIR TIRETEHEL S
W, IEEIHEBRRER CERARERICE BRERMT B e il L $ g,
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4. BFRICH T H5EE

41 5728 - FH¥4AL DR

LFEICH, FDA, CIOMSXXEIZ L iR s h i
VAT OLESHEARNEAL THLREID, Bk s
HA & CREBRAZIZOVWTO S YV F 54
A VvHREBZEFEEE A TR E S 0, gk
D Table 512 &% %5 CIOMS WGVl » 6 MRS 13 EU
TRERARBESCIOEELHENRERL X
LOGCPREIAMTONB LIk -7
EOMNE, 7 — 2 HHARIZIE - B LES O
W XEBZEOF THBIETORIREDOREITH
D, WEELTF—4 (TEFVR) #ERHTT
BThd, EOHIRTEFHEL W AENWI LEE
LTwa, Zhiggunigiiud, EUO GCPikH
FEERIZTERHL S 37 v 2 OEEME & R
520080 ThHHIThE L, HEERCLTHR%
DFRMLEOERD =D DF — 2 NE 4 EHEDH
WETHEDTEEN, ES T EAFKL T
% (Table 8).

HETIEK, HEHRSEOWHRIRIINET A
WEBERIA Wi T [RATEERER | OFHFH
WO FOTIEOKRFA KD 6hTnE4, HE
T [EMEEE & e °h sl Eigx
FHBEHINEEMDOBRAR TS5, ZOER
AEBLEOE EEAMFEBRERICE O TNE - &7
M- B N EREMEROLELEM TSI L
i3, REHFEER R R CEERD 2DICH A 5
REF - #IIOWTOEREE» L EFET L2 L
EEHTS (AL, BEELF—-RPORRZD

B A EEROYFHOWRE T HARD AP ERME T
Ko TWBEXh3A, ICHE2E I BRI
EidmnE D0, ICH, FDA, CIOMS &L &4+
5 &, FRBHEEER AR T 5 R¥ETH TN
BRLEEDAREZENERL EhDDH5).

-0y EERAEN RKGHHREEE R CURGT X
FRERO 2D OEFRERE L X h - BMNE L,
— BT 23 DO ORE #XFIL
LTHELTHWANER, ZDOEEHAIZSH T
385 L, ARRFERRED D [WER] T
WESTREFUAEMFEL S TEME LD L0
ST, ARAEIT I REBRVEFEA
LN AREAHBETAZ LIS, hEFELE
R FEDHUEIZEZE DT L E VLI BIRET S
OTHIL, FEICERABOHNIZ DN TDRE
FEWFTL, HEME LS &0 2R AR ERIZ X
T3 HEHRE A BT 72 BT, REHBEREX 4
EHEOBRE LEOWBADHRIZODW T FIEE
BT 5, LS EFEEORRETE L5 L8
BETRETHAI.,

42 AO&HEMO

5V FFHEALAVOEBEVIBERTO R
5 — D DRI, WhEsHE P E N R AEE O
ANBADEBAEHORETH S, Zhik, BYO
RRREGIHREG O 7 — 2 NED RO RN &
IRBKT TAO] OMETHAH. Thbb, #EHib
S R R AR ISR A S R Ok D 7= 0 I fR
MR e 20 =0 EHo s L FIlcigxhFIofd
MEhaZ ik, REWmBERONE IR
HEThH B, ZHUEH DA, [ CHE» L EAES

Table 8 Purpose and scope of clinical trial regulation in Japan and the EU

2P EU
H # el H ® A
TtEOE FEHEEINE | GCP RIEHFEEINE | GCP
B AT O & B IEFVAER
BERERR | VTV 2ER Bl
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Bt a#ME Z BEERPE L O, WORTIRIh S
3T RCHEICETL TR LEED I TIHBWY
BTV AT ALESTVWAED , FDF — 45
IEFHTRE LA LT Y AL LTERIATHL.

5 —o0 [AH] oMEE, BRESHET
BB, WEREDOWMEELIRFITED EEHRBRBOE
B HEB D L[ WME T 2 EFRASCK & FAROTE
ROLDE AN HEREIZBBOS v &
VI 4 TR &S EEGEES SRR ELENT
Whhinsew, TIREORERERONEL, &3
Ik A EHELHFMAEERIZ L BNEF T
Wb, ZORD, WEIhET — 4 OFEHEE
TTEROZLEEIHEREL 2R LY, F-, B
PREZIS D AT BIMERNIZ DWW T D BBWF A TR X
NBENEOSHEND 5.

