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News

1. ICH &S

6 A 1~5 H. EERMRFIFAF=ZE (The International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use, ICH) M&ER (BA) (CBVTHMESNELZ, PMDA h5ld. ZHEZHITIRE

(EBREBPIIEL)  D-F>0J0—T (WG) FPFIZfth, FLEEFBENSEISHS
HEFAE . DEABERESREZERMISHUEU . BRCHEVT, SHEEEMNME
BzL., SMEZEDLEU.

HWaTE BEEEZEESARBEMION. RHLBNSRISDINEREEEET

(the National Health Surveillance Agency, ANVISA) . BEEREERRRT PR RSN TRBEISEHERE (MHLW)
24l (the Ministry of Food and Drug Safety, MFDS) KUHEEZREREE
EIRfF (the National Medical Products Association, NMPA) HEhEL. HUST7SEVERRERESRT (the Saudi Food and Drug
Authority, SFDA) W$fz(GEHENFE Uz, EEMEZEFRNSENAATY./0S—1IR-23>1% (Biotechnology Innovation
Organization, BIO) RUERZIRUYI - NMASZ5-EFERIF% (the International Generic and Biosimilar medicines
Association, IGBA) WEIEULEUR, e, 7P FUEEREREENMERRS (the National Administration of Drugs, Food
and Medical Devices, ANMAT) . Y BRERERAS (Jordan Food and Drug Administration, JFDA) H$iiRX>/—ERD,
ICH 24K T(d 23 OX2/\—, 35 OATH—/N—(CRRDFUTz.

ARETOFERKREL T M7 A1 RSO IBIENFREPAVAIZER T DIchOEZE L DNA RIGH (ZERM) THEOHEiRUE
18 | OENFTAR MY EL TEIRENE Uz, AREWI(E ZhOY 7 A OT £l R B R BB AR E(CXEU. #AFlEnsc
FEEMEOREZBNELTVET . FEORIRIFIAG. SBREBEERTIRIEINSTETT.

AIEISENSSEREF TOMTIHICEZERVAIAMCERELZBOELTE, Step 4 REIZBICIO TERERNICER) ([CEhELER
M12 (E¥IRHAEEVEREER) OHARS1>. &I, Step 2 (HARSAROEFER) (CEIELZ E2D(R1) (RERRORZEMIER : ERILES!
TZRMREOEIRVRUREDLDDEERLEE) OH(1RI(>. M14 (EEROZRMETHECHVWTUTIVI-ILRT 9% ER T 25E%E
FRBEOTE. TH> FTCEETS—RREREA]) DA RSIAOHFEFBNET,

REID ICH 241, 11 B 2~6 B, TYNA-IL (h7F4) TOREEZFELTVET,

2. BIO International Convention 2024

6 B 3~6 H. BIO International Convention 2024 h"3>5(I0 (KE) THfEIN. BEFELESE. IBRBEEEERSE
BAEE. i 4 20 PMDA BENSHILELE.

BERIEER(E Spurring Biotech Innovation And Access Across the Globe: A High- Level Discussion” @ty a3z (cEEL. #l
1 - B FREEOEFHH RO S A —T7 AV NE EFER(IC I 25 a0EEA . EREEIARERaIOBARAANE—AEHERT -4
OEHRL. PMDA OiBINEIEFRRIIEORIOBMEAZBNTUEU. NRIV T ANy a> T AL 05 JZIANEREHERICS A7 E. €0
DEFCHE I AMERZF(COVWTERSIN., RIGNSEASFr—BESHITIIEY iPS MRORMFIRRCOVWTERINGDEUIZ. Fz. FLl
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EBR(3"Patients Wait Less: Streamlining Regulatory Pathways for Cell/Gene Therapies in Asia-Pacific Region”"®tzw<a>(C
B8, BARCS B - Bln FaRRROMFEIRRZBNTUEUL.

BEREE RS, BIO O CEO  Board X>/\—-t6ERZMZITV. BARTOERERRAROMS - Xy b BTL. BARNDEEZEHDE
HAZITVEU SIIENSE. FREZFEL TSI R D.C.EHBICEVELIREN, [5EERIT 0L SRERERZINRT DH
EICRAT3ERmbZRENELI.

