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N

EAE—BB Gumase il AMEAERR R R B 50D

&I

T7—RAVIFT A ACEL AR IR D LEORELPHE SIS, 200643 A
? FDA 12 & % “Guidance for Industry, Pharmacogenomic Data Submissions”, E&E%@4& D
[EEGORRRBRICBITZ 77 —<a5 /372 (PGx) DFIAREOIERICHR S ITBIRE~N
DEFRDOEMFEIZOWVWT], A7THADOHABETERRICLS [EXERZOBKABRICBITEL7 7
=AYy I AEBIIELEE T REEE ()] &, 2006 FFFEEF PG IOV TLFa b
—YarikEe L-GENZREGRIEAT.

i, BETBUIIBIT2EAN2ERE LTIE, FDAD»L, 200642 a2y va - 47
TI)AT 4w 7D P40 DF y A EN, F8 BiCiEA )/ 74 ¥ irinotecan (H ¥ 7 @
Campto®, FHF ¥ 2 ® Topotecin®) DEIEH % FHT 54 »X— 4% — UGT1Al Molecular
Assay 12 & B EBRETHRESAKFE S NI,

AR U LT, KEOKRFHELZED, Cox2 HERORIIER CTHE 3 KMIZDIZHEER

:E_knﬁ: REWZDIEPHREENTYSE, 20X ) BRATT, PG IEROMBES ik

BENZY —VLERY D BERERBFEEMTONATNS

—%,_tMEﬁ EATVRLEI IS HAR LY, BRESNTVRREITREATY R, #
WCHARDERIIENE SRS,

R DETIE, 77—V 2 hTA AT 7 =<3y /)37 ADZODHENE
BNTV5E, TRNENEROECENTEL TV, AEOE2E (11-2) CEREREHHEE
(Council of International Organizations of Medical Sciences: CIOMS) DEZH 42BN T 575, T2
TROEFET, EERKO [HF5E - %] (research and development: R&D) & W) BEZHW,
BROBRMTOREER? [77—<v23Y 2454 27 X] (pharmacogenetics: PGt), #WfZ& & EED
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B TRWONEMEL [77—~va% /32 Z] (pharmacogenomics: PGx) & LTHEZ 9.

RETE, COEEMRRAZD [IIF] CTHWwWLNAT7 7—<aV AT 47 A% AWIZERRER
ERE TR OBRRMEIZDOWT, REOCRBER L Z DFREIZDWT CIOMS LA — b TS
NicZ b dFEEL LTELTRIN,

11-1

T7—vaAY 25 ¢ 7 AEKRABOBIR
—BIROIEDFEE U T OEEEHREBRESFAREE—

77=RAVIRT A7 AEROLERERERE, 2T, EOLI R0, EDLLW0H,
FETHOELIN? ORI, SLOBRENFb>TVELOTHAE. KETHNS
CIOMS 77—~ 32V 237427 A - T—F 77 )V—7 (CIOMS Working Group on
Pharmacogenetics) THENENDEZ L DA VN OB ENLETHE, LI 5D, ThICE
ZBDIE R DL v,

FITCT)—F VTN =TTR, 77—<aV x5 17 AEAWEBRABROBFAHEE
BT AEMERRGL, TOMEE L, MY LAERRY T, HFRICEELL) L L.
1990 FERBEMSHFEMLHENE L o7, ZEF Y AIZE T CEE (evidence-based
medicine: EBM) 2HM T2 A v X3—iX, THPTHITITOALLT, CEBREL ZOEL
EHFFLIz. 7205, LR— D TR B BREEASFS hote 2 bhh, 72, HED
COBERAEBRBFO P E Yy ZIZBLTIEZWA YNN8, 2004 FEEHICL K- DEED
BREIHET AEE CLEERIERET, BRLVR-MIRBALZWI LIk o,
EIAHANTZD 2004 FHME, VAE—-FOBEFEET HEIZ, KETOH ) 2F (o xtLF
¥ paroxetin, /%% ¥ V@ Paxil®) DEARREBT IR -ERANOAEERRORE I FY 27 &
NeDo/zlW)IAF Y VIR EELL, T2 Z o T ICHERRBROZHFAHEEE
(clinical trial registry: CTR) 123§ 5 BILAMEREGICERIZE L o 72, 2004 £ 9 FiCix, B
HmEEERZEES (International Committee of Medical Journal Editors: ICMJE) #%, 621
DOERRAERP D% 7 7 ¥ FICET CBRABREHARGEICERIN TR WR ) HIXER%Z
FELEVWEVWIBERAEHLZZELS, EETHWAVALZEENALND L2k o723,

- HARTOLEN S A LN, 2004 48 10 HIZ(ER - EEDOT —F V77V —THREL SN, &F
bAYN—LLTEMLZ, HROEEOTHRL VX T L DEREF 21T\, 20054 6 A 12 UMIN
ERR AR B ERABHE (UMIN clinical trail registry: UMIN-CTR) #5A % — b L7z, H11-112%
DER—LR=VERT,
COERTOEADHRT, CIOMST =%V 77 NV—7TOF4 AhvvavPFEECHY,
BRI REEEHOHRIC [/ LEROBR ] 25 AR E N7, KED clinicaltrials.gov 72 & &
MELTEOERE M 11-2 1277, WHRPDOE 5 ERABEE SO E O T,
UMIN-CTR * Z DEDEHRDPNEDOER L %2720 DTH 5.