[ oOMEE LTI, YERTEIINE LSy
U420 U TERREBICE T 54, &
WAV AT LAORENH B, PNELEROF —
g N—= 2t & Z OFERIZKRE P BERIZEA TS
Z ki3, CIOMS I#&EBOERICIEHR S hT»
57—-a~X-2—& (K2 »ofalbha. X
ETRIDES>BVRATF LT ER-EREL
TOEERHRNLERET %, BRI L EN D
ZTEIZA Vv =39 PEBCTEHLLEL AD
A=LT FLVACEBEREGBELEIT SV AT 405
D, HE»S TELERTETHS. HETIR, Y
b 6 EHRD TEES - [EREE Rt
L) BER A BRI R BALCER TRt X
FR—bRX=D L TEHENETH D, AR T4
ADBFAXZETE B LHAE D 54, AL B
LT EHahaZeizfils @ o2 BNh s
EHAIZIE > Todwn, [AR] & [HO] oY
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3) International Conference on Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH). ICH
Harmonised tripartite guideline : Pharmacovigilance
Plannning. Recommended for adoption at Step 4 of
the ICH Process on 18 November 2004 by ICH
Steering Committee.

4) Center for Drug Evaluation and Research (CDER) ,
Center for Biologics Evaluation and Research
(CBER), U.S. Department of Health and Human
Services Food and Drug Administration. Guidance
for Industry : Premarketing risk assessment. March
2005.

5) Center for Drug Evaluation and Research (CDER) ,
Center for Biologics Evaluation and Research
(CBER) , U.S. Department of Health and Human
Services Food and Drug Administration. Guidance
for Industry : Development and use of risk minimi-
zation action plans. March 2005.

6) Center for Drug Evaluation and Research (CDER) ,
Center for Biologics Evaluation and Research
(CBER), U.S. Department of Health and Human
Services Food and Drug Administration. Guidance
for Industry : Good Pharmacovigilance Practice and
Pharmacoepidemiologic Assessment. March 2005.

7)The report Management of Safety Information from
Clinical Trials- Report of CIOMS Working Group VI.
2005.

8) Adopted by CHMP, 1 December 2004, issued as
CPMP/ICH/5716/03, date for coming into
operation . June 2005.

9) Federal Register. 2005 Apr 1 ; 70(62) . 16827-8.
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WO Pz DT, FRTEIH20H HFS
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2. pLEIE 2003, (EA D Amdur RJ, etal. The
Institutional Review Board Member Handbook.
Jones & Bartlett Pub ; 2002 Nov 1.)
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BH2 B¥ - BERARFOT—HN—-R*!

TREBLEF -2 X— 209 2 M3, BFREAEESIC L > TEMICERE TR 280 THY  F205F0 &5 TR 5.
FIFAMBETEL > TB URLEW 22 H 5. (HEEM, http://www.pharmacoepi.org/resources/summary_databases.pdf)

BRIDGE (Benefit-Risk Information for Drug Evaluations) IIH5WT &, E5IZVAVAETF IR -ZAbRhEIENTES,
www.dgiinc.org.

