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2. PMDA-ATC Reprocessed Single-Use Medical Devices (R-SUD) Webinar 2021 for Thai FDA
7H16H . PMDAIXIPMDA-ATC Reprocessed Single-Use Medical Devices (R-SUD) Webinar 2021 for
Thai FDAIZREWLEL . AVzEFT—F EREERETECEREHICELLI 2/ TERESE B
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3. PMDA-ATC GMP Webinar 2021 for FDA Philippines
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9 A 10 B (£)2:00~9:00 Pre—conference Workshop: Japan Regulatory Essentials of
MDs/IVDs - Seeking Innovation into the Regulation

9 A 13 H(A)23:00~ Health Authority Forum: Japan

24:00

9 A 13 H(H)23:00~ Points for Conducting an Effective Global Clinical Trial

24:00 Through Experiences in US—Japan HBD Collaborative
Activities
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https://www.raps.org/convergence-2021/register
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5. PMDA-ATC Medical Devices Review E-5—=>4 a— X $iiRBIE%
PMDA-ATC Medical Devices Webinar 2021 & N& S ER14
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1# . A EF—IZL Asia—Pacific Economic Cooperation (APEC) Life Sciences Innovation Forum
(LSIF), Regulatory Harmonization Steering Committee (RHSC) D Center of Excellence (CoE) 7—4 3w
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PMDA-ATC Medical Devices Webinar 2021 MDFMIESFSEEMBICDVDTIFLUTESERIZE0Y,
https://www.pmda.go.jp/english/symposia/0213.html

6. PMDA-ATC GMP Inspection Webinar 2021 S0 S B4
i | PMDA-ATC with the support of PIC/S
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Pharmaceutical Inspection Co—operation Scheme) DR FAD T ChESNFE T,

PMDA-ATC GMP Inspection Webinar 2021 DEFHIEEEEMBIC DOV TIIU T ES RIS,
https://www.pmda.go.jp/english/symposia/0215.html
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7. PMDA-ATC Pharmaceuticals Review E-5—=>%40—X ¥R
PMDA-ATC Pharmaceuticals Review Webinar 2021 &1& 5 £ 518
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https://www.pmda.go.jp/english/int-activities/training-center/0006.html
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https://www.pmda.go.jp/english/symposia/0216.html
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8. PMDA-ATC E-S—=UFJHBEar T YD:EM
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Measures against COVID-19 E®E 2021.4.1

Measures against COVID-19
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1. Review

2. Safety 2020.10.31
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|Review |

First-in-human Studies

(#7#8) FIHESH AT 207 v ERBALE L .
1. Review TeamsCh
2. Application Dossierth
3. Review Processth
4. Japanese Pharmacopogia (JP)th
5. Review of Generic Drugsth
6. Review of Bigsimilars Cn
[ 7. Eirst-in-Human Studies  New! ]

Safety
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Good Laboratory Practice (GLP)

GXP

3. Rebe! 2020.10.31

4 Meccal Device

[ 5. GxP

8. PMDA Efforts 2020.10.31
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1. GMP/GCTP Inspectionty
2. Good Laboratory Practicey  New!

[ 3. Toxicology Studiesn  New! ]

PMDA Efforts

English Translations of Review Reports
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https://www.pmda.qgo.jp/english/review-services/reviews/approved-information/drugs/0001.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/0370.html
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html
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Reports from Overseas
BHAEBICEHELTLWSEEN L. R TOEHZHEALET,
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EMA (& 7 A L A]IZ electronic product information (ePl, B F MG H &) (CEATHEHDT—2
LayvTERMELELZ .7 A 5 BICEEINI=7—92 3y T TIL, Pl IZEAT2HROE R L 2AMT
BENRRT—IHRILE—IZBNEN. 7 B 6~8 BICEESN=-7—0L 3y T TIIEYEMMLZRNENE
NENFELIz. SNEDT—92avT 1L, 6 BIZARSNI-EFRAEERD eP1 2T 5 EU £EBEEE(R)
AT HEREEFEHETA-OICHESNEL-, 20D EU X@BEEOCERKIZAF-O0—FIvTIER
FERETITRBIESNSFETT,

ePl [CEA9 HEUHA (E. HABIE (SmPC) VORI XE(PLIZEECERREZTEDELITRILIITH
ETHEFEHND—IRELT. 2017 E3 BICHMEBEESHNFEEH-REE YOZTNIZHEVVEKEESNTZEMA D
ToarTo50 AIZEYIRFEYELIZ, Dk, 2018 A D 2019 FIThHzUEREIh = ERERE T, 2020
F1AIC.EFRAEERD Pl IZEATIERAH M ARINELZY,

HATIX 2021 E8 B 1 Bhb. SYBENODRELGERER. EEBRZEOERZRET S0, Kt
XEDBFIEMNIRFYEL Iz, £, IPRP(EREZRHNLB/EIOISL) TEEEHDEFIANILYT
(CEET B HARIA B SR A BRIA SN EL T O, ePl OEFEA (X, EU I TII<KERNLE AN LE5ED
R FEBEINET,

1) https://www.ema.europa.eu/en/events/epi-information-workshop-exploratory-workshop

2) https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/draft-eu-common-
standard-electronic-product-information-human-medicines-epi_en.pdf

3) https://ec.europa.eu/health/sites/default/files/files/documents/2017 03 report smpc-pl_en.pdf

4) https://www.ema.europa.eu/en/documents/other/european-medicines-agency-action-plan-
related-european-commissions-recommendations-product en.pdf

5) https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/electronic-product-
information-human-medicines-european-union-key-principles en.pdf

6) https://www.iprp.global/news/iprp-7th-meeting-public-statement
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