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News
1. PMDA-ATC Quality Control (Herbal Medicine) Webinar 2022

8H23~25H . PMDAIXPMDA-ATC Quality Control (Herbal Medicine) Webinar 2022% & LLI & FFf IPMDA
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PMDA-ATC Quality Control (Herbal Medicine) Webinar 2022DiE#(X F 2oz T YA b2 TS HBIESLY,
https://www.pmda.gojp/english/symposia/0235.html
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2. EATUI—HOXREEEIZHITS Regulatory Affairs Workshop

8A3IH. TUY—IKEEIZHEWT, BEBV—iavIhREINEL:,

BEED—HIavT Tl TUY—IEZELT (DKMA) . TUX—I K FEBRZRE. Tov—IDRES
EDRREBOTHTI7ZHLDSMEIZMA T, PMDANG (X, FEEEE, DEEHIITRE (EERY
FRIEY) . A REFRBRMBEIR . T-EEFEEHINSIE. TARZEERESRIIZERAS L, EE
REIDIRKAOEBIZONTEENITHONEL =, PMDANS (XFZFEEAZKEL, EBRNEER -EE
SR -ANCHAEER- BEERSFEREEREPUTILI—ILRIET U RIZETHHEEEFTLVEL
o BRIGEIZBVWTIX,. TOI—VDRERENSHAOTUOI—IDBRFICELTERAFTELN.,
ERLTERLENMTHONEL-,
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3. PMDA-ATC Pharmaceuticals Review Webinar 2022 & hn& = 55845

PMDA-ATC

Pharmaceuticals Review#&s
Webinar 2022 — e

-Up-to-date Information on the Regulatory Review-

-

PMDA-ATCTI%. TPMDA-ATC Pharmaceutical Review Webinar 2022 12118298 (FL)3+1)—ty
2aV)RU12A6~8H(GAT I F—)DBETUIIREVATLEETHEWNLET,

AOIEF—IIEEMHOBEFXHLT BN RHNLEBEZRREL. BERUVT—ARIT+EE
LT.SMELNHEXEROEBE. FVERAEEROBERVU D IRIVIEESOEEICHAT 5
BEBZATHITMAT. BEESOE-MIBOBRFAF DORILICOLETFIMEFIRMTHIIELBMELT
WET,

PMDA-ATC Pharmaceuticals Review Webinar 2022 D E¥fIEFEEEFHBIC DLV TIILUUTESBEBZELY,

https://www.pmda.go jp/english/symposia/0241.html

4. PMDA-ATC E-5—=2 7 #HiRa> T ynEmM

PMDATIZ20205F1 B KYPMDA-ATC E-5—=UJ VAT LERELTNET , &, SafetyD R 573,
E-SRNYVTORTLEBET A0 TUoVEHICBEH NV -LEL-OTEMLEL-LET,
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TY, OLIEBEREBICRFTDKRETIRET 576 PMDATIERAGXE. &
MITAVAEL—T4— L JRAVEBFTEZEDEREZEFILLTR—LR—UToHML. EREFRE. 2
ENBERENDBRBITTVERTESLIICLTVET . COAVTUYTEH. EFIESNEERRLMR
MONEMTRBEATREICT BE-SAR) VT VR TLIZDWTEHRBALTLET
E-5—=27a TV (REOH) FUTOYAKYBIERIEETT,
https://www.pmda.go.jp/int—activities/training—center/0005.html
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9. Expedited Regulatory Pathways in Japanth
Safety

[FFRIE-S<YLHVRF LICMT 2057 v EAMLEL,

h Y %8
1. Review 202281
3. Relief 2020.10.31

4. Medical Device 202215

5. GxP 202252

6. PMDA Efforts 202241

E-Labeling system in Japan
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English Translations of Review Reports

in Japan

lable
DA Website

for drugs)
etc.
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PMDA D7 H A FTRARLTWSBEEREERNRD . ZHOBHENZHMOELET .

