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Guidance documents by ICH, FDA, CIOMS
on pharmaceutical risk management - explanatory review

Chieko Kurihara" Naokata Shimizu®
1) Center of Life Science and Society
2) University of Teikyo School of Medicine

Abstract

Recently, three international organizations issued guidance documents on pharmaceutical safety issues in
the area of drug development. First, in November 2004, a steering committee of the International Conference
on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
finalized the guideline on "Pharmacovigilance Plannning,” which was intended to aid in planning
pharmacovigilance activities, especially in preparation for the early postmarketing period of a new drug. The
document’s main focus was “safety specification” and a Pharmacovigilance Plan that might be part of the
documents for new drug application (NDA) . Second, the U.S. Food and Drug Administration (FDA) issued
three guidance documents for industry : “Premarketing risk assessment” ; “Development and use of risk
minimization action plans,”and “Good Pharmacovigilance Practice and Pharmacoepidemiologic Assessment.”
Third, the Sixth Working Group of the Council for International Organization of Medical Sciences (CIOMS)
issued its report on"Management of safety information from clinical trials, "which aimed to enhance awareness
of the ethical and technical issues associated with safety in clinical trials and emphasized the need for increased
care and scrutiny in the conduct of research.

These documents would facilitate the integration of heretofore separate activities on safety issues through
pre-clinical and clinical risk assessment, risk minimization and pharmacovigilance action plans and through the
life cycle of pharmaceutical products.

This article presents the main points of these documents and analyzes their important aspects, particularly
with regard to the prospects of improving the situation in Japan,

Key words
risk management, pharmacovigilance, pharmacoepidemiology, clinical trial, safety
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DB, VATLEMALT 2T AT A 2D
500 AET Tu—FhBidihTns,
ICHTCIREZEH 4 F 7 4 ¥ 20044 11 HiZ Step
4 £ ? FDATIL 2005 3 Ao M &
a3 2O kBT HI T ZAERT S,
CIOMS (Council for International Organization of
Medical Sciences : [HEFIXZH k&) Tk
2005 TR ERAREASE Th O 2 2 AER AR (2B
L& & A 5T L7227 (Table 1, Fig. 1). ICH-E2E
MEMER S ERE, ThoOx vy ZA T
LLTmREhaIlichd. 25 LEgA*2

T, TIZRER OB IZIZIFERR A & Bl
MERICES LB Y EOZEH A (LS 28 %
tAabNhD,

AFITIL, ICH. FDA, CIOMSIZ & Y L Flfr
ENNEOANEERITL, BRIZB T 555D
BB S.

1. ICH-E2ZEHA K Z 1

1.1 RITEFHl - BROCHE - BX

ICH-E2E # 4 F 7 4 » "Pharmacovigilance
Plannning” ([[E#R %M HOTE) | 132004
F11 H18HIZStep4 &£7x V), EU TIZ 2004 1F- 12
H1H%17-2005%6 H 1 HEETTY, FDA TI32005
FAHIHE®E LTRITY, HETREMELT
DRTEH TS (20058 ABTE). HXk#
Table 2 12757,

KA F 54 OHME, HEORGEIRG KA
%O [R5 T e VR G B o0 &t i 7 K & JiE)
TE5ZLTHAH, EENEE, HHELEEY, £
HREE, 72 F 2834, BREORMIZH
LT, BEATE (HHOBS, 5580, 44
BSOS Hikk &), - ERE 23E
Wosoabteam, i aie et LoME»RE L
RBELEIZ2WTE, HIFICARTINS,

Table 1 Guidance documents by the ICH, the U.S. FDA, and the CIOMS

ICH + E2E . Pharmacovigilance Plannning

[[E %o EME RO dhi

131 Good Pharmacovigilance Practice
(Pharmacovigilance Guidance)

FDA (1) Premarketing risk assessment (Premarketing Guidance)
CHilRETY 2 2 Gl | (iR AT A 2 2)
(2) Development and use of risk minimization action plans (RiskMAP Guidance)

[ 22 FME T Bt OB e L 6§H1) (U 2 2 MAP /4 %~ &)

