PMDA Updates

2022 10 A%

News
1. RAPS Convergence 2022

9H11H ~13H. RAPS (Regulatory Affairs Professionals Society) Convergence 20227 =v4H X (K EH)
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F1-. IPediatric Medical Devices: Overcoming the Barriers |2y 3> Tld. /NREEEIBEARIZBITS
RECHEREICEF-IBAIZDONT, PMDABE2ZNKERMREEME (US. FDA)BERUERE
RELLHICEBERVERISEZITVELz, PMDANGIE, BARDEBEEMNH AL TEEMEIZHFAROIE
{b%& %8 TL BHarmonization by Doing(HBD)for Children®;EEIA®, /NEEEMIEDEMRLFRFEOH#
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1=, Digital Health/Software as a Medical Device/mobile Apps and E—labeling/Wearablestzv> 3> TCl&, 7
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2. PMDA-ATC & U.S. FDA Pediatric Review Webinar 2022

9H12H ~15H . PMDAIZIPMDA-ATC & U.S. FDA Pediatric Review Webinar 2022 1% B L -LE L=,
AOIEF—IE MNREEROBRABRRUVAZBEOEEEHBICELIENAHABBEEIREL.
TFELNADCe AR AVRRVT IFAET H—F . YOO TIET7  RUS2H, B4, hE., /\F
RE2 T4VEUDBLET28%2 DIRH L EBENASMLELT:,

AHTEF—TIXPMDAREEIZINZ . USFDAR UEMANLEEIZBE. SMABIXEBRIFEFELT,
PMDARUXKEBREERB (US. FDA) IZEITA2HEBZEME ., KEIZHFH/NRICETLHRH. /NN
DEBPLIBREERS MOREL— 3y (BRAPABRANNEE) DSOEMET —2D5ME, BRKRR
BRICBITAMEBMNEREFICH T IBRE TAEREL-LT. SATICKPBERIGEIZS ML, PMDA,
U.S. FDARUEMADGEEME BRI EPERRMETLVELT -,

Ff-.EF—2B BIZIZPMDAM, 3B BHIZIZU.S. FDANNERELY  NEERADEHDEEDLET
V&2 al—ay  INREEKRERICH ITAMEBENERICET I —RRAT1ZHBBELIZEHRLGY
IW—T I —H 051 h\ﬁbhiu_o SHICABBICIEB XM R LBICKIERLEETL. SME
[CE-TEAMBEBRRELGYEL -,

B ELY FRB(FOTEES -EERMBIN —=25 2 52—E) . Dr. Dionna Green (U.S FDA). Dr. Donna
Snyder (U.S. FDA) . BERFESA(EEREREILEAHBEEREER)
FhEL: SEEME
TER:YIE+F—3nE
PMDA-ATC & U.S. FDA Pediatric Review Webinar 2022 M s¥#lld T2z T H A hETSBEEL,
https://www.pmda.go.jp/english/symposia/0236.html

3. £22[ IMDRF FTEERS

9H 128 ~16H . %22[E]IMDRF (International Medical Device Regulators Forum) & X &4 (MC) AS.
A=AV T7HRBAEBZERELTOF=—(F—X 7)) TRESN ELTZ, MCIX. COVID-1918IZH
WTNA—F )L CRESNTEELEA., SHEIEIFEEN—FrILEBAEHLE=NAT)IRERTOH
fELLGYELE, HtASPMDAD H TR B L EREXF AR R R UVERBEBE 1 /A, 054 2(2KY
PMDAEREEE 12 RV EEFEEABE1ENEHELEL -,

98 12HI(%. IMDRF& ., 2R H{ATH HDITTA(The Global Diagnostic Imaging, Healthcare IT & Radiation
Therapy Trade Association) T GMTA (Global Medical Technology Alliance) EDREIT. FNFNERT—
I avTHRHESNE LI DITTALDERT—UL 3y T TR AILRBEERDY I T7ET—IZ 1
FLBRRUVEERIS. BEODRE—FPLHLLWEAEDRHRE. TLTHREOEEICEALT. ZNnTh DR
EREFRENEFINEL, BRIIEEFBAIS. EEMBZVIN I I TOREDRARIZE TE5=—X
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PEBELZREHLBEORANSBNALEL, -, GMTALED AR T—9Sav T TlE, AILEBREEET—
RICHAFIEERUEERLNL, ALEREFROBMPERITOVTERK O RORENEFINEL
T=o