Datab. Resources - D (List contributed by ISPE members} Country URLs
British Columbia Heaithcare Utilization Datab Canada http://www.gov.be.ca/healthservices
Population Health Research Unit Canada http://phru.medicine.dal.ca
Saskateh Health D Canada hitp://www.health.gov.sk.ca/
Odense Uni ity Phar pi gical Datab {OPED) Denmark http://www.sdu.dk/health/research/units/clinpharm.php
:”Ph;r:‘rj)acoepidemiologicai Prescription Databases of North Jutiand Denmark http:/ /www clin-epi.dk
Finland Medical Record Linkage System Fintand
PEDIANET Ttaly http://www.pedianet.it
Sistema Informativo Sanitario Regionale Database-FVG region (FVG) ltaly
Heaith insurance Review Agency Database (HIRA) Korea http://www.hira,ar.kr
Integrated Primary Care |nformation Database Netherlands  http://www.ipcinl
InterAction Database (JADB) Netherlands
PHARMO Record Linkage System Netherlands  http://www.pharmo.nl
Medicines Monitoring Unit (MEMO) Scotland http://www.dundee.ac.uk/memo
Primary Care Clinical Informatics Unit-Research (PCCIU-R) Scotland http://www.abdn.ac.uk/general_practice/research/special/peciushtml
ﬁzﬁadrfa‘:;‘ﬁf;g'a falnv on Farmacosp enAtencion g in http://www.bifap.org/
Centre for Epi iology Sweden hitp://www.sos.se/epc/epceng. htmiepid
General Practice Research Database (GPRD) UK http://www.gprd.com/
IMS Disease Analyzer (MediPlus) UK http://research.imshealth.com
Prescription Event Monitoring (PEM) Database UK http://www.dsru.org/main.html
The Health Improvement Network (THIN} UK hitp://www.epic-uk.org
BRIDGE Database of Databases US/Europe  hitp://www.dgiinc.org/html/frameset. htm
Boston Collaborative Drug Surveillance Program (BCDSP)-GPRD http://www.bedsp.org
Case-Control Surveillance Study us http://www.bu.edu/slone/
Consteila Health Sciences us http://www.constellagroup.com/health_sciences/
Framingham Heart Study Database us hitp://www.nhlbi.nith.gov/about/fr ham/index. html
Group Health Cooperative of Puget Sound us http://www.centerforhealthstudies.org/
Harvard Pilgrim Health Care us http://vwww.harvardpilgrim.org
Healthcare Cost & Utilization Project (HCUP) Us http://www . ahrq.gov/data/hcup/
Healthcore (Wellpoint/Blue Cross/Blue Shield) Us hitp://www.healthcore.com
Henry Ford Health System {HFHS) us hitp://www henryford health.org
HMO Research Network (HMORN) us http://www.hmaresearchnetwork.org
IMS LifeLink us http://secure.imshealth.com/public/structure/dispcontent/1,2779,1203-1203-143177,00.htmi
IMS National Disease and Therapeutic Index us http://www.imshealth.com/ims/portal/front/articleC/0,2777,6599_44000160_44022368,00.htmi
Ingenix Epidemiotogy - UnitedHealthcare us http://www.epidemiology.com
Integrated Healthcare Information Solutions (IHCIS) us hitp://www.ihcis.com
Kaiser Permanente Medical Care Programs us hitp://www.dor. kaiser.org/
Kaiser Permanente Northwest us http://www. kpchr.org/public/studies/studies.aspx
Lovelace Health and Eavironmental Epi Program us http:/ /www Irviorg/cr /epor.html
MarketScan Us http://www.medstat.com/ Iproducts/marketscan.asp
Medicaid Databases us
Medical Expenditure Panet Survey (MEPS) us http://www.ahrq.gov/data/mepsix htm
National Ambulatory medical Care Survey us http://www cde.gov/nchs
National Death Index Us http://www.cdc.gov/nchs/r&d/ndi/ndi.htm
National Health and Nutrition Examination Survery us http://www.cdc.gov/nchs/nhanes.him
National Health Care Survey Us hitp://www.cde.gov/nchs/nhes htm
National Health Interview Study us http://www.cde.gov/nchs/nhis htm
National Hospital Discharge Survey us http://www.cdc.gov/nchs/about/ major/hdasd/nhds htm
National Natality Survey us http://www.cdc.gov/nchs
National Nursing Home Survey uUs http://www.cdc.gov/nchs/about/ major/nuhsd/nnhsd htm
NDC Health's Intelligent Health Repository uUs http://www.ndchealth.com/index.asp
Nurses Health Study us http://www.channing.harvard.edu/nhs/
PharMetrics Us http://www.pharmetrics.com
Pregnancy Health Interview Study us http://www.bu.edu/stone/
Slone Survey us http://www.bu.edu/slone/
Solucient us http://www.solucient.com/
Surveillance Epidemiology & End Resuits (SEER} Us http://seer.cancer.gov/
Vaceine Adverse Event Reporting System (VAERS) Us http://www.vaers.org/info.htm
Vaccine Satety Datalink us hitp://www.cdc.gov/nip/vacsafe/
Veterans Administration Databases us http://www virec research.med.va.gov

*FHE L (2] 1 CIOMS #5585 p.287, 288 (18#

Thd. F@XitkiF 3Bz TS, CIOMS 256
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