[ S0 & Ve R BLAE T & e e il | (REMSLEMERS 1 52 2)

and Pharmacoepidemiologic Assessment

[ESIR A EE Th D% E VR RO IR |

CIOMS - Management of Safety Information from Clinical Trials
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Fig. 1 Relationship among the ICH-E2E, FDA, and CIOMS documents

ICH-E2EH £ F7 4 » s
- AN XD ) 20 Z
- AEME z
F&%m&J [ pvatm —- — —
mﬂiﬁu i#umﬁpxa e
[CHZTTN. 2
FDAYA ¥ ¥ A ;
wHE | [ ) A 7MAP | E
7y ‘ T —"? >
: ! A4 8
EESLAMGRARE: | z
AP O (D17 ) z

CIOMSHY i

BRHE A P D & SRRSO HLR L
(FREGMERNE | FRICERERIE $)

Table 2 Contents of ICH-E2E guidance document

1. FESE
L1H®M 123 1.3 @M
2. ‘HevEREGH Bl (safety specification)
2.1 LR o B
2.1.1 JEBRIE
2.1.2 BgIK
a b MBI AREMMET - 4 X— 2DRF
b. ’f(wllllﬂy"p%‘f dEhLr-72EM
c. IS (Adverse Events | AEs) ~WIfiEl] (Adverse Drug Reactions (ADRs))
%aéﬁm&%ﬁkiéﬁﬁéhtuza
W B4 L HE T AMIENEY 22
d. ¥ e nAETERECEEMLHITER] D ¥ — 30 R USE RN e % &4
e, PRI AL
f. BRI A O FEH
227HH
3. EEMLEME#HGIE (Pharmacovigilance Planning)
3.1 (REEN L R AT O R
311 At B 2 kR A AR O H Y
3.1.2 M O KL WS
3.1.3 & et EICHT B TR)GF
JIANTFNERENE (MALLE3 T £880) OHEH
3.2 REML BEEHO Hik
3.2.1 HEIF RO R LUV LR
4, BH
fiét  |ImBEM L EIER RO Jrik
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12 B LE®

HAXLZRZLUTOHB»o KD (A,
B, CREZELIZLZES).

Al [REMBRHEIEA]

(“safety Specification”)

B:[EXARESMEREHE)

(“Pharmacovigilance Plan™)

C: i EXRREMEROFE

(pharmacovigilance methods)

A, BIZFRGEHGOFRIZIRE T 28 0O TH 295,
HEZEmroxHsFERLTE L0 L, TF
VT ZHL - FEa ALY (CTD) OWHIZA
WAATE LWV, A BOEBIZLTFLh#REH
DERTHY, KHAF 74 ITERHEARE
5,

DUEEL¥$EEh Y X7 (important identi-

fied risks)

QEZEXBAEMY XY (important potential
risks)

QEELTEHHM (important missing
information) (B K& shbr /) 2
2D HBHEMPRREE L BH®TS.)

[ PERE 405 123 2 h 5 < X8l Table 3

DESIBREDTHD. TONFEIWXDICH 4 4

Fo4vTRkpohTaemek¥EIL<,QT
HEPBELRLEOH LV FE v 2 2UEDAZE
NTWAEELVWASE LhlLuns, av2is

Mz EHT, FEKOEREN T — 4 & A%k
PR HRE WAL ZEER ISV TES A
B THRHB O 2=4, EREH A F 54 Y OEH#
ThaHENAD,

[E#ES L2t 220 Tt ¥l
WHE TR THE M S B L, @z
EMEINARPOBAIL, GFEORIZZhED
IR B3 5 BARM 2 a4 B <& & &
ha.

FHaBaoruwllng, DToLS SEED
EFm 2 vyt auBed s B,

-BIfEA £ 8D h 2188 (suspected adverse

reactions) DK F &

-RREMERRYS, THERLMEE (PUSR) D

HEANDOHE

- BENEZ2UCY

7o, BEESREMERITMOERBRETHS
NAEELEANZT 4 b, ) A 2220 TOMNE
AR LHEETE A WET L, PUTFIZ & - THiE§
ELLTIWE,

CBEDSA T NERL TOEERS TR

Table 3 Contents to be included in “Safety Specification”

- FEEEBK

- EWMHEAH - 2ofd

B K

D2UWTRHT 5.