9F13A L. HFILBITMZ . EXRELSOIMDRFEAZRE 74— LA B S L. IMDRFE-H - #hifi D
RTER. SWCHOEBRERVEERZFOBADLFIAICODVLWTERNMITONAELz, BAMSI(X, BE
FEE N TOY S LEEESS (SaMD: Software as a Medical Device) 3i#Ix & T EEER[IRFI D E R ZE(C
DNVTHEZEITLVELT =,

BRT—9L a3y T RUVIMDRFEARE 7A—S LIZIX, 2008 BNA US4 UIZT, 1008 ARG LS
L. FREERBEAITHONAEL -,

IR14BIE . R EB/. ATV —N— (K- BF) RUEEXEREFL, RIEIMDRFEEICET2ER K
NiThnEL,

IA1SERUI6BIZIX. BHALEBRUATH—N—(2K) OHDIIEAFHESELFHESN. KEFDOH
AT VAN EDPSEOFIRELERICONVTHRELEL . ARETIX, NTaAXELLTPMD (BEE
RIS YWGHMERL L= B & A R 28 D IRER R (NSS) ITHRADHAE UV ADWELHER) T4r—3 &
N)T—=2aVITRBTAFT AN DINTAAXEENRKBINFEL 2, T FREFXEBLLT. &
BEBUXTLICEAT5HA4F 2 ALE(N10, N15, N17, N18) DR E/EEMNKBINFELT -,

R[EIMDRF MCE &L, 20233 ICHAESNSIFETT . RENERIIBERB THELTEY. X
FIFEURRHI L BAFHEH D EIZHEH>TLVET,

AL B DFEREMIEITERURLESSEBIESLY,

https://www.imdrf.org/documents/australia—virtual-meeting—outcome—statement-0

4. PMDA-ATC E-S—=V4 a2 T ynEM

PMDATIE20205F 1 H KYPMDA-ATC E-5—=VF VAT LZRBLTVET . S GXPOR 7,
GMP/GCTPEESHRAEBENH 7 IO—F BT a0 TUOVEHICBEBEWNV-LEL-OTE ML ELV=L
EX I

HEEGMP/GCTPEESMRAEL. B AR BERSEC IR ERFLEENODRECE DT MR TLIC
IOMELIHYELz, KAV TUYTIK REDFERITMA ., FHflaA T av b BEIREORAIC
HEOFHEMILIITSR M EESMAERICOVTERBALTLET,

E-5—=Ja TV (REBOHR) FUTOYALYBEERIGETT,

https://www.pmda.go jp/int—activities/training—center/0005.html
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5. PMDA-ATC with National Cancer Center MRCT Webinar 2023 S iN&E S EBIS

@ PMDA-ATC with National Cancer Center
-==.. NMRCT Webinar 2023
WAL~ Clinical Trial Networking

beyond the COVID-19 Pandemic
“mdec January 16 - 19, 2023

PMDA 77 ER G- EEMIRIN —=27 22— (PMDA-ATC) &, BRI ABRE 22— (NCC) &
RIFMEE D 4 TTPMDA-ATC with National Cancer Center MRCT Webinar 2023 |%202341 108 (7L
JIF1)—tyiar) RU1A16~198 D B2 TRV -LET,

AKOTEF—EELELTENANLAROEESRBEETRNRELTVET . SMENEZRUT—AX
BT4%RBLT  MRCTOFE - TH A EfERUHEROFHEICH FHBE R, RAMIO T OERREER
TOTICEBITBMRCTR YN T — VB ELEFESILICES T SMEBHOE - B DR FAFI DRI
PEEREFOEREBREBOREICRITHIZLLZBNELTVET,

A 1 E F —I% Asia—Pacific Economic Cooperation (APEC) Life Sciences Innovation Forum (LSIF)
Regulatory Harmonization Steering Committee (RHSC) (DAPEC Center of Excellence (CoE) Workshop&LL
THRELFET A, APECRFB LN DR LBENSDSMERZTHFITEST . AVEF—DSME (L.
PMDA-ATC MRCT E-5—=VJ 3—XDZEMFMRELYET , PMDA-ATC MRCT E-5—=451—X
FSEIRICEFH SN, IO F B TOERKRARDERICET 5Ty EMENFELT,

