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FHOFEBF . INTOEENTWICHER TIFEL.
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NFEEWVEE RREBRAEAHTHDTEDIETY
AFEFFOCVKEWVDEZEZ FZEARICLTVET,
OUFv L VIBHEIRSICLIBR)

Positive Rechallenge

HOIEDEKRSRICERUCESERD. BR5%
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[C. BO—ERSULCTVF I45+—avInEE
RIFT DD ZRNDCELE, HEDSDAFTF A U
U, HDSAENEIRL. REREDIKRSZHR. D
BERUCEEC. AEICBREIUSAEDRECLEDIC

1) MBUE <THEAEERORRER. HEH_21—
AL~ —No0.145, 6-11 (2011)

2) CIOMS VI Working Group Report, Management
of Safety Information from Clinical Trials,
Appendix 7 (2005)

3) CIOMS IlI/V Working Group Report, Guidelines
for Preparing Core Clinical-Safety Information on
Drugs; Second edition, Including New Proposals
for Investigator's Brochures, p. 29 (1999): £4&
[FIRTEHERR

4) INHBEBETE7Z7YIT—EEINTWLD, FDA,
Center for Drug Evaluation and Research,
Manual of Policies and Procedures. MAPP
6010. 3 Rev. 1, Attachment B: Clinical Safety
Review of an NDA or BLA (10/10/2010)
http://www. fda. gov/downloads/AboutFDA/
Centers Offices/CDER/Manual of Policies
Procedures/UCM236905. pdf
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THCEDBESINDTA TOEETER (BRREE
OmEIVNO—ILEL. BDVEINICER T DIE
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Definitive (i. e., clearly defined, well documented

specific case histories)
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Time to Onset Plausible
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Positive Dechallenge

TFvLV VG HERRERZERELEIN. UFv
LIk EERERTIE T A TIEhDFETA. &
EERZS|ITREIUVCMDRANEZSNDEBEAIC
(F. FEDNETT, cEAF, BERECELD - Bt
WREIZL, BREDRSZHRIELUC24BR B MAICE
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Lack of Confounding Risk Factors
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Amount and duration of exposure consistent/

plausible with cause and effect

MAEYRE (RAMPREE. R NEEGE) ©
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Corroboration of the accuracy of the case history
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ZHULE T, HRENRRUCIENTTIVERZRER
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5) EBE4EEELZLBEASERR. BREBRDICOHDHR

EEMREI EEEFEE10475. EHI10FE118A30H.
www. pmda. go. jp/ich/e/e9_98_11_30. pdf

B) <ITDDZEUZERFETD. [<TDDLZEUZERZET
BRI VATV T4ANE 2012F1H

JPMA News Letter No.151(2012/09)



10

THCLLD. BEEZRNDFHIZUCRICHEREIC [CD

KO BEICUCCEFHDDOEIN? I EVNDER

ZIHCEBHEECT, — /5. BRENEVINZTH

BECEDRURIBLUTCWVWDERD DD, AEREE N

THTHICRIEULDDEFHATEDHESE., AREFR

DOEENLAREMEIFIENEFER CED TULD,

O ZDIEFIDIZSASH TEZICEHETES
Case clear-cut, easily evaluated
BEERZEFHRBUIEAICHERICIT OICRERR

P, TOEADERIER. RAKERIEDNSEZICET

MCEDHBECTY, AR E—FwYrPUILF—

DEIEDSHHEHREN DDEZIHABIKSINTSH

D, TOEEDEZTERDHRESN VLD fZEL

FI. WHRITHEICEOTLVDEE. BEDAD. E—

FTYYDRZERITC. BN@EHES, 12BAICTF

TJ4o5F—avizEie LEUTc. CDBEEICIE.

TFI45FI—RIDFZFDENRETIFFEL, E—

FTYYHRRERTHDEVSHIENERICTEEIT,

O HAAENERETH S OTEEMDYEL)
Co-medication unlikely to play a role
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Lack of alternative explanation
<IDEFEERORRERZERE. BEAICFHA

D TIFEL BEUHNDRRZEETDFECTI,

CNFTRRBEBHRZEEE CELEV DIRSFZILTEZ

THHOHFT, BEELCEF. BABNDMDIURD

RF (BHERE. afHtiE. REOIKE, HRBELEL)

[CHTDTRIFEEBINEILENDCETT, [RHEA

(FBEDOAEV., RABIFAIGEMNIER(CEL. R

HCI&E o HDHABEMIFEUNEWV]EWNDIKIZ TDH

COEECHTEERDET, MOURITIERICKTSD

B, 8IS [MhICEHBBCEDRANERU] ¥

EINETIEFHOFETAL. ARERICHTDELIA

HIKFLTHWIFEB A

@ Z Dfth. JASRE(E (548) EERIC & 2 MR
Investigator's causality assessment
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7) BEEEEBBEESRBEA. ABRRBROICESNDITERME
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H. www. pmda. go. jp/ich/e/e2a_95_3_20. pdf
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Cannot-be-ruled-out
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