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2022 £ 10 A 18~21 HIZ PMDA RUEBE&EFBENNN—FvILERX TEELI-BRXR=ERARFR
5% (Pharmacopoeial Discussion Group; PDG) HEREZENTL AN —ARVEