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News

1. %5 24 € IMDRF EHESS

9 B 25~29 H. £ 24 DEREBEEIIAHILFEIA—354 (International Medical Device Regulators Forum, IMDRF) EIE&
B2 (Management Committee, MC) . FR}ES (European Union, EU) ZZRELTNILIY (RMY) THMESNZELRZ. PMDA
NS HTEREHERESRRERUEE 5 & EESEHENSHE 1 2NERELEUE.

9 A 25 HI(&. IMDRF &, #£AHATHS The Global Diagnostic Imaging, Healthcare IT & Radiation Therapy Trade
Association (DITTA) XU Global Medical Technology Alliance (GMTA) ¢DRIT. &ET-VavIhBEENELL. &RT-J23
wJ T4, “Specialized Regulatory Pathways” %7 —<I(C. FREIHBRUEERNS. A-J7>. NE BEEFHEEBEEISIRUEFTNE
R EORHICRAL T, TNTNORREFENHBEINE UL, BANS(E. B T ERERRAREGHIA—T7> 7 N1 20Ty 3> T, BAOD
A=T7ASTE DA PR RSIRREFCOVWTBTUELE.

9 A 26 B(Z. AREIHBICHNNZ, EEFRCEIFEEZORZENSHIITS IMDRF BMRETA—-SANBESN. IMDRF &[E - #s(CH1I3
AT OMENEREFEREOR OFIROVTERMTIONELZ. BRGEEFEHEAOMENS., 2 BEARES0T0J I LEEREEER
bR/ (Wi — 8% 2 (DASH for SaMD : DX(Digital Transformation) Action Strategies in Healthcare for SaMD (Software
as a Medical Device) 2) ZFuL(CTOY 5 LAEERMEZERADREI HFBEL TOMIGPEEZBNUELL, FLSEL FHeREHAELTIZYZ N
FIVEVDSINE LD FFEER LY IoNE&IFSN. EBH5)F (Unique Device Identifier, UDI) & Digital Therapeutics #7—<Y
ELT DI7ENIEZSURBRNISTEANLF-T0-RebelT1 Ay arMThnEuiz.

FEOERT—/23vTRU IMDRF BREIA—-SAFAN-Z2JBE6EN. 350 ZENRIHICT, 200 ZBHASIAUICTSHIL, J&
FERRRIMTONEL.

25 BFEIC(E. EEssE—AE 0554 (Medical Device Single Audit Program, MDSAP) 0OEHIXLBEH#ES (Regulatory
Authority Council, RAC) &=ENX>/N-5 MESIOtLMEEN, BAREERLL T MDSAP OEE(CHMhSiZime FEUEUIL AR
[CBEWNT, B FDA 7 I4UIA AN —ELTEERENF UL,

9 B 27 B FIl. ZARHIZHF. g RH15A 1 =>77¢J (Regional Harmonization Initiatives, RHI) | EERFCLIN\HEE
WBfEEN, BEATY—/\-RU RHI MSEBEIRENMTONEN, FEHEFREEE IMDRF EHOBIDDA IOV TERIEMTONE U,

9 A 28 BRU 29 HIF MC XoN-0HDIFAREZENBESINEUL. ARETE, 7IUNEEREEIA—54 (African Medical
Device Forum, AMDF) H'RHI £ULT, &z E2FRI0. 21—/ ARSIV, FURVIST T I UIA MAIN-ELT, BNTNEAREINR
ftti. IMDRF QXN —vTOREEZE# SOFEFIEEOUETNEREINEUL, WG BIERTE. HAN\—tF1U71 WG I —EDIFEIEE %5
TURTI2CENERENELIT, S5(C. IMDRF OFfeREMAHA THd b —Z2 T BROAROE—3#EL T, IMDRF RESFEECETS
EEH IMDRF OUIJHA MoABNzc e REINZELI,

REl IMDRF MC &3, 2024 £ 3 ACHEEINZFETI . SROEREIBEIE THALTH. KEFREEERRAE (U.S.
FDA) W53 TVEY,

AEEDOFERFFHMET 5C URL ZZSHIZAL,

https://www.imdrf.org/meetings/berlin-germany-hosted-european-commission-behalf-eu
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SMEOESTE

2. PMDA-ATC Pharmaceuticals Review Webinar 2023

9 B 26~28 H. [PMDA-ATC Pharmaceuticals Review Webinar 20231ZBELEUL. ADIEF—(FAD I/ THD. EEMR
BAEBIEDDBINEH LB E 2RV, AVR AVRRIT IZTM WYIRG> HISTSET . SOAR-I. 594 BF. FE. J1Y
E> RYDF. IL—-27, E7IVAG 13 OF - ghsst 29 NiShiLELz.

