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[What’ s in the Future for Global Advancements in Patient Engagement and Patient—-Focused Medical
Product Development? | TlX, FEBENEELARRVITHRADEESEOEZMHICOVWTEHEZL
ALFEL,

TPMDA Town Hall [y a> TlE, ARV EREZRD . FREELYEESMRRAZOIN VED
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(HSA) R L—7EFREZEGSRGHIT (NPRA) E&H(Z, Asian Network Meeting 7R EZ B U T-BRZHGE
EOEEMZERWLEL,

[Emerging Therapies and Technologies: Leveraging Opportunities for Engaging in Pre—Competitive
Research and with Medicine Regulators to Support Innovation |17y aIZHEWVTIEL. PMDARE KUESEE
A RRAREEOEREFOFRICOVTHRNL. EERUVAHN L EECHRERRICE T HRHRER
DNDEEMICONTHELELE,

R[EID DIA KEF (% 2024 £ 6 B 16~20 BITH LTI (KE) CHRESNDFETT,

PMDA Town Hall &y 3> D+
E&Y EBRETFERSE. FEZES DEAHEESCEEERR

2. PMDA-ATC Regenerative Medicinal Products Review Webinar 2023 for CDSCO, India

6 B 28 H. PMDA [X[PMDA-ATC Regenerative Medical Products Review Webiner 2023 for CDSCO,
India |ZRAELEL Iz AVIEF—IL. 2 A 2 BICRMELEZERMKSESIZBVWT. AR REESZEE
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4. PMDA (AURRITRBENERBRRFIFICETIEMHETOISLICEATIER
BEETHE
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PMDA (. BlZ#=ER MR EIFHFEEICHS LT MoH SiREIL . MEBOEBEICE I HBEFRD
sRAEIZME - B AEHEHTSYUET,

(BR2DOHF) FISENSE: BEREESLA(PMDA EBER) ., Dante Saksono Harbuwono (MoH Bl K EE)

5. PMDA-ATC & U.S. FDA Pediatric Review Seminar 2023
PMDA % 7 B 10~13 HITPMDA-ATC & U.S. FDA Pediatric Review Seminar 2023 |ZBfELE L=, &t
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FLf-, ERERICNANEERAOARIRES. NROBKABRT A UICEITAMHENEE. ETY
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SN, US. FDA (Eifi& PMDA REIENEEEE
RIFIE 3 ABDS, REHPATOTERR ERESRIN — VTtV 3—FEER FREATOTEER - EEESHEN —
— 45t —E . Dr. Shetarra Walker (U.S. FDA). Dr. John Alexander (U.S. FDA)

PMDA-ATC & U.S. FDA Pediatric Review Seminar 2023 M i¥#ll (X T i website ZZSBB{IZELY,
https://www.pmda.go.jp/english/symposia/0274.html

6. The 2nd ARISE-PMDA Joint Symposium for Asian Clinical Trials

7 B 20 BH. PMDA R UEIEREEMZE 22— (National Center for Global Health and Medicine,
NCGM) [X. The 2nd ARISE-PMDA Joint Symposium for Asian Clinical Trials Z##LFELT=, PMDA M5
(FFHFRBECNZ ., EEREZEFRITERE (EEERIEENMED) CHRLENERSEEEFEMELS
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ELHICHRIERZHEO.PMDAZELTOT7ORGIER. EXRRUTHATITORKRELGENS ML
[/XRILT 4R DY 3> :How academia, regulators and industry can work together to address barriers to
accelerate FPI and approval in Asial Tl, 727 CERRAEBREHHE T H1-ODERE. COVID-19 /T
SVIDRBREBRFEZA-SEOBERARANDIHFFICOVT, EESMBICLLFERGERRBEITVE
L=,

TRTSLOEMIEITRESEZEL,

The 2™ ARISE-PMDA Joint Symposium for Asian Clinical Trials (event info.jp)
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https://arise.ncgm.go.jp/activities/symposium2023/ja_index.html#program
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7. PMDA-ATC E-5—=2% :5—=VJETA#HR AL T YDEM

PMDA Tl& 2020 £ 1 A &Y PMDA-ATC E-5—=U 9 VR T LERELTOWET, §#. 5—=25E
TAD Safety DEAZ. [EXERREMERETE I EET L TUOVEHICEBE LV LELI-OTEA
HEW:=LET,

ARAUTUYTIH BRATEREINTOWSEERREMBEROIKLER AT LICDOVTAEMLTL
9,

S——UJETAAVTUOY(EEDOH) IFLUTOHALKYEEREETT,

https://www.pmda.go jp/int—activities/training—center/0005.html

Learning Videos : Safety

*You will be fransferred to an external website (YouTube . Pmda Channel) by clicking the title below.

1. Safety Measurescy

2 E-Labeling System in Japanth

3. Pharmacovigilance activity utilizing Real World Data in PMDARR

S a= 4. Risk Management Plan(RMP) tx
A S H - .
5. Risk Minimization Activity o

6. Dissemination of safety risk information 5h

I S——% EF5d (Pmda Chann{ 7. Cuerview of Pharmacovigilance ©s
8. Safely measures related to COVID-19 vaccinerh
RO o PMDAD R TS, ﬂ%:}ﬁ*ll%l’u]l |9. Pharmacovigilance Activities 5 New! l
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Risk Communication Blue : Routine activity

a
Red : Additional activity

Lrca

English Translations of Review Reports
PMDA Jx 0 YA FTARL TV A EERESERD . RFDBHLEEMOELET .
EXS

https://www.pmda.go.jp/english/review—services/reviews/approved=information/drugs/0001.html
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EREER
https://www.pmda.go jp/english/review—services/reviews/approved—information/devices/0003.html
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https://www.pmda.go jp/english/review—services/reviews/approved—information/0004.html
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Safety Information
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*;EH&'\F#] (K54 7AH208)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0372.html

M Pharmaceuticals and Medical Devices Agency, Japan



https://www.pmda.go.jp/english/review-services/reviews/approved-information/0004.html
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0372.html

PMDA Updates 8 52 6R—T

Events
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Reports from Overseas
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F=OICHERRELARESEFFOHTULVND, AVML DT —REIE, H/\F X, statistical stringency % &E LY
OMDEIEICEWTIFRAEBIL SN TOSRFDER ., HARSA2 RRNTSOT4 XD ERARETH
5, FELEERRAES LV I7—TAEDSURDER . F-T 3V AT RADEENEHEIZHET
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SERIDEIIGT—VIIEARATERIFTOVENHASAERONFET . BH. COT—<I(L. 2023 F 11 B
[Z HMA (Head of Medicines Agency) /EMA &R7—92 a3y T CELIZERINEIFTETYT , = /N TUy
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1) Draft reflection paper on the use of artificial intelligence (Al) in the lifecycle of medicines
https://www.ema.europa.eu/en/documents/scientific—guideline/draft-reflection—paper—-use—
artificial—intelligence—ai—medicinal—-product-lifecycle_en.pdf

2) Related Website https://www.ema.europa.eu/en/news/reflection—paper—use—artificial-intelligence—
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