PMDA-ATC MRCT Webinar 2023 HIEFHREMIC DV TIILUTEISRIIZEL,

B AUIESF—OFMEEEEBRITOVTIIUTEISEIZIL,

https://www.pmda.go jp/english/symposia/0244.html

B  PMDA-ATC MRCT E-5—=_4 0—XDFHMEERTZERIIUTETSHBIEE,
https://www.pmda.go.jp/english/int—activities/training—center/0006.html|

6. PMDA-ATC Pharmacovigilance Webinar 2023 & N& & £ 518

APEC Center of Excellence Workshop
PMDA-ATC Pharmacovigilance

&P WEBINAR 2023 =]

PMDA 77 EE S -EEMEEN ——2 4 24— (PMDA-ATC) Tl&. TPMDA-ATC Pharmacovigilance
Webinar 2023 1%202341 8308 (FLYSF)—tyiarv) RU2A6~9B D HETRHEWN-LET,

AOIEF—([FEERLTEER (J7—VIAECSURPV) EHBEHELULTWSENREI L BB Y EEX
REL. BERUT—RREITAEELT, SMEBEBNRR TR YRS RO, FAAXEICEETS
FRE|. COVID-19D I F DL EREK. EERURVEEETE. PVDEFHIF L. Real World Data (RWD)
DERAFEFEAEICE-T. SMEBB S DOE- OB HAF DBRAFKEILIC DT EIHEEIRET ST
EEBMELTVET,
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. A 1TE F—ILAsia—Pacific Economic Cooperation,Life Sciences Innovation Forum, Regulatory
Harmonization Steering Committee (APEC-LSIF-RHSC) M Center of Excellence (CoE) 7—49S 3y FELT
AL ZLETH . APECREBLUNDBHLBRNSDSMBZ(HFITET . AVEF—DSmMEFIL.
PMDA-ATC Pharmacovigilance E-5—=24 0—ADZHEIRIHRELVET,

PMDA-ATC Pharmacovigilance Webinar 2023MD I HEZEIC DUV TIILUTESHELIZILY,

B RKOIEF—DFHMESEEHICOVTIEIUTEISEIIZELY,
https://www.pmda.go.jp/english/symposia/0245.html

B PMDA-ATC E-5—=2J 20— XD F#MEBRIEFIIUTEIS SRS,
https://www.pmda.go. jp/english/int—activities/training—center/0006.html

7. PMDA-ATC 7o 4)ILTvH

PMDA 7o T7EE R - EEMIN ——2 U 25— (PMDA-ATC) D201 EE D EFEIRBEFFLHT-.
“PMDA-ATC Annual Report Digital Book Fiscal Year 2021” ERET 2T AL TvoNNEhEL-,
PMDA-ATC webinar, PMDA-ATC E-5—=2%3—X, YouTubeE TH4 4 E, 2021 EEDEFEFHEEE10
R=SDTIHNTYIELTIE WV ET, 9TEF—¢E-5S—= 5 a—RDEHMIFRYT TV TR
SARLI—TIRRINET,

TORIWT VI (EEBEBDOH) ITUTDHAREYBERRETT .

https://www.pmda.go jp/int—activities/training—center/0001.html

Annual Report Digital Book
Fiscal Year 2021
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English Translations of Review Reports
PMDA 70 YA TARL TV A BEERESERD . RFDBHLEEMOELET .
EXR

https://www.pmda.go jp/english/review—services/reviews/approved-information/drugs/0001.html
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EX-3

https://www.pmda.go jp/english/review—services/reviews/approved—information/devices/0003.html
HR5E 4 — BB B A
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Fybk sul AERAtER D B~ 2022/9/15
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Safety Information

E%énn EEBBRERTLMER No.395(SM4 59 A 278)
VAT TREHN TOT7—EREXOHRICETASMER LR IORETIZONT
2. BELGRERFICAYT HER
(115 LT GEIZFHEERZ)
3. FERLOEEDHETICOLT(ZED 335)
D) EPD:\:'/bD (m Jltﬁgiﬁ 1‘@.(5 ‘H:)
4. THREZAEZOHZSE—E
REERAB (HF44E9 A 27 8)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0162.html