1 HECE FiEOFREGFIERVTOCR, ERHEIEROME . AREBADOT SN NSURTA—X—33V (BT 258EEZITVEUR. 2
BECE. HEREEET-NEUT —ZZITADOVWTIN-TatiE BUN-TCEBTL T3> RUSAASIS—OFEBEEICOVTO
EEEITVELR. 3 HEIZ(E. CMC (Chemistry, Manufacturing and Control) EBEOEE. NUSIRWIERREBERT—JEURY
—ZAITAEATVEL BBERCBVWTERBERIGEMTONEUZ. BEIRUT7SUT—45—(& PMDA BENHDHFEU,

PMDA-ATC Pharmaceuticals Review Webinar 2023 O£l T 5C website ZZS8BZE0,

https://www.pmda.go.jp/english/symposia/0270.html
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LB EdD. T2 B (PMDA 7STERR - EEMISEN ——2J9-R) (M8 & (PMDA EBFMES —71-F1%—45—)
RS : SEETpE
TE : Ui —&mE

3. EBAANEERRE (\175/\-R28) RV PDG AT—IHIF—1 Vb

10 B 3~4 H.EBARAMEMSZE (Pharmacopoeial Discussion Group, PDG) HKEZEFAHS (U.S. Pharmacopeial
Convention, USP) OEMETA> RO/ AF3/\-RTHEEIN. BARFHEHF/BELT PMDA BPEVRIAY MIERRELRHEN SN
UEUIz. PDG (3. ERAORFCEIZEREHRAT. BAERA. RNERBA. KEEFAS . ATH—/)(—0 WHO [CINZ. 1 E/Mo//0
yNTOISNERERTA Y REBHNARRBNSFIRBATN—EUTEIMUELIZ, BE. NIV PDG OB AEREBRR=FEFHIRTR
F NS EF/HFANERSZECEEINFURL,

SHOSKETIE XN VTOIEKRZBEFZ SO PDG OFIELHEMBAAEIOTED A MRETENIAD, FEHHENED ICH ik TOE
B AfHlifERZRUE ICH Q4B 1M R31 > DOEERMMIB X EZHUE I 2 FIREOUMERICOVTERMUELIT.

REIDSEEERMZERAHEMEL, 2024 F 10 B 1~2 BTV ANZARNRT - ThHEENZ FETT.

Ffz, 10 B 5 BIZE E (LAY RORT-IRILAI-EIIRICUTE PDG ORT—IRIAI—ARY MY\ Ty RER TRIEEN F Uz RAARVKT
(&, PDG DHERERVEFEDMINMMIERCETS 30 REQFHFEEOEEDPSEROL IOV THEEEINE UL, Fe. BARERT . BN
FERBAH.AVREFS . KEEBH KRV WHO SDENTNOREFH DB RUSEOBLE(COVTEENSDD. /(RILT( ANy R TRER
HMTONELR,

FFHBCOVTIE, FEE URL ZIBHBECIZAL,

https://www.pmda.go.jp/files/000264841.pdf

https://www.pmda.go.jp/files/000265197.pdf
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4. 511 NESESEIHSH
10 B 5 H. ABMEAEABXRGBRAHENUEEBABFRHEOTETE 11 BHEEERRRRFN AL (88) (CThHfESN
FUleo RER, 4 ESDSHHESOLRELRD, BESEE. PMDA, BAEANEREMERE (TFDA)  MEIEAEZERERT.O
(CDE) | EEFOBMFRES. RMTOSNNERK 200 &, A2 51> TOSMER 450 BOEET 650 B ENSHILEL. HEZRZE T,
HRBELLT PMDA HPAHERREIENRY TFDA EFBERLD. BEOESHFOSHBERIFEREINFZL. BRBECHES, EX
mtZy3a> TEFEEEFEEND RWD/RWE OFEMA. MTEFEEHEAT—LA BEERRGFORE EFERFEIECOVT, T, ERgiEtT
v2a> TR YAN—EF1U71 BFOMNYICOVT, ENTNHAOIBHENBELEU. RBECSIEH QA ty2as(CBL\T. HER
ANSEHESNLERCEENEIZE T 2 LzBL URHMBENRAN FUR, REIRHE 2024 F(CHATHEINSFETI.
% 11 B EEEIRSFLHOIOISLEE, TiE URL Z2ISHECIZAL,
https://www.pmda.go.jp/int-activities/symposia/0139.html

Joint Conference of Taiwan and Japan on Medical Products Regulation

&
BrisFaggawE Japan EAUBE
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DETRRANSARSHEETLNN
Pharmaceuticals and Medical Devices Agency{PMDA)

SURSUAEREEBLET LI (LLBEETE

5. PMDA-ATC : 5—ZYJEFAFMI>ST>YDiEM

PMDA-ATC T(&, #BIMIMII T, BAENOEE R RV EFEEROZESIRHEI® PMDA OEBOMELZBNI DAL IA>5-JET 4%
RMHLTVET, SH%. PMDA-ATC 5—Z>JE7 40D Review OXF3(C, e MBI T RHROIFEEREZ S TE 1 LRES 20> 7 Y EFTZICH
BOLELIZO TSNS EWVLET,

