w=— PMDA Updates

20221 A%

News

1. BRREERIYFEOIRE

FERFTELTEOTEIEVET, - -

OOFMAL3ERENAEL, MELPMDAIX. BAER
DREEXAD-H.BE-RE-HEDEEET. COVID-
EERSZFIILHETIHRALGRAITH L., AFKERTD
BE. LRLGEE. MREDZTEXWRFIIRALTSYFEL
f=o

FIOOVKBREORITHIERLDDHYET A, PMDA
DEBIERORBEE -HELEFOMBFICTARGER
THY. FFTHILFFSNFEEA 1AT1B LY. BPR/DX
(Business Process Re—engineering/Digital Transformation) #f
EEZHREL. FBREOmMMAZEEIEL. ZLTPMDAZ
Rt REEZ SERICELLSETSYET,

FAITBLAE LLKE . PMDARE B ALY EIE 0T A5 LIl
WEDBWLWAL BE—A—AEDIZIa=F—3vF KXY
[CL. FEE12 AR TERIC900R R A B LB ATHKET
WELE.BEDEFEEE AL, PMDANRKIED WEHIET
EEHLD . ELGAHWEETITOTLEFET,

9 .PMDADF REAMGZARMELEL T, TO/N—AMD
RA-BR-EE. ZLT, ZICEIT-DXHEED O DEBBRELIBITTVET , DXEHEL. BISRIE
FBETAHLTHEDILHELBECTIZEHELET . CORMAITAMDEEIZLEEEL. PMDAD
BELEEZEEICOLAMNDILDEEELTLET,

REIC.PMDALBEZEZECHA-HRDHOW IR T—IRILE —DEKREORELGISa=r—23
VEEHERAFRDOBILESIZMEESH TSVET, LT AT—IRILT —DEREDHBEIZKY . HED
ZAECBRITH L, HERZ)—F I ARAFNEBELTOEFEREZLTSYFET,

SEIENERICESOTEINEIZLGDIITEL ADFHEDTHRIELESE TV ZEET,

BREER

2. PMDA-ATC GMP Inspection Webinar 2021
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PMDA-ATC GMP Inspection Webinar 2021 DX TRz T H A EZSBIFEELY,
https://www.pmda.go.jp/english/symposia/0229.html

3. MDSAP Forum 2021
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1)  https://www.fda.gov/media/144883/download

2) MDSAP Affiliate A2 /\—&(d, MDSAP DIAEERIFEE R ELXEAL MDSAP DEBIZXH
TEHERBEBDIEL, CNETTILELFU BERUVDUAR—ILNAN—ELTRESNTLE
ERR

3) https://www.pmda.go jp/english/review—services/gmp—gms—gctp/0004.html
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ICMRA Dz 7 H A D EEITLVELT =,
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A ICMRA 3y rDEMIETEE) 7 ICMRA DT TIR—) 2 TS HLIFEELY,
https://www.icmra.info/drupal/en/meetings/2021Brazil
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https://www.pmda.go.jp/int—activities/symposia/0106.html

6. PMDA-ATC Pharmaceuticals Review Webinar 2021

12 A 18 H~21 H. [PMDA-ATC Pharmaceuticals Review Webinar 2021 |ZBfELEL -, AU TEF—IL
EELBEERICEOLIBNEFNYEBEZXNREL. AVR. AVRRVT DAV  IFFET. U
CTIET B4 . BE. . T4IEV . TSV . FE ETIVH. Zvo7—0 12 OE-HhgENSET 34 BHS
mLZELT=,

SMEFEZFEHFELLT. PMDA-ATC ES—= 45 0—REEREE 1IZT. Good Laboratory Practice
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PMDA-ATC Pharmaceuticals Review Webinar 2021 QF#l(E Fie 7z 7 YA hETSHEES0N,
https://www.pmda.go.jp/english/symposia/0216.html
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PMDA Tl& 2020 £ 1 B&Y PMDA-ATC E-5—Z=VF VAT LFRELTWVET , §&. COVID-19 AK
NEWMAEEROBEERIZET I IVTUYEBMLELEOTH LB =LET,

ARJTYTIE, COVID-19 AZHEDELABEHFERVZOFET TRESIN-ZE. RFE. uK
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https://www.pmda.go.jp/int—activities/training—center/0005.html
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Measures against COVID-19
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English Translations of Review Reports
PMDA Dz JH A TARL TV O EEREEZRRD . RFOBEIEH Mo ELES,
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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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%némi’\ﬁﬁ (FM3FE12/17H)
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/devices/0035.html

EXMA EALOIEOUETHEREM(FM451 A6 H)
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https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0370.html
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EXEM EREBEFRLMETR No.38I(FM44£1 A 18 H)
1. RIRIZBITEEHEBOR)I7—IL—REDBHFEEHHFIZDNT
2. EELGEMERZICATLER
(117423 ERIERRIE
3. HALOEEDHRETIZONT(ZM 329)
(1)aaF 24/ ILRIERRD) 2 RNA T49F 2 (SARS-CoV-2) i (11 4)
4. TMRERAEOHNZEE—E
REEMRAEFE (FF451 818 H)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0161.html

Events
PMDA N EF-EEMEFEL TSI LER=H
=15 EY £ FRHEIS R
1H31B.282-48 PMDA-ATC Pharmacovigilance Webinar 2022 N—FYILEE
3 A 15-16 H ICH EEZERHHESR N—FYILEE
3 A 29-31 H % 34 [8] DIA XM ES zift“’&'{_

Reports from Overseas
BAEBICEELTLSEEN S, MM TOFEHEHSTALET .

Regulatory Science Research Needs initiative

PMDA %> EMA Z&& . L DOHDRFIHFBIE. BEIAICHEZL -0 LEHREMNLEMIC.
Regulatory Science ZH#EL TLVET , 2020 4 3 A IZ/AFR S 1= Regulatory Science to 2025 "EREIEN S
EARIETEIICANA T, EMA £ 2021 £ 12 A 15 B3 T, BB ISADEFHNLEEREFIATESLIIC.
BRLARKOX vy ITZ2BO . EXERAR -TMEHNETI-HICELLIHARILLEL Regulatory
Science [CRAT BURMEARLELE=?, AYAME. EMA DRIZRZELSOHEEREDEE. T-. 9\ 8 E
FARCEELGEERADAE A )44 —hoDERBERICEIDESMERINEL: ¥ 2O KSR
% EMA DARTHDIEHOTT,. AARIZEY . ARBFOLESRERAILZ(FON-NEICERYVBEL S
O HREEZBLTHON-MBRCERERAF LB EREETLHILZRTEMASHYET 1 B 18 HIZIE.
AEHAZERBN T 500 IESF—D RSN, ZB.EMA DT YA TRENARINDIFETT
Y EU TEDLSHABMNEREF M TLEINEHEEL, BATEKNFZATOWIRNARLLE T AL
B LhFEE A

1) https://www.ema.europa.eu/en/documents/regulatory—procedural—guideline/ema-regulatory—science—
2025-strategic—reflection_en.pdf
2) https://www.ema.europa.eu/en/documents/other/regulatory—science-research—needs_en.pdf

3) https://www.ema.europa.eu/en/news/ema-launches—regulatory—science—research—needs—initiative

4) https://www.ema.europa.eu/en/events/regulatory—science-research-needs—launch—event
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