Egénn FERLOFEOHTHRTEM(TI4E10 A 12 8)
A¥y7O7zoF M) LK O]
AL FY—F
AE) LT GEIzFHEZ)
=ZHRIILTT GEIGTFHAERR)
RLTOYRXIT EEFHEERZ)
A5+ —IL Gl hTILED
A+ZaFV—IL(RREH)
A+ZaFV—ILGESTE]
AXYTaT7zF M) LKIMERERF EOR) (—RAEER)
RIT4T5—h
*;EH&’\I%% (FM4E10/128)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html

Events
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APEC Center of Excellence Workshop: PMDA-ATC

A14-16H Medical Devices Workshop 2022* N=FrIERE
11 A 16-17 H IPRP £& =
11 A 28-30 H PMDA-ATC Medical Devices Webinar 2022 N—FvI=E
12 A 6-8 H PMDA-ATC Pharmaceuticals Review Webinar 2022 N—F¥ILEE
12A8H ICH Fund Training 74 —3., RER

* APEC-LSIF-RHSC CoE Workshop &L TEE

Reports from Overseas
BNERICEHELTLWABEN L, R TOEHZHTALET,

RT=IRIE =T —=D Ak
EMA TIFBBRIZTILFRT—IRILE —IUOF =AU RERBLTHEY . {RETIE 2 DDEE/T—
gavThNEESNELT -,

1. Multi—stakeholder workshop: Patient experience data in medicines development and regulatory
decision—-making "
2.  ACT EU Multi-stakeholder Meeting on Decentralised Clinical Trials ?

2022 £ 9 A 21 BIZHESI =l Patient experience data in medicines development and regulatory
decision-making ¥ ILFAT—IHRILE—D—0 3y T D BERIE, BBEEDIVY—D AV, BEEITE
HMHEZLE BENODTIMNLGETBERRT —FIEBETHLDIIOVVTOHRBERZEZB T . EER
RAESLVEHLUEDEEICRMTHIETT, SHIC. EEOERRENMNEENREL-EET—3%
EQFSTERTESINIEZREL. BERBRT —AOWNELETAEHRILTI-ODEEIBELDEEEZHD
CENBHIEINTEYEL .

£51 DM &, ATC EU Multi-stakeholder meeting on Decentralised clinical trials (DCTs) (&,
Accelerating Clinical Trials in the EU (ACT EU) A4S S LM EML T, 2022 4 10 A 4 HIZHAEINEL
1o EUDCT FTAD I L —T Mo BB RHEBRDITRL —> av ICE T RN ER SR R vk
D—ODFENRERIN. MEFELPFDOITRTOARIZ, P EERARICE T 2IEELEROD L,
F-EZAERETHELZBMELTLNET, DCT IFEERABREERTITA-HDHLLWTITO—FTH
Y. BRRRGREREZ LYBEIZ, KYUERICT ST BMELTLVETD,

EMA TIRBEBHICZDIIBREDHLGLT | BELEDLIILFARAT—IRILE —KEBE LTV
LavTERELTHEYET . BATEIOLSERYBA TEATEYETH. HFLHBECANCEREEE
L. JURRICEERUDEEEROREICOENDEHISERELIENGNESATT,

1) Multi-stakeholder workshop: Patient experience data in medicines development and regulatory
decision—making: https://www.ema.europa.eu/en/events/multi—stakeholder—workshop—patient—
experience—data—medicines—development—regulatory—decision—making

2) ACT EU Multi-stakeholder Meeting on Decentralised Clinical Trials:
https://www.ema.europa.eu/en/events/act—eu—multi—stakeholder—-meeting—decentralised—clinical—
trials

HEEES (FRMEZYTJ Y EMA BETE)

PMDA Updates ©2009-2022 PMDA

PMDA 7R—.L~R—: https://www.pmda.go.jp/index.html
HEIWLEHE: https://www.pmda.go.jp/ooo6.html



https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-patient-experience-data-medicines-development-regulatory-decision-making
https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-patient-experience-data-medicines-development-regulatory-decision-making
https://www.ema.europa.eu/en/events/act-eu-multi-stakeholder-meeting-decentralised-clinical-trials
https://www.ema.europa.eu/en/events/act-eu-multi-stakeholder-meeting-decentralised-clinical-trials
http://www.pmda.go.jp/index.html
http://www.pmda.go.jp/0006.html
http://www.pmda.go.jp/index.html
http://www.pmda.go.jp/0006.html

