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12 B 4~8 H. IMDRF (International Medical Device Regulators Forum) Lo ANJEEITIE:E% PMDA
THI#ELZELT=, IMDRF [CEITHL U AR EZEIL 2014 £ 9 A IMDRF BEEEZEE L THEEMNRKBEINT
LIS, CNFETIZLOAM) D EHXZE "Principles of International System of Registries Linked to Other
Data Sources and Tools” EL U AR T—42M ERIZEE T %%/ X E "Methodological Principles in the
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2. PMDA-ATC MRCT Seminar 2018

18 15~18H. PMDAIE, PMDA-ATC Multi-
Regional Clinical Trial (MRCT) Seminar 2018%
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SZERBRAICE EREERLIVE TN —A—AITFEShFEL

7535 . PMDA-ATC MRCT Seminar 2018(M 5¥#l (X FELURLE S BRLFZELY,

http://www.pmda.go.jp/english/symposia/0117.html
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3. ISO TC194 WG4£:S

1 A 23 H~24 8., kE7—"')> ;2D AAMI(Association for the Advancement of Medical
Instrumentation. EESBIREIZS )IZTISO TC194 WG4 £EMNBEIN . EFEHHASEE 1 EMNHE
LFELT=, *

ISO TC194 WG4 (I, EEHIE DERKRHRIZERS
GCP & (ISO 14155) DRETFZITHERYITHY.
RILF—DERAVN—DHEOHDIERDELE. 2015 F
&Y ISO 14155:2011 DHETEXZTT>TE&EL=. A
AL, 1SO14155: 2011 ZEHEER GCP AR/ LRIFD
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SEINEETIE. EERH LTz Committee Draft(FERRE) IZFEoN-EEERNZTERDIAVE
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performance, effectiveness or safety”&at, BKIZH T EEMEISFIFMICLAIL =& ELYELT-,
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English translations of review reports
PMDA 974 A R TABL TV ABEREBERD, RHFOBRAEHHNLLLET,

EEH

http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information

EEM ERUBEFRTLIERE®R No. 350 (FM305£E2 A6 H)
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0157.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0319.html
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REBAR/ARE CERL 30 £ 2 A 23 A)
http://www.pmda.go jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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Reports from overseas
BENEBICHELTO B EN L, B TOEEEZHTALET .

EMA L EU EERFLB ORI ZEC-EXRDREFRBEEADX G

EMA L EU RERFEBIE. EEROREFBRPREEER~NOXICEEERM CTHIMSE LI E
HMIZEAEHL . BEBMICHHZEDTLET,

CHEETIX. EEROREFRBRERRLI-BGEOHADZEICLIBEYLEREGOER., Wi
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18 ¥ A M USP IREZFIRYIRHST

1 B 25 BIZ. XEERBH 1 (United States Pharmacopeial Convention; USP) B B2 X RICAARER
A(HBBR) RV USPIREIZEITHEHNETEHKRTOIHKIEFIEEFEL, SEIOHFK KR TIL. PMDA RUH
BOEE,  HEEUSP EDEE., ZLTRESABPICREL-MERADRYILE., EMLERMIT. RER
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M Pharmaceuticals and Medical Devices Agency, Japan


http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/risk-communications/0001.html

PMDA Updates 2 A& 5 R—

[CEAT B OMDEMZIEE. USP AN 2 BREIDIH ABEFRIEKICEKRERLTWSHFAEZEL
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MLTINODRBEIZS|IEHMEMYMA, USP ENELLHEEICEMLTLELWNEEZTVET,

REZITHEYELIZM.USP IZBITHFHEX R BRRAHBSZIRETEEEL T Dr. Kevin Moore U
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