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News

1. PMDA-ATC Pharmaceuticals Review Seminar for JICA trainees 2023

78 20~21 BRU 24~26 B 5 BREIZH1=Y . PMDA [XPMDA-ATC Pharmaceuticals Review
Seminar for JICA trainees 2023 |24 37 1TIBUE A EFE 1% 71 #5848 (Japan International Cooperation Agency,
JICA) LRI TRMLEL 2o R EIF—ICIE AVRRVT . IO TR BTAE—IN N\T 5T, T35
DI SARDGE 6 BMSMLELIz. 1 HE.2 BEIEERD PMDA ICT. EENETREBRELXRZE
L.PMDA OBIE. BEADEESRAREE. EXRRTEXIEK. GCP/GLP BEERIIDVTHEREZZHELE
L7=. 3 BEMSIE PMDA LEX T D HAHEILRICHEEIL . thF BIEADERFITE., GMP EE(ZDNT
DEREZZEBLELZ. TOR. TAHEEXRASHBRUVREESMASHOBHICIVEEERERE
L. F-ELURDBAICLYVELEESTREMERFE LI —RUELEEREMIEEL 2—FFHRL
FL1-,

FHEE FXIERBICBDICRELERREZETOEL . HBEICKOVESFIRMETE-ILIL PMDA &L
THREELLIETT,

2. PMDA-ATC Regenerative Medical Products FIH Webinar 2023 for NPRA, Malaysia

7 B 26 B. PMDA [X[PMDA-ATC Regenerative Medical Products FIH Webinar 2023 for NPRA,
Malaysia |Z ALV =LELTz, RVzEFT—F EMENRFNOEEZ ITEHLLITIL—LT7TEREERRA
#| FF (National Pharmaceutical Regulatory Agency, NPRA)EEEZXI&R EL. 23 &S MLEL=, vxE
F—DT—RIETHEEREE RO First in Human (FIH) REETHY . PMDA BEERESEEERKLYA
ADH|EAS PMDA DRREEEFBNLEL=,

514 PMDA (X, FL—=2F DR FE L1z NPRA DRENERIEICERL TEVWET,

3. APEC Center of Excellence Workshop: PMDA-ATC Medical Devices Workshop 2023 & N3
5 il

@» APEC Center of Excellence Workshop

Asla-Pacific

"~ PMDA-ATC Medical Devices

on-Line Workshop 2023 ;5

PMDA 7o 7EE & EEMI N —=2 2 2—(PMDA-ATC)TIX. TAPEC Center of Excellence
Workshop: PMDA-ATC Medical Devices Workshop 20231% 11 B 14~16 HOBETYTITLE AT LA
o> THMMELNLET,

AOIEF—IE. EREEBRUVANZCHBAEEROBE4IBL IS BNBRHLUEBAZHREL. S
NENEREEBES R Y B I74+—5 L (International Medical Device Regulators Forum, IMDRF) 3XZ(Z
I -EEEBRFOERREMIE I XD REEE AT L, EEEISORKTHE & U HER
BEEMNKICEATIEEMBRFOER. RBBEDRNEZAIEIZE-T. SMEBSDE i
DIRFAFI ORISR IEIZDRIT IS EIRM T HIELEBMELTULET,
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TE. AIEF—I% Asia—Pacific Economic Cooperation (APEC) Regulatory Harmonization Steering
Committee (RHSC) @ Center of Excellence (CoE) 7—4< 3w L TRV -LET A, APEC #ZFE LL
NORFEBBRMAOSMEZITFTET,

APEC Center of Excellence Workshop: PMDA-ATC Medical Devices Workshop 2023 M Etifit S EE1E
[ZDWTIEULTESRBZEL,

https://www.pmda.go.jp/english/symposia/0276.html

4. PMDA-ATC Medical Devices Seminar 2023 S N& & £ B18

PMDA-ATC |
Medical Devices Semiha

In-Pgrson 2023

Training

PMDA 7o 7 EE & - EEMI N —=27 22 2—(PMDA-ATC)TlX. TPMDA-ATC Medical Devices

Seminar 20231% 12 A 5~7 HOBRETHE/NAHFIH BB E% PMDA [THEFLEAELLET,

AKEIF—IL. EEMBIRTENZETREZRE S (in vitro diagnostics, IVD) DEEBEJEZRREL. K
D IVD-IVD EFEEZDRH, ARBEDRN., T1-. EREEEEII R H 4 BH 74— L(nternational
Medical Device Regulators Forum, IMDRF) X Z (2t s - EEE IS RF OERFAFMIZE DN RY
EREBRVTOVSLEREBOBEERSEFAILEIZE- T, SMEBSDE - i D RFHAFI DB
HoRLICDRIT AR ZFIRIE T HILEBMELTLET,