ELEIERMGE HNTHKT 5.

CEE (RS, EMLRLE WLOIT. RER BABRMELRE)
R (QTHEAZLLMAT~OE, iRk s)

T =X OB RS LMo AWMMIZ L AT A N— AR A D B 0, RN L ERIC

CEKGERTOERECRG Eh e o 2 B, ks, R, BERLE. AUHE, SROERES U EE
MeRuald, BEEW L3474 M, RENER

AT R/ RIEH Adverse-Drug Reactios : ADRs - ¥ gz, 50 3vtt0 s 5, fillL) 22
2T LIRS e et pldt i o o CRGSIRFE R OGF IR Tk A HE S 5 .

TR EHRNE 2 REE ANOMAERR, FoRBERCZOLTRETS.

CEFMRER D OREE, I, FECE. AOHE, TR M- AMEESRICLOMIE L, HHRRSR

CEEBFEA O BT O RN ORE.
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MR EE
27 DREBRICOVTHERNFARCEIEX
®|Lty 3
-HREGREODRAIBHEERD
« ICHREER I SO TE A AT BE 2 [R5 A e 1 BE
fREtE
GE, AXBREESTEMREREHO ST
ERET A LOTELY, EEhTHD, REL
TEMEROERIWHO 12X 5 [HERIE
(adverse effects) £ Ot A2 A+ 5 M8E +
FEFEL, FPiL, BEL, b+ sZ & L E#Y
LFPEEINE] 2R L, ERIEFIITR & SLE
ICANT-ERELTWL S,
(8Tl E¥ERTEHERO RGN, EO
EOEER-HRI-LVFAIBEIDSL, L0115
Wi oM L THS (Tabled).
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2, FDADI2DHA1 8- R

21 32MAA T AOEESH

FDA7* 513, 20053 H25H 12 . “Premarketing
risk assessment” ([THERAIY 2 7 3¢ ]) ,
“Development and use of risk minimization action
plans™ ([ ) 2 7 i MEdT B Of 78 & iER )
“Good Pharmacovigilance Practice and
Pharmacoepidemiologic Assessment” ([ K35 7%
P AL dE & AN E MG ) D3 DD H 4
vANRTENL, MCHIZ, £ FZLIRBIC
DVTOHA XA, SHWD3IA22HE 77—
TN S 3B RODT = ERBIEDATTOH T Y
ZAERITEh T35,

3ODOXBOVTRIZELTD LS IR

Table 4 Methodology of pharmacovigilance as described in ICH-E2E

% | BR®EE et - B H L, R - YRk oEolETRTHEY, LR
L1} FEHEOTEWLNAN, SN, ~4 THRES S0 TF—5 <
0] {70 FENEHEND2D2H 5. FHPF— s0KEM >V TO
ERNPETHD,
fEPIE B TEFAERELS B, KEERNTHS,
B RS ORI HAONIRIL %MD k5 Aates & A3, BEBUB~O N R -
134T 2ZS, BREMSOMEREEAZLEhAXE,
i | BREAEAE (sentinel sites) | MAtABIRL AL T MESRZF 9 7D 4 v ¥ 2 = EIZL O8I
B . fBERIZ@B oL 0IER - R, B0 BA ORI 4%,
#
DEM HHIA A PR E ) L R RO R D X R R -
BEZTr— b, REFEHCT L AME LS, THONHEETTL R
ZHGLEHD.
=28 EBIRTAIZLABE, y— 22y to— O REEHELS,
HEREFRR - BRI o — 23y Fo—LEFRR - Th— bR
ENEEH-HE PK/PD, @iz BEROESE, MEHEH, REhIZNSE 2 hlh o2k
B & (A2 o 7= WA
Lasu:plvid RO B ARRBRIZOWT OEER.