E5(C, PMDA BB (. 7O N -FEBO—ERELT. Company Presentations TagEZ{ToTUeREE (#9200 1) ofh5, ERARERFS
[CATWA R MBZF DEEET DCHATOMRERMZIEEROSX. PMDA O RS 1B CEHAOESFIEZBNTIDRE, LOBKRTOMH
FHZAEEICEZTESIHOEE ZITVELIT,

REID BIO International Convention (& 2025 4 6 A 16~19 HITRALY CKE) THESNZFETY,

BLyIao THEIIBRRESR () CULBLAERRNREEENR (B)

3. PMDA-ATC Pharmaceuticals Review Seminar 2024 for PPWG member states

6 B 11~14 H. [PMDA-ATC Pharmaceuticals Review Seminar 2024 for PPWG member states |#BfEVLELIZ. S 4
BIZ PMDA (C WHO KU ASEAN DEZERARHIZHE%IZE. PMDA-ASEAN U7 2A2E6%FMELEUR. A& DEMICHWVT, U517
SADTEREHECE. ASEAN BIRHHUFBOEEEORMIL NG LEMLETHIENRENEUZ, INZBEE X, RS (4 ASEAN O%
RHLEEABENRIC. FEERCET ST —Y5HEORF)VE _EZIEN, EENBT AT 1Z2EREUI N —Z2)T0T 3 L2 1RHUE
Ulze AV RRI T DVRS T A4 TAIED TIRA AT L IL=3T Sv>X— SAZANBET 27 hShIUEL.

1 HEE. BAOHEEAME(CFIZHER. HEFTOBRERICFHAIZEBREZEMUEL. LT, SIVVRT—IINT(ANYS3IUCT &
EOHRAFEOEFRTREOVTSIENENETNRRL. EEMEL WHO (A1) [C&3FERMTONELELZ. 2 BERE.
PMDA OBFEBREZRVIRIREIAYNT T2 OERRENBICETZENTNOERZITVEUL, ARRBENZAVT —F5HEDT —2X
AT1REEOT SN SEENE UL, 3 BB, S, FI8, EMERROT —F5HAECEI T 2T - X297 1% ikfLEL. 4 HEL. BR
ROT—FFHACDONTT —ARITAZATVEL, 5T 19 ROEHBEERU TS UT—5(d. PMDA BENBHEUL,

PMDA-ATC Pharmaceuticals Review Seminar 2024 for PPWG member states OFfilllE 52 web site ZZSHEIZEL,

https://www.pmda.go.jp/english/symposia/0293.html
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PMDA-ATC Pharmaceuticals Review Seminar 2024 for PPWG member states SHNB(CL 3L EEE

4. 5560 [@ DIA KEFS

6 B 16~20 H. % 60 [E DIA KEF2HNT>74IT CKE) THMESN. BRERLIES
R FILEBRHITHEE (AREFIEY) (ABREFHITHRE (EEMERIIEFEFIES) |
HPAEERRER. i 11 &0 PMDA BERUVELESBALVHEERESREERNSWE
ZIMUELT.

[ International Regulatory Convergence: Regulatory Science to Address
Challenges Brought by Pharmaceutical Innovation |74#—3AT(E. #J 300 ZOEERHE
0. BHRBILFPBO M TSNS EEBRFCH I DREMACEIZRMIREIN. T1ANY3>
PIThNEURZ. BRESRECOIA-ITALEVWT, SEBROESHRHI UG E R EEHE

(International Coalition of Medicines Regulatory Authorities, ICMRA) D1&E|IRUE
DESTERUTUKREMNDOWTEEEZITVELUIZ, o, HREPRNEERZTESHIZIPMDA Town
HalllZy2as(ZB8VTEH) 100 ROEERNIERD, HEERESRIAZRRVERSNOESE
mERBEGRENBEZITOLE. FILPTHREBBIIND/\RILTA 2Ny 3>=iTVEU, 2Ot
v2a> Tl HRCBIIPEERFAFEOBEY., HARCSVWTERRZRFE TS L TORAYYM
IIRT, A=T7 A NBERERICH T RIADEEAC . ERHERISERFHIERT
DEAANE—HEHERT -S5OV TOEIRWRERROESREIOT7YTT— b
(', PMDA DiBSMEFEFRERIIZFEDRFOHEGEHCOVTHRITEN, RIZHN50
BREEEHTERRT ANy MThnEUz, 200 PMDA BENSHNL
EIA=3 A, ©Y2aY RURRI—FHRICOVWTE TR THBLET,

Fe BHRECLZHATOEERMAREMBEEZENELT. T-ALE
HATOLEEICRIBANSGRIIBNIEREEICHBVT, IRMSNEL PMDA EOER!
EREEML. ABRENSORRA BEERCH U TT 1 ANy 3> PR IS 21T
WELIZ.

REID DIA KEF=(F 2025 F 6 A 15~19 HICTS> > DC (KE)
THEEINZFETT.
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PMDA Town Hall ty>3>0tkF

E&D BPEERER. FIIBITERS SEEEERERFIER

Updated Status of Multiregional Clinical Trials Based on ICH E17 Guideline: 5 Years After
the Implementation (EE&)

GCP Renovation: How Will GCP Inspection Change in Europe, Japan, and the US? (FEE)
How to Provide Necessary Medicinal Products to Children? (EEE)
How to Ensure Compliance in a Changing Regulatory Environment: A Regulators

Perspective

TOMERES

GCP Renovation: How Will GCP Inspection Change in Europe, Japan, and the US?

