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2. ARISE-PMDA Joint symposium for Asian Clinical Trial
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3. PMDA-ATC Pharmaceuticals Review Webinar for JICA trainees 2022

7H13~15B R U198 M4HTEIZ41=Y . PMDAIZIPMDA-ATC Pharmaceuticals Review Webinar for
JICA trainees 2022 1% JICA (I {TBUE AERRH N H48) CH R CRMLEL - A VzEF—IZE. 45
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https://www.pmda.go.jp/int—activities/symposia/0113.html
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5. APEC Center of Excellence Workshop: PMDA-ATC Medical Devices Workshop 2022 — IMDRF
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APEC Center of Excellence Workshop ng

PMDA-ATC
Medical Devices Workshop 2022

Explanation of/Insight into IMDRF Documents
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PMDA7 U7 EE M- EEMEN —=24 2 2—(PMDA-ATC)TlX. TAPEC Center of Excellence
Workshop: PMDA-ATC Medical Devices Workshop 2022 - IMDRFXXZ DAL R 121178 (FLYSF
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H . A EF—IFAsia-Pacific Economic Cooperation (APEC) Life Sciences Innovation Forum
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APEC Center of Excellence Workshop: PMDA-ATC Medical Devices Workshop 2022 il S E E5E
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https://www.pmda.gojp/english/symposia/0239.html

6. PMDA-ATC Medical Devices Webinar 2022 S iN&E H LR

PMDA-ATC
% Medical Devices Webinar 2022

- Implementation and Adaptation of IMDRF documents
in the lapanese Medical Device Regulations -
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PMDA-ATC Medical Devices Webinar 2022 D E¥#iE FEEMFEIC DOV TIXUTESELIIZSLY,

https://www.pmda.go.jp/english/symposia/0240.html
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PMDA-ATC Medical Devices Webinar 2022 — IMDRFXXZEMiRBALFE ) (11B14~16H)
https://www.pmda.go.jp/english/symposia/0239.html
» [PMDA-ATC Medical Devices Webinar 2022 — IMDRFXZNE N EBREIFHHANDEA LF1T]
(11H28~30H)
https://www.pmda.go.jp/english/symposia/0240.html
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B PMDA-ATC Medical Devices Review E-=5—=245 0— AN M EERTIZERII LU TE TS BZEN(GE
DM
https://www.pmda.go jp/english/int—activities/training—center/0006.html

< Medical Device Review: CGontent List> Total: 107 min

No. | Title Duration
1 Medical Device and In Vitro Diagnostic (IVD) Regulations 7 min
2 Review of Medical Devices 4 min
3 Review of In Vitro Diagnostics (IVDs) 4 min
4 Medical Device Unit 4 min
5 Review of Medical Devices and International Harmonization 11 min
6 Biological Safety 9 min
7 QMS Inspection for Medical Devices 14 min
8 MDSAP 10 min
9 QMS and Safety Measures 4 min
10 | International Standardization of Medical Devices 12 min
11 Clinical Evaluation of Medical Devices 14 min
12 Post—market Safety Measures for Medical Devices 14 min

8. PMDA-ATC E-S—=4 #iRa T vyDamMm
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English Translations of Review Reports
PMDA 974 A R TABL TV ABEREEERD . RFOBRAEHHNLLLET,
EXS

https://www.pmda.go jp/english/review—services/reviews/approved-information/drugs/0001.html
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https://www.pmda.go.jp/english/review—services/reviews/approved—information/devices/0003.html
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Safety Information
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https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html
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Events
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9 A 11-138 RAPS Convergence 2022 TJI=wHR
9 A12-15H PMDA-ATC & U.S. FDA Pediatric Review Webinar 2022 N—FYIILRE
98 12-16 H IMDRF EEEEZE & Ik=—
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Reports from Overseas
BNERICEHELTLWABEN L, R TOEHZHETALET,

T I2VHEZESIT (African Medicines Agency) ED 11

SHED 7 AIZ DIA Global Forum IZE2&EiE = EMA BB MW E1ZE L 1=52EU mobilizes cooperation with
African Medicines Agencyl*1 [Z2DWWTEBNMLI=WEBWET , PI2VAEERTOERNIETIUAKES
B CTRENMRIISN-EEH~NDTIEREA LT H-OIC. EXERBUED N FHEETCEERDRHI
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RFV TIWXF TP AAIN—2  FYR  IOTR AR  A—F . F=7 . 7). E—UIv X, EOYD,
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2022 F4EE, F—L-3—Ov/S(BMEER.EMA EU MBETHINILF— TR FAM Y EIL
A)VEFAYBHEESD) L. §1% 5 FRTI1 E1—DOLUEEEHT. TIVHEERKTELUVTIY
AOEEZBRHFABITHL., #Hig -ERLANILTKIEEITOFETHALERERLELZ, COHMAITKY.,
TI2VAEERTHEFRREHE (WHO) DRIEZEHTHLITIVHAKEDEREED-OHIZKRE. HX. M
DEMBELEEREVIFUOOBRBEHERT I-ODRHEBEETILEERTESLIITHYET &
512 EMA (& WHO &AL, EU A TOBRFGEZBEL-BEIBOSVErRADEERESUVTIFY
[COVWTHEMERZRETIIENTEET , COFHEEIL. EU-Medicines for all(EU-M4all32) &FF(E
hTHY, PERSEDRFILEE. EFROA T HF—N\—DHREZHNBE~ADSNEFEUNNTTNET,

OLEB N EEICKY, REEBOEEZET. BoN-BHLBAOEREZENERTLIEN
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COFILEREDHFLBEORYEAICLY . RETEEEOEVVEEMN IV E(EEZEIADLE
[CEREICBITONAZENETFTEFTHIFINET,

1) EBZE: https://www.sciencedirect.com/science/article/pii/S0264410X22008271
2) EU-M4all: https://www.ema.europa.eu/en/partners—networks/international—activities/medicines—
assessed—under—eu—m4all-procedure
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