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APEC Center of Excellence Workshop: PMDA-ATC Medical Devices Workshop 2022 -Explanation
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https://www.pmda.go.jp/english/symposia/0239.html
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PMDA-ATC Medical Devices Webinar 2022 D ¥#l(X T2z TS A E TS BIEELY,
https://www.pmda.go.jp/english/symposia/0240.html
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6. PMDA-ATC Pharmaceuticals Review Webinar 2022

20224£12H6H ~8H . TPMDA-ATC Pharmaceuticals Review Webinar 2022 1ZB{ELEL=. Ao zE
TEEEREBEXRBICELLIBNRHMNERBEERIREL. TELNNMOY AR ARV T,
DHUE  TOTN IFAET YOO TIET . RUSVH, BE . A7 hE., F). /\FRE,
T4VEY  BE. . IL—I7 D160 E - gAMb E358 NS mLELT,

SMEE. BAFEZELT.PMDA-ATC E-5—=V a—REEROEEIZRELI-LT. A 354
UREADEIF—IZSMLELIZ BB FIEORREE. BHBKRT —2Z2MALELRAREER.
COVID-19I=xt 9 BRI E D BEKICEA T B BERVERNEZTVEL 2BBICE. FLERAEE
MOBERERICETIZEZERUVYT—RRAT4ELTY IIL—T5tEE T ELT=, 3B BIZIX. CMC(Chemistry,
Manufacturing and Control) BERPU IR I EERBEEET —VELERZRR VT IL—THEEFTLE

LT, BERR U T7)T—421d. PMDAREE N #5HELT-,

M Pharmaceuticals and Medical Devices Agency, Japan


https://www.pmda.go.jp/int-activities/symposia/0127.html

PMDA Updates 1 A& ER—

- -

B EFVEBRGFERTHHEL —7a—T11r—43—  FEBT7OTEEM-ERHEHNL—Z0T
tUs—R. EBERFLEER

T ER - FERMPE

T YEF—8mE

PMDA-ATC Pharmaceuticals Review Webinar 2022 Q&#lIE TSROz T H A2 TS HBEELY,
https://www.pmda.go.jp/english/symposia/0241.html
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PMDA & JPMA Joint Session, How Japanese Regulatory Authority and Industry Responded to Manage
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(M (safety) Risk Management plan (RMP) . ©
Risk Man ent Plan
What is the RMP?
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Review

Prnda

Risk Management Plan

What is the RMP?

English Translations of Review Reports

PMDA Dz H A FTRARLTWSEEREERNRD . ZFOB/BHENZHMOELET .

EXR
https://www.pmda.go.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/safety—info/0162.html
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KEEMRARF (HF5F1A128)

https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html
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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
PMDA MEEF-[TEMEFELTLSELEREE
HEF £ £ GRS
2 H6-9H PMDA-ATC Pharmacovigilance Webinar 2023 N—FyILEE
2 B 22 H GCP symposi.um PMDA-ATC GCP case study seminar 2023 in Py
Bangkok, Thailand
3 A 22-24H % 35 [@] DIA FRINES N—tI
3 H 2728 H ICH EEZE=PHEE A—Hrx

Reports from Overseas
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JOF - A—0ysRIE, 1991 FITHRII SN BN O EFMMEEZOEMREFA THIHMNHER
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(ePIL : Electronic Patient Information Leaflet) . )45 DR, Bz FHAAHEZ EY (GMOs) EZD
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EMA H 51, ICMRA (International Coalition of Medicines Regulatory Authorities) D) EBE//\1 T
JyRFAED /1Oy MKR., OPEN A AR =27 F T (iHEE. CMC DH#RIEZE. PRIME & &,
COVID-19 DIEBRE NI RO ARBERISERE)  EPNLEET7IO—FEXIETHIMEM/R—L3
24" JL—7(QIG : Quality innovation Group) DXL E DEEGAIZDOWLTERBNT S ELT -,

Ff-. SEIORETIL. EMA, FUNREBEESERESR - x1 G (HERA : European Health Emergency
Preparedness and Response Authority) . BRI &R T B EE 22— (ECDC : European Centre for
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L2, DIFUEFEADT=6HBLY (Vaccine hesitancy) (ST 5102, EEREDBEVLERR. B
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1) Vaccines Europe https://www.vaccineseurope.eu/
2) First European Medicines Agency — Vaccines Europe meeting
https://www.ema.europa.eu/en/events/first—european—medicines—agency—-vaccines—europe—

meeting
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