COBEE. BAOBLEERRER (CMARMNIRG) OUR) (—iESHT. EEEK) SHE0E XS E0OIFERRTZEMEFHEOMRL >k
[OVTEEERLTVETD,

PMDA-ATC 3—Z>JE57A0>7>Y (RFEOH) FUATOPARLDBIERIEETY,

https://www.pmda.go.jp/int-activities/training-center/0005.html
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Training Material cita .
| e Non-clinical Safety Evaluation for

| Learning Videos (Pmda Channel) Cellular and Tissue-based Products

The PMDA-ATC offers you videos on introduction to the main services of PMDA and what we do to

promote international
PLAYLIST plays all the movies in the category at the external website (YouTube - Pmda Channei)

ulatory harmonization

No. Category PLAYLIST  Lastupdated Note
added Non-clinical Safety
November 1 g
1 PLAYLISTth e Evaluation for Cellular and
2023
. Tissue-based Products content
. = September 1, added Risk Communication Tools
2 Safety PLAYLIST 6 %
2023 content
October 31, added Relief system for ADRs
3 Relief PLAYLISTES
2020 content
4 Madical D o November 1
Medical Device LAYLIST
- = 2023
- - November 1
5GP PLAYLIST
2023
November 1
6 EMDAEflorts PLAYLISTGH o
2023

English Translations of Review Reports

PMDA Y1794 FTARU TV 3 EEREERRD. RHOBHDZHH5ELET.
EZEm

https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html

IR554 —RxE) &R B/#HA

oJ-t

i TIIIFR (GECFHEER) 2023/10/30
(FEFER)

ERaR

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

558 — R B 501 = ]

>2IAIIL
) BRLER/ YF 2023/10/20
(FIEIEER
HY2ZAR Med CBT-i NREZE
7Y FNREEMRTOISA 2023/11/1

(#DE1GR)

BEERSRR

https://www.pmda.go.jp/english/review-services/reviews/approved-information/0004.html
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DYHIHTY IZA-t 2023/11/7

Safety Information

PMDA E&RLZ2I15%k No. 66 (5154 10 A)
SEVRF1-JOERVEDERICOVT (20 2)

REBIRAK (HF 5410 A 30 H)
https://www.pmda.go.jp/safety/info-services/medical-safety-info/0001.html

EER ERHESFTL2MREHR No.405 (HHM54E 11 A9AH)
1. EXRREWERHEEIETIEOMZELHIEADHDOSFERNIONT
2. TENZI EEARIIRE (EFEA) OMER LOERIORET(CONT
3. EEREWFRZHICEIZIER

(117)CL5=R

(217 MORAZSFHRF UL (9™TC)
4, (EALEOEFEOWETICONT (20 345)

(1) JVISAFL GEFHEIRR) 144
5. MIREEARONZREE—&
FEERAE (HAISE 11 A9H)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0163.html

Events

PMDA hE#EFRIESNEFEL TV EREESSE
=] |RA BA{ELSPR
12HA5H 25 4 BIEA-ARMLAERS ARSI A I\JA
128 5-7H PMDA-ATC Medical Devices Seminar 2023 BR (PMDA)
12813 H ICH Fund Training BR
18 16-17 H 25 10 EEAR-Y1ERS VRS LE NK>aD

PMDA-ATC with National Cancer Center MRCT Seminar

18 23-26 H 2024 HR (PMDA)

Reports from Overseas

BN LBICRTEL TV REEE NS, IR TOEEZBIEILET .
RenxI5R

EMA (F 2023 £ 10 A 24 HICIMSSG Solidarity Mechanism GE#XH=XA) [VEARULEUEZ. 2N(E MSSG (Medicines
Shortage Steering Group) WSREULBDTT.

MSSG (&, HBEECHIIESMR  EEEEBOBIIFADRIEIR—IA MK Z8(L TRIDIENIENED T, EERRNEZERL.
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BARRHRBOARGE LORSFEAOHEERMISEIEER T DD, EU BROEERMBIEICREITIRIIFICHIIITEZAET DL
ZEMELTVET,

COEEXNZX AlF. AOFHRAEVBRGEARISGGEEEINEOTY , BHNAEERANRICEmUTOWSIEED MMSG (C_ERUEE
&, MSSG (FERMADAEEZITV. IERCREENZEME T TEHZE00, MMONMBRECEEREEOAF(CEAIDZIBEZEFI DN TS
20DLBOITHNFET.

EMA (ZIMSSG Y—ILFyh : EERRBORGBISHKHILT BzdDHER |DERBHCRRLTENET . TNIE. BELRGOEZFU>) LT HEE
PEFFEEDIEN - BE DI DRUSIRFTEE PA—I—LOBRHCEITIH(F R —E8D EU JIEEETHERIN TUVRVFEDERERD
BISMRHEPERROFR - BRO—IELIEEOBHORIREVOIARS] EOFRBERE . BLEVZTO-FRENEFNTHEET,

RIBRICBVTR. COIOREERNECHIBEBERIFECEETHD. COLIBEEREROERMELT DFE5ZAEDTHHEE
FET M

1) MSSG solidarity mechanism https://www.ema.europa.eu/en/documents/other/mssg-solidarity-

mechanism_en.pdf

2) MSSG Toolkit https://www.ema.europa.eu/en/documents/other/mssg-toolkit-recommendations-tackling-

shortages-medicinal-products_en.pdf

TEHESE (RMNBEHUIY>, EMA BHE)
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