- Drug Utilisation Study (DUS) @ R4, 44, o REMAx & 4 ok
i ORI 47 4 7O % L FE) (SHES AR T THN. BIKAT
v A AL A A R ASERA,
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WMEhT 5, 2002FE6 H12H ISR L 24
WK (Prescription Drug User Fee Act !
PDUFA ) (2% W T FDADEK <% HEAR
EER, FO—DELTYVAZ2RI A MZD
WTDHA X ARERTHIE bk, OV
T b N - DRETRES DT 7 -
Xy bEZUMNT, 20034 AICiRT -2
va oy THRBME, 2006 F5HIZF 77+ ELAE,
FEE6HETa A Y M &Y, 200543 AR
FHUIZE-7:, WTFhidkEhzE2e 0T
2w,

g 300l TA5EL L LT, FDA
Tk (U A2 & [0 A2RME] 2E65bE
TWARI=FP A ] ERTSE, ELTED,
DFAMEOEARBl 7O ATHBELTIND,

NMBEOURY «XET 1y bDINT o XEEF

flid3

(2Xx 71y FEHIBELOOUZ I ERIMET

DHEEHRELERT S

BEEOHEOFNMEFMLIRAY - %

74y bDNRFT o AEBHETS

(U R BIMEDFEEHELURY - N3

74w bDIF o AEEEICHETS

22 [ARETl [UZX2 MAP| H14 452X

[HHAT 4 4 2] ERREhBHA 50 A3,
JEEERE A CERKABROS | oI ES £
TOREMETO) 2 7O BES AR T D
2 FFCBENALEMEOZRMICHAE ST, K
BN AHOEKE ZORFIZO2VLTA
ARTEYD, ICHEEDS 5 [REMBHEE] O
BarrErb@FLL{LEEIENEELE ST S,
Mo, BHOR%K (5 —) I220wWTo
oEEME AT L i Mb T R EZ L BB L, (&
M ORE = 2R D 51| (“"Failure Mode and Ef-
fect Analysis”) # WD T L/ TH D,

[VAIMAPHA XV A | EFRENBHA &V
2, VA RMED 0O BB ETEODSHD
Hiz2nTdxTsh, [VA2ArBIMET T ~ ]
T 24 MAP] 2 ICH-E2ED [EERLEMEM

gt | »[E#&THB L TWB, )22 MAPO R
BaHBER, VA ER/METAE L GIZER
B 5L A TOTY b ALEEEES
ZE, LEh, UTFoOL) 2FEsMlE LTH¥Y
HENTWS,

- EAREEE -BEAORFEOII A —

ar

R A L HE = AT L, VATRYDESD

DK RREDT X

TULAFR (5 -BEATEIA - BER

AOFELZ E)

F ) ASMAPAIEF 2R T
oL abeTH#EELI By 2FLE LT
oo RENTErRAEEEMFE AT
&,

23 [EERLRLMER] H142
[EWA L EMEHT A 2] LHEREH
£ 47203, MEATHBICET»60, REREK
M (PV) & ##E% (PE) O4 i Fik4d
RELEDOTHD, EFHREOEELAD, Zhill
LML, s ResREBEI I Lizk»TY
THNERTE -FHRLIBEOETELHONE
M, ShlEhEeS -BRIBZZILICE-TH
TERde ) 2 2 # [\l#E L, FDAIZHS 4 2FR1C
GONREXBERABENL TS, oz hEH
AT, HEMEMHIE A TR L EERL T B
221 T3, VA4 MAP # 4 # » 2% ICH-E2E
ICERLEhBZ &ICkS,

Bikfyh hgRyrdKEh T a N~V 4&fL
(2, ZONE% Table5 12 & 87z,

3. CIOMS Vi &®

3.1 CIOMSVIsEEDOEED

CIOMS 7 5 2005 FF-FfT & A - W, BRIK
kB O MR RORR W IZEN AR -2 D
THO, ZTOMRICIONTOMRNEFRTH D
Wi A, EIFLEHTIZHIZES,
CIOMS Ti2 1986 F X h[RERKLEEIZONT
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Table 5 Contents of the guidance “Good Pharmacovigilance Practice and Pharmacoepidemiologic
Assessment”