EEmH

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/0004.html
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English translations of Notifications and

Administrative Notices

PMDA Yz JHAMIARL-RFDBMERELSMSELET
https://www.pmda.go_ jp/english/review—services/regulatory—info/0003.html

#HBE &S AFR /e

ERERREFE EERRUVBLEEERSIELOBESHAERICHETSI)E—
0525001 & MAZEDERAEIZDONT

R4.5.25 2022/8/31

Safety Information

Einn EEBBRERLSHERE No.394($M45E8 A23R8)
ERERICIAIEXMERMEEMERICET 57/ LHMEIZDONT
2. VIVETLBEREIE VEIOY, IRVESVOVRUN 7S LOFEREDFERETICONT
3. EELREMERZICEAYLER
(1172 V=T GEIGTFHHRZ)
(2]7~NIL=T GEfEFHHBZ)
4. FERALOFEDOHRETIZONT(ZED 334)
(1) #A#Z 20524 JLR(SARS-CoV-2) TUF 2 (R/AFVEYRERE) H#1(9 )
5. MIREZFAEOIRME—E
REEIRAR (FF44£8 A 23 H)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0162.html

EER EALOFEORETHEEM(FM458 A30A)
ERAFLoO00xBEE
LDV T EIGFHEERR)
WEEMAR (FF4 48 A 30 H)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html

EXR FRALOTEOHRTHEREM(FM44£E9 A 13H)
AT T
TAYFEIREEE
JEFEIL
AEFEIL-UMEL
WEMAR (B4 E9 813 8)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html

Events
PMDA MEEF-EBMEFEL TCLWSELERSE
=i SHA R E T
10 A 20-21 H F10EAEERRREE RER
10 A 25-26 H PMDA-ATC GMP Inspection Webinar 2022 N—FYIILRE
11 B 7-9H ICMRA H3whk I
11 B 12-16 B ICH& & =
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APEC Center of Excellence Workshop: PMDA-ATC

11 14-1 \— =5
R14-16 B Medical Devices Workshop 2022* N=FrI=T

11 B 16-17 8 IPRP £& =

11 A 28-30 H PMDA-ATC Medical Devices Webinar 2022 N—FvILEE

* APEC-LSIF-RHSC CoE Workshop &L TEE

Reports from Overseas
BALBICHELTOWSEEN G, Bt TOEMZHEALET,

NE9$ 5 EU TOERREER

PR & B £ (EC) . Heads of Medicines Agencies (HMA)., FX M EZE 5 T (EMA) (£, EU [CTH T AER R ER
D NNE (Accelerate Clinical Trials in the EU:ACT EU) A = 7F T M 2022 M5 2026 EEFTDT—9T5
v VEFRLEL:,

BEEREXER D MNER (ACT EU) A= F7F I EU 2 EFHMLEBERARDORENDHL5FDELTHRESE
BTEXFBMIELTVET . COA=OF7FTIE 2022 &£ 1 BIZEAIEE 1= Clinical Traials Regulation (CTR)?
& Clinical Trials Infomation System(CTIS)?[ZEDULVTEHEY . CTR N ERHINBIERIIZEIBEShE L=, F1-
CDA=FF7FIIE BN DERRAERIRIEZR{L T AL T. ERETERENODVERNLTEERDEREE
RETHEXBMELTLET,

T—UTSUIE ACT EU D 10 DEFLFEITR>THEBRINTHEY., BRKRHRICEFH1/—30,
B EL A% (Methodologies) . AT—IHRILE —EDaASHRL—aV N BEELGEBELTEH I TULET,

1. IYELTERANFUR

2. CTRMOER

3. RIFRTF—IRIME—DTSVRTA—L
4. BEELHOBRKRHBREREEDERI

5. EREREAERT—ARRMT

6. WHEEK-OI-OIa=H—3v

1. BATUTAT49ITRINAR

8. Ak

9. BEBOZREM

10. fL—=25H)FaS 4

2023 ENREMELTIL, ZEMBEKRIRAER. CTISBXUY CTROMN —=2J FE), TILFAT—IHRIL
B—TS5YrI+—LDHFE. BRAEBRDERIL. FER/O—FIYTO M. DB EEKRAKERICEET 5
HAZ D ADRBLGEAREFOLNTNVET,

SHRILIDFHEITEFR(RTOTVELWVNERLET,

1) ACT EU 2022-2026 7 —%- 75> : https://www.ema.europa.eu/en/documents/other/act—eu—multi—
annual-workplan—2022-2026_en.pdf

2) CTR: https://www.ema.europa.eu/en/human-regulatory/research—development/clinical—
trials/clinical—trials—regulation

3) CTIS: https://www.ema.europa.eu/en/human—regulatory/research—development/clinical—
trials/clinical—trials—information—system—ctis—online—modular—training—programme
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