PMDA-ATC Medical Devices Seminar 2023 M FFMIEE R EMEIZ DV TIELUTESRIZELY,

https://www.pmda.go.jp/english/symposia/0275.html

5. PMDA-ATC E-5—=24 :5—= 5 ETAHBRA T YDEM

PMDA-ATC Tl&. BSHZMITT. BRENDOEXE R RUVEEMKIDESIRF|AS PMDA DEBOHME
RN T BT TAM05—=U T ETAERBELTNET , 5. PMDA-ATC 5—=24 E T4 M Safety
DERIZ, TYRYAZ 25— 30—V 1 EBT DAV TUVEFHTICBEN-LEL-OTEASEL
-LEY,

EXEROBEEFREHET D-OICE. YURVERZBBRER CTHRETLIIENEETT . ATV
YTIE, BRTEBINTNA) R332 25 —230Y— LERBALTNET,

PMDA-ATC S—=UFJETAIAVTUV(REOH) IFUTOH A LKYBERTEETT .

https://www.pmda.gojp/int—activities/training—center/0005.html
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| Training Materials

Risk Communication Tools

| Learning Videos (Pmda Channel)

The PMDA-ATC offers you videos on the current topics, introduction to the main services of
PMDA and what we do 1o promote international regulatory harmonization
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English Translations of Review Reports
PMDA 974 AR TABL TV ABEREBERD . RHFOBRAEHHNLLLET,
EXS

https://www.pmda.gojp/english/review—services/reviews/approved=information/drugs/0001.html
BR5E 4 — R4 R BEA

FILETR e e
(WEXR) FUFy 2023/8/28

FLOTAT .
(%) E&ER) a4/ 2023/9/5

EDSvY s s b
(HEER) 92V BAFR)D L 2023/9/5

ERR

https://www.pmda.go. jp/english/review—services/reviews/approved—information/devices/0003.html

AR5t 4 — R E A TR #w/EA

c?aa+y)— IVL AT—TFIL 7TO—LYRT7TIL—arRME AT A

Z - = 202 1
(#)[E %R HT—TI 023/8/15
JItrlb—E— TO—LY L — o 3F M F B 4
IVL Oz RL—4% TTO—LYIBRT7IL—a R ME fs R A 9023/8/15

(FEIEER) HT—TIEBEE
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BEERFHA

https://www.pmda.go.jp/english/review—services/reviews/approved—information/0004.html

BR5E4 —iRRIB TR B&Aa
EX//N o
(FE &R RILTRUREIL 2023/8/14

Safety Information

Einn EEBBRERS R No403($f548 A 238)
Eﬁnn' BHFEZ=FAVTIVEEBEAVRIADREREIZDONT

2. GEIERE(CEE T 51ER
[1](1)7|~)w<x99°>7:)1»>r7m}<$u%, )V VIRREF U, (REBINRAF ALY LK, (4T
FNARBZFUF )T L, (B) TIVINREFUFR) I L, (6) ARNRBZFUAIND YL (1) T LADEURY
IVBBIR - T RIVINRBF AL ) LOKFIY, (8) TEFIT - FRILNRZF AL 7 LKFI, () TEFS
T ARNREFUAIND DL, (10 ERNREF AL D LKW - TEFIT

3. (HERALDEEOBETIZDOLT(ED 343)
(1) PRMLIRRBFUAIVE 9 LK (i 9 4) #2 3 &

4. THRERAZORERE—E

WEERAR (FM 54 8 A 23 H)

https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0163.html

E%nn ﬁFHJ:G)}I'Eid)&nT?ETﬁﬁﬂ(‘%*D 548 A29AR)
YINRFT=
4T AT I~
BEARIVITIII—MAZU RV EEE
RI4OF=TRILKFRERIE
SRl Ly NN
< 'ITIIUFRI LKEIY
WEEMAR (FF5 48 A 29 H)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0372.html