I. EUsIc 0. %R 0. YAIVYRIAVBRLSEIIS PV EPEOEN

N. ¥V ITFIVOBAELRE : ERBESH SEFRRE FEEOTARY, WE-BFIZLN VP LARELI 2200
Hiks
A BUEFRHEOXERE B RUOFEREEONH
"HZERZ AN PEI20THEHRIO 42 FOBRBTCHL AT, 26 IZTDEEEM ALY —2T0 72 PERSEN
EEHEBBE LT E
"HORUVEMBEICSEAIAEHE (ol WHNE . BEMN, BIRERL S/ T, FROGHEBHEGEOER, bk
el PR, bR EE L TR A
%% (medication) OBBICOVTHE TN EHEE | WA O, RA T TOMA . BRI, ML 228 5 7 F O
TAHHEE
C. FEFIERMOME
HOEMERMITSANE, GTRICL TLEEAES > SORNBRMEERSEZERETHD BHIZEZRBYL (I ~v b (GEE,
EREZE) o0 TCid®LY
-HRBERECSIAIRI P AHBEFEIN DL FA00E8M (1 W7 L L F—TIIH, BEMSL S FHAT) .
HYmFROuE, DbEHL» S B,  PK/PDRE L O — Bt MGEOWE - O —51% . JFEARM - 1% PE&S
WMEnEE LoBRHEEO 4K
TARMEOIT L4MA LD (probable), MMbH 54 ¢4 Ly (possible), B S Ly (unlikely)
EREREZEAD L ELREOBSHFE R TEONKT 22 EAD
D. EPERORRNMIFORY (BIROF A 2 b) D BREHEE, £/ - Mo eniie. BB, BN Tom, @R, #
¥, APFE, Hhak, HARS. SSEOFEEA
E. NN POMAEOEERETILHDT— 4T JDER
-AERS. VAERS Z L FDAOM A DN F — 4 N— 22 F— 474 2 YO FikAEMN T T L B E {0 FOFEO 8B %
BLIBZE, ARy IOMECENOMRI L2 aL1ENEZA, ML TRk hERrETFENS
*MGPS (Multi-ltem Gamma Poisson Shrinker) 7L U XL
*PRR (Propotional Reparting Ratio) &
* Neural Network 7 70—F
RELINGDFEIREERE) TS 7 ZOHEN % PR T & &0
F. BMAREZVBEST IR T FIU  EEL LNOADE, LEFROTEEMIN, MAELEGFHS . HHIER, £R0fE
MRUEEE BEOXATH - 70 v r =K L5 RAL, MAFEOREN, @M EOFEZROF+49, ¥ EI2FDA
CEDMEER - EOMOB KR
G. YIFIOBN  BERLREEOHR
‘PEMFRCIAFLEROBMAL A XV FOMEERCHIZTESY, IRV TCIENSHE
S EETEH TSR LY AERAEADRELTHBLY

V. EFRNEEBAT : Y ILERRT SMBMAR | BAE O RO T
A, BEHR (ICHEEZELHA L5 G ROMR FELHET) (oMt L. EBREEADE 20 TIXHEAS P F RN - OFF
FEHHETH B
B. ER IO ETACRELALABREIEY, ARKMET - 7 -2 THRMTEL O FENBL RS EREL KL B
C. RE REHLVRERUEFESSPE ~EEH) (2L T L, SIS ADEW#HADERNE, 7 ~L&R
ERAMEMTECHNFEROR SR, V25 MAPRIHO Y v 34 722, B - RECHBEOEMME L5288 TOHRE

VI. 77 )LORIR : I ILh SHENESMU T~
TR T LR UBEN L) 2 7 A R Eh L FEAZZE - ot TOMBAHKS L CFDAZEE
it
-FDARHOEICEEXEHRB  HEME LA d MR AN EGERSG . 8. VR o -+ XA E, 3EEIE - PK/PD
AR, WERERKARIC BT D RENRE, R - FHEER (77 29825k 5) OlRERER
-FDARHOBICERINEEE  BEEo& . SoRGESE R MEsCitddsmEo it IRREDx YT » 2,
CHFOEZLNY GRNRERICOOTOREN, BBEMI-HT L) 22 4BHTE 20N, WM 2 EEABC LD
ELICHRAFED LN DR, IO EREORMoEAZEEL L L CUMHRARNTAZLORE 7 4 5 FORE

