PMDA Updates

(Adonis ramosa) 2016 ﬂi 2 H %

News
1. BR2TEEJCARBRTE 747 BE - REMHREDO-HODOER BTN (WHOL
DEHEH)I1(1A14, 15, 18H)

1 A 14,15,18 BIZ.PMDA (X, NV T STLaAVRROT-EVT I IRF R - N LOFRF S
BIEEE 9 BEXRIZ. 1) PMDA OMEBBIELDIVFUOESBTRICEITAMERT-%F. 2) Good
Clinical Practice (GCP)FRE . 3) IBEMEREETE. 4) Good Manufacturing Practice (GMP)SRZ . 5) Tk
BREEXE.ITDODVTHHEEZEHLE L=, AFHEL. L 1TEGE A E 7 F11#4E (Japan International
Cooperation Agency; JICA) AT SREATHEI VU F L R E -T2 MHERDT=H D ERIETE KR
fE(WHO LDEEEH) ID—RELTEHEINZLDT, RAHEDZEENCEEICHEERLGHERT
Ho-EDFHBETL = KBHEIX. DO F U DOEE - FERICHNSEREREMBEDREERILICRIT, &
THITRERVEREEMED AMBENRILEZBIET OO —=25% PMDA hobiRHETHIE
&Y. SE-#E,. VDVWTEEFEODALORBHEEDRLIZFEELTIKEDTY,

2. ER21EETL— 7 BB #HEEconomic Partnershlp Program(EPP)Eﬁ%%Ed)iﬁﬂva
LJ(1R27~29H) : [
1827~298(2. PMDAIL. RL—7 D

ML BIELESRERARIC, ERESBZD
BREUVEAZIEE HERBSRUERR
EREBOT—RRIT(EEL), GCP,
Quality Management System (QMS) . T 8k
BZexE. PMDAOBRYBL EREB R
VERKGERAKEREICEYT IHHEE
EmLEL,

APHEIL, JICANEET HYL—LTE
ABHETEPP ERMIBOBRFI AT LIZE
FRSNE2ABHFEAEREESEMH
(Japan International Corporation of Welfare
Services; JICWELS) oD EFEZFZITTERINI-LD T, ATHEDZBENCEREICHEERLGERT
HoEDFHETLz, YL—U 7 TR BRIIEREKBDOHREBEDOHRE LN TOET . YL—
TORGNLEBEHEN, APHEZRL T, BRADEREHFRHCODVWTEBRZROHIEICKRY ., HEE
BEEDEREEZILOHELIZ. IL—2TOARDRBEEDA LIZHEETHILITDEMNDEEZEAT
WEJ,

REBBLENDKRTE

M Pharmaceuticals and Medical Devices Agency, Japan



PMDA Updates 2 A& 2 R—

English translations of review reports
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http://www.pmda.go jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information
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Regenerative Medicine and Its cultural Impact
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1) Challenges for the approval of anti-cancer immunotherapeutic drugs
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