Events
PMDA HAEEF-ITESMEFELTLSELERRE
=) E £ FREIE AT
10 A 5-6 H FE 1 EAAEERRREE &t
10A28EH-11 A 1H ICH=& TI
11 A1-2H IPRP =& TI
11 B 13-16 H ICMRA H#3vk ALRILY
11 A 14-16 B APEC Center of Excellence Workshop: PMDA- RSN

ATC Medical Devices Workshop 2023 %
11 B 27-30 B GHWP FXR#s& LiE
(GEFR) APEC RHSC CoE Workshop &L TENE
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Reports from Overseas
BNERICEHELTLWABEN L, R TOEHZHETALET,

COVID-19 /> TEYHo M EMA DR FEIZDULNT

2023 £ 8 A 10 H. EMA I& "EMA’s response to the COVID—19 pandemic — putting people’s health first
LRBTAREE AL COREIX/ I -DTAAVRIZEOTHESN=EDTHY ., BIKIX 2016
FM5 2021 FFETEMADEIREFZHEHTHEY. ZCOEEIL COVID-19 DEEEMIZX TS EMA DXt
SIZDOWTOEANNGERBERLIZHXEL>TNS, HXDORRLAMELTIE., 2020 &£ 3 BD/NUT
SYOREMNS, tHFREERIER (WHO) A COVID-19 DIERMICBESSNINBHE LOREEE DR
BZEEL/-2023 5 A¥AIETTHD,

COERETIX. N\OTIVIRIRRIO A RE E DB RICH LT 5= DEFDOL )L, 0T
SYUHB R ORTDEIL O BDEREISH LT B=HICESNT=1TE). EMA DEREMNEREE X
BB AN B LGS B EREE AU TIVIIZT S EMA ORIGCDRRLLGRIEICESNH TS
NTWS, F£f-. COVID-19 DUF U LABREORREXZIE. KB EE. SHMEOER. BRIZZEDHIC
ESNHEEBIC DOV THLEHRL, BRICVLOADHKINEFDEDHIGIZDONTHRARSNATLNVS,

CORETIK., BRAMEIZ A=y —SavDEEENRFSIN TS, [BHMEZESH . BER o144
L) —TNSUROBN=03 225 —23 % T5=0121F. — B REDEOYLEELERTHIE
DEEEASN Tz, ZDT=HIZ(F, ——X0HAF., RIEBENECERSICERET. RELGRIIZIRET o0
ENHoT=, ITEMA DBEZRBITR=OIZY— v ILATATETEAEITERTHIEL EMA D AvE—D
NHEERICEZBFINS:-ODEELRERTH =, | F-. REHBEBHEADHAZEEALTNS, D
FCHEELREERORBOEREEN. EXGHEKXEOERE 1£H5B. [EMA DELFHLOMEEE, F
WHEBRELHTRERDHEIT I T LAV OELRFEDERENRDIRET. HROBEEEDOMICTEE
MHOHLIEERICHLTHREZMBIEZTS. FREROBREFRIHEARARPOEEZOBEZDEE.
DG HERA (PRI R 2 R 2 EREAE(E - X /H) A° ECDC (FRMNERIR FIHE L 4—) i E D@D EU #E5Ad
WHO EDEEND AR, I INTINVD, FEREL T, MFEMIZEMA (T, AREE LOREAEREICH
(FBRRTYb—YRITZAAVMNIET HIEHREIRBL. THEEMZEET 50, iREDY—
WEEDESICEBALTULMNZDONT, KYKLERBATIBHENHDIELTLVD,

F-IDFEETIE EMA BV TEYIERINZE@LT: Brexit [CKAHEE# (AMA R - EEDORH LB
DEMRDELRDL, HRRFZYTDEX)ITDONTHERRSNTINS,

BEEELSEIDNTIVINLZLDIEEZZV, FERIZHEATLSERSH, COREENLHWDT
EMA (ZZEBAMZERLTLVSERLT-,

1) Article: EMA’ s response to the COVID—19 pandemic — putting people’ s health first
https://www.ema.europa.eu/en/documents/other/emas—response—covid—19-pandemic—putting—
peoples—health—first_en.pdf
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