VI BROEERESUEREEAT  EERLSHERITBEOME
SREMIE, TY A Y MAPH A ¥ 2| RICHEZE~EBRGhS
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DI —=F 7T (WG) %, REHNYEE
JUMERENLOBMABRTHRL, 1, TA,
I, I, N, VOWGIZks#E#E+EZIhETIC
HirL<sn, VEdLEeizonwTTMHTH5
(Table 6). WG O n§®h iz i il % O 2 2B O
- oM - WY - BERED 27 AIZEAATEL
EDEZNTELDN, WG IIZE T 25 M
AOFEBREL A7 L4XWGH /V Tz gl
ORBERERI BT 27 aEHEHER,
WGV T Zh £ TOMNE A £ R0 L2 2R

b OWEHIII DWW TORSEEA, &61C
WGVTIE, WGl - VICEBPSURD Y A7 4
AEKRERO L 27 ANEBRIT R BG £
T-TWhvA,

CIOMS Oi5@hid, MElicEGEU2<ED L
LTAMIZRBESHohAe 0Tk, Y4
B REOEREL B ELABML TS
HEBENLEEEDERS, ZORNSD % IRICH
TORG#HBTHA Fa4 VIZHD AR 6h, A
ATIREME L THRBICHRETIZ L5,

Table 6 Activities and reports of the CIOMS Working Groups

WG | FliT 24 MV

E b ICH

I 1990 | International Reporting of Adverse
Drug Reactions

CIOMS Form : TR 4K - TR 4 @ik IO EEE | E24
I

I A | Flfr | (proposal for a harmonized format
4 | for electronic submissions)

MEEEE L EBFEE8 (WG 77— | E2B W
LCHat, S-S L AWAICH IZH%.)

I 1992 | International Reporting of Periodic
Drug-Safety Update Summaries

PSUR (Periodic Safety Update Report : &l &4 | E2C 12
P B OB - WS HUE O B

i 1995 | Guidelines for Preparing Core
Clinical-Safety Information on Drugs

CCSI (Company Core Safety Information : ¥ | E2C2
e A L CCDS (Company Core Data Sheet!
tRPHFT—7— ) (Iohcnah-EE
D HERE)

Il / V] 1998 | Guidelines for Preparing Core
Clinical-Safety Information on Drugs
(Second edition)

Mo Flirdpo®E 2 i 0 CCSIOBE A iz g {8 | E2Cw
HI, DCSI (Development Core Safety Information)
W, AER BT (investigator's brochres) (204
THMEE T,

v 1999 | Benefit-Risk Balance for Marketed
Drugs. Evaluating Safety Signals

DAL - R3AT7 4 biFliEBBRE - 7223 E2E
D Fik

v 2001 | Current Challenges in
Pharmacovigilance | Pragmatic
Approaches

PUSRD v = g Y ESBMEAT ; I, @ | EZE™
DI L) il 1

| 2005 | Managing of safety information from
clinical trial

BEPA G [ D e e VA R OO IR A

W |fEBH | Developmental safety update report
(DSUR)

DSUR ) EGFaABE b O 2 SR~ D A

* WG VMOOAL»LOBN: MINELR (PMDA) . NiliBEf

(lZM.~ GSK)
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3.2 CIOMSVIHEBOBE MBS
WOVEIESOBXBRE LEERHE LA N
TR ZIhETOEARNLELEZAEH 55, H
FLOWEA Y P A2FEBHBLLUTOLIICES,
AL s e R b, URBT RIS
> hOERAE.
R ITFRIA L MDLEHDF— LEER.
—FrOBRHLET-2REHLS, SENM
BHEAN. (VR X271 b0DFOT7 7
T, 4> UZX b, ERHE, BIEH,
BEELREMEHR, t¥PRRLEHEREE L
NDER)
7ORINCETIREMEBRNEOTES
ER.
EBO#E - FEROADREDL S, [ &
LTESZBMRmN.
T AN-ZANFEAMEEBEY - BROAH
EHRR/N AT A0 - SEROFBAIREMEE
5.
- IRB/ECs (HIRMREBEERRS) "D —F
CHREBFERNEERICRATHLVEDR
. (RITHAFEEIRED)
CEFEFEEEARBROT -2 I REAREH]EH
BNE,
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2EHRELT, AeDn—F2rDF—# 2802
E->TEA LT ETTHELES . BRSOV
7 RIS AWM e A S L e
Fr o UTRESTFSL g ok, L 27
FroAENLH A ZLERMOHTEBDOTAFTT
PRMEVEHN IR TS, ZREZ 50T 0
BTHHH, HAOBTHIE PBBOEHIZH S
LTHEBLTHLREAMBNWL 205 B,