The State of Real-World Evidence for Regulatory Decision-Making: Views from FDA, EMA,
and PMDA

Impact of Accelerated Pathways on Patients in Five Countries/Regions

Supporting Regulatory Convergence and Reliance Through a Pharmaceutical Quality
Knowledge Management Capability

International Harmonization to Support Pharmaceutical Quality and Lifecycle
Management

How to Provide Necessary Medicinal Products to Children?

Bringing Transformational Treatments to Patients: Regulatory Convergence and Reliance
on Cell and Gene Therapy Products

ICMRA Post-Pandemic: Regulators Looking into the Future

Implementing Changes To Drug-Device Combination Products Globally

Updated Status of Multiregional Clinical Trials Based on ICH E17 Guideline: 5 Years After
the Implementation

Comparing safety between generic and brand drugs of statins marketed in Japan: a

cohort study using MID-NET® (RZ7—FXK)

English Translations of Review Reports

PMDA U1J94 hTARU TV B BEEREERRD. RIOB/HDZHHSELET.

EZEm

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/drugs/0001.html

WR55% —R%E) & TR i1 = ]

7LE o

) 1V3ART GEEFHEIRR) 2024/6/13
(IEIHER

‘ J0F94)LR (SARS-CoV-2) RNATHF>
P OIS

(BEIHDE : OIFVATY. @QISVYASY /A1LI5 2024/67/1
IXTY @ISIRTY /HIRYATY)

(R PIAER. —2

ERkaR

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

AR554 — i &FR Ei5E 1 = |
ARMIZw% Percept PC
IREAFRMEBERINEE 2024/6/20
(—%)
BEERSHR

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

HR554 — %R |EA
7RI . .
ATHIH5> EIN1-tl 2024/6/18
(—%)

English translations of Notifications and

Administrative Notices

PMDA D178+ NCABURFTOBAIRERZH RS ELET .
https://www.pmda.go.jp/english/review-services/regulatory-info/0003.html

B Bq8s &R EioE A=
[ AZ I REVEEERORFEIARI (TN BRESR
R6.3.29 EEEEFH 03295FE 15 ] 2024/6/12
SEOBRETEORTEICDOVTIO—EBRIEICDNT
BRAEN SRV EERRORFEAR (T NERES
R6.3.29 EROERS MORMFEETEOREICOVTOERIGEE (QRA) D 2024/6/12
AYe
EEEEH01165FE 15 [ MR EERREOIRECRIZEIRVNIDOVTIO
R6.1.16 2024/6/12
EEMEFR 0116515 —EBERIEICDNT
VR AEEROIBEICET2EIRNCDVWTOESE
R6.1.16 EROERS 2024/6/12

BEE (QRA) [(OWT
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R6.1.16 EEFEEF 01165635 [EEEHAROBIRVNCOVTIO—SEBEIEICDWT 2024/6/12

BRAETSREUEEBORREBR(CTNEERROD
R6.1.12 EEEEFH 01125E3 5 . 2024/6/12
BIRETEIDRTE(CDWVT

INEICH T 2RE- REORFEICHSBEERROIERIC

R2.11.26 EEERE 2024/6/12
MI3EHRILE (QRA) [IDVT
R2.8.31 BEAIEFE0831E55 BEAREREMDIEE(CRTIEURNCOVT 2024/6/12
R2.8.31 EAF0831E 115 EEAEEROBETHARICOVT 2024/6/12
Safety Information

EXm ERLOEEOWMEIEREM (FHM64F7A4H)
SRS ERTS0IF >
FEERAR (PM6&E 7R 40)

https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0373.html

EEm- E?ﬁ%ﬁ%ﬁé’&ﬁ#ﬁ No.411 (fl6 &7 A 9AH)
1. JVEISVEAEREEA I IEREROER LOERNETCOVT
2. MID-NET OsifOEHEICOWVT
3. EEREWFREICEI3IEIR
(1] (1) JUEZSVBEAEE, (2) JVEZSUBEAMIE- FEO-INLACBE, (3) JUEZSVBEARIE-JUDYIIR, (4) UNR
TIIERIRKIIY - TVEZS Y BAEIE
4. (FEALOFROMETICONT (20 351)
(1) RATJOVRYD (GE-FHA#aR) M6
5. MREZHFABEORME—
REERAE (16 7H9A)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0164.html

Events

PMDA WFEFEEISMEFEL VWS EREERSS
BB =& B PT
8 A 29 H TPOTRRENEEERRES VRS A >
9 H 16-20 H IMDRF BIBZES ST
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