UMIN-CTR T 2006 4 1 AR TOMRLZRT. 317 RERF 24 RER, H8% TS/ LIFEHH
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FEIZVMAARS T4 TICHET S, $F0%0THY Y 7V EHEE L (sample repository)
BRBEFHZUET 2, TURANRT T4 TICBEFE 2 BRRBRSNE O RIREE (entry
criteria) & T 2%, BEOI A THHLP, TOHEBTIE, #2FTIEHELOIIFHVYTWE,
2N
P, BRTRZ0%, HAEELESRY ¥ — (Japan Pharmaceutical Information Center:
JAPIC) ® HAEMKIGEREE L V¥ —THHRRREEFAFDO Y AT AP EF), BEFT
37 AEROFIRCOEEFEIhE I L ko,
—7, RETRY Y TIVREFEEIZZINTEY, 2004 ERXDOFLAT, INFETICHER
R —D77—xAT 2374 7 AERAERSH 2,000 LHEFF SN TV D, BRTHHEN 2
EFRRTENL, S DMKRRBRTHEDLNLZ L ETFEINSG.

11-2

, CIOMS Working Group on Pharmacogenetics

CIOMS 77—V xdTA4 A -T=Fv 77 V-7 (CIOMS Working Group on
Pharmacogenetics) i, 2 EQOWEMAH T ET2002E2 Fic0y FYCRREL. Z0OH34E
by, B HREEEICBITALBLEI VY —F v M Lo T, 20054 2 AICLR—
FSEATE NI, EXDOEMKE HERFERORMK T H 11-3 IZR 7.

Kl 11-3 CIOMS Pharmacogenetics L' R~ FDEZA (2005) & BAER (2005).
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%£11-1 EISIEERICH T2 77—~ 22T 19 AOHRDE =

1997 WHO Report on Ethical Issues in Medical Genetics and Genetic Service

2000 - UNESCO Guidelines

2002 Nov EMEA/CPMP CPMP Position Paper on Terminology in Pharmacogenetics

2003 Jan CPMP Concept Paper on Pharmacogenetics “Briefing Meetings”

2003 Feb FDA Draft Guidance for Industry and FDA Reviewers, Multiplex Tests for
Heritable DNA Markers, Mutations and Expression Patterns

2003 Nov FDA Draft Guidance for Industry, Pharmacogenomic Data Submissions

2004 Jul EMEA Understanding the Terminology used in Pharmacogenetics

2005 Jan CIOMS Report: Pharmacogenetics: Towards improving treatment with
medicines

2005 Mar EMEA/CHMP Draft Guideline on briefing meetings: format and content

2005 Mar EMEA/CHMP Draft Concept Paper on the Development of a Guideline on Biobank
Issues Relevant to Pharmacogenetics

2005 Mar FDA Guidance for Industry, Pharmacogenomic Data Submissions

2005 Apr FDA Draft Preliminary Concept Paper: Drug-Diagnostic Co-Development

#£11-2 EISIEEICH 37 7—<aAV 2T 17 ADHEDENE

2001 Jun MHLW Clinical Pharmacokinetic Studies of Pharmaceuticals

2001  Jun MHLW Methods of Drug Interaction Studies

2001 Apr MHLW, MOE,MIT Ethics Guidelines for Human Genome/gene Analysis Research

2003 Apr JHSF WG report: Clinical Application of Pharmacogenomics” including
survey among industries

2003 Apr JHSF Symposium on Genomic-based Medicine 2003

2004 Jun ABPI/JPM R&D Conference 2004: Pharmacogenetics and Pharmacogenomics —
Perspectives in Regulatory science—

2004 Jun MHLW Draft notification: Submitting clinical trials information in which
pharmacogenomic approaches were used to the regulatory agency
for making a guidance document for pharmacogenomic approaches
on pharmaceutical developments '

2005 Feb MHLW, MOE,MIT Revised Tripartite Ministries guidelines

2005 Mar MHLW Notification: Submitting clinical trials information in which
pharmacogenomic approaches were used to the regulatory agency
for making a guidance document for pharmacogenomic approaches
on pharmaceutical developments ‘

2005 July JPMA Draft points for consideration on PGX trials

DT —FV T NV-TOEGD, HFREAROINTTORIC, WER, &Y, TRIRE
(Ethical, Legal and Social Implications: ELSI) D{EBIOHNDOHFTOMESITE, F11-1 & =
11-2 6;ﬁ<‘§‘. CIOMS i, 1949 4F(ZHtFREMBE (World Health Organization: WHO) & EE#
ERE (bR (United Nations Educational, Scientific and Cultural Organization: UNESCO) <
LR SN-RET, Ao, REEK, EESRELHEH, Zeltk EOFEEzToTw
B, EAREOE T, 20024 10 A ICHET SN [ACED B EMEEHZE O 720 0 E R HE
#4 ¥ 4 ] (International ethical guidelines for biomedical research involving human subjects)
BILLHMOLNTNS,

COT=FVTTN—=T DA IN—%FK11-3|Z7RT. CIOMS @ &9 % EEHEREIENT » A
RBEERTL, TZTWINGVARE2DO0BRSSH L. BLIZEEFONT VA, H210H
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2£11-3 CIOM 77—V 1R F A TR T—%2F
TW—=T DX N~

Regulators: Industry:

- Afssaps (France)

- Abbott Laboratories

- BfArM (Germany) - Aventis

- EMEA (London) - Bayer

- FDA (USA) - GlaxoSmithKline

- Health Canada - F. Hoffmann-La Roche

- Instytut Lekow (Poland) - Merck & Co

- MHRA (UK) - Novartis

- MHLW (Japan) - Pfizer

+ NAM (Finland) + Serono

- WHO - Schering-Plough
Academia; - Yamanouchi

- University of Tokyo

+ University of Copenhagen
+ Dr Mgrte Fischer-Bosch-Institut fiir klinische Pharmacologie

#£11-4 CIOMS 77—vaY z 251 7 ALF—
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