Bz, ZZicgghsEEl, YIBAHAT
FEMCESMO S 5 L OO, BOKFRIZEOMN
DMEMEORTZLDEONEENTWBAT
D, ZInoRRNIZ, ERMIZESHEHRES
CRohAMEE IR EhaRETHY,
EEL SR ELIRB/ECs O Rtz £ 5
RAEF—FTHEL, R IL>TELHHN
AT BN E LB Hls kL B b
BT3B,

B, BRMNIZ BT EU BRI GRERTE 4 45 2004
5 HBEHENEILHIRE 2 h, H5 83 A
{1 F54 yFERTENTHBIENE, ZOR
B L THRABAAGNUEREOBML & F
NTWBLNWSIHTHS,

LA 2 FRIZAR Y Y A EATOER A Table 712 %
EW,

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

d. EFEBRPOREHFRONE LRV

g. HEANOHESLVETOMDIFEHTHR

WBOEMA O MBS TH MG EH D,

VI 3VE7hEREDEN] NSHRL, E5ICEN

CEESEACHERAMEML TR VA ERE VLA LS LB TAMAL . RRERNE TR MR
BEMDLNZRROBELTAXTAFIRETHS. A EFROMAESYRIZHE L T0sELTE . &
O AEC LML TURISRE R E,
CARTOAERREARTH T TE . NAMFRO S E LIZWS 3 I h b s ht ik
2k D B R A GFI Y 5 22 IcRIA 2 it hud s S,

B EOBRE XA BA, AR -2 HFRSA - IRB/ECAD L —F » OREFIHEIERH T, VAo -
NETZ 4y bOTOT 7 OEWE L EH & BELW AL~ BELW 2R

SO [ SR A A BRI AASRD A K VA — iRt WEE QR e ST AT ARANE
Vo BIFR SRR BRE F SRR A RIS AR 2R B L ek
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4. BERICH T 2HE

4.1 TI92F - 7H4 -DiEE

LAICH, FDA, CIOMS X &z & Wi ah i
VAT LEGHAENEAL TSI, RKE
A& L CREEEFEIZDOVTDT ISV F - FH
A Vv RREZHERE A LTHER S B0, Bib
)Table 5123 2 CIOMS WG VA 5 DR 53, EU
TIIEERARBHA L BELAEHFELMHL N
LOGCPHRHEIMM T BB LSk om0 &
FOMENI, 77— # AHAMIZIE - G0l L W& O
A XHEFOFE TRBIIETOREEORITS
D, EEIT—5% (TEFU2) #ERET T
WTH5, ELIRFEEBFELTOWELWILE2E
LTuyad, Jhidgunikitud, EUDGCPIEH
HERHZIGRIL 9 5 1.6 F v Z Ot & (R84
27-00EDTHLTNEE , HERR LI %
ORI HBOERO O F — S INEHHBEOH
METHEDTIRA L, LS ZEFRKLTH
% (Table 8).

BATE, BFRLaUME R HT54
MEEER A LG C, [EETFERE | O 3
SFHD ROFIAOMA KD 5T d 4, HA
Tid [EREAF MG | (& [E8] T30 1dk
A EDRIIUE M OBERABR Th 5. Z 0K
AEHELo0E FRAMEBERIC SO TINE -
- FEli R E R EMEHORELRAT S 2 L
i3, FEHGRH LR CHERO D IZHA S
NREF—FIIOWTONFRETELLEET LI L
ARET S (A, HSEE g0/ O

WNAEREOUREOBETHRKOAHERG T
e T a L 23, ICH-E2E (12 SLkM
Eiia i oo, ICH, FDA, CIOMS#E L A4+
5 &, REHFEREERT S RETHTHEH
ML EDLREILHERELEZhDD55),

-y REER RS REHABRE RN X
BERO 20 OEFRNEE L S EUE .
—MEHTET Y AT DDBOMEEFXTIL
LLETHSLTVWAAREE, TOFEHRIZIHT
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Table 8 Purpose and scope of clinical trial regulation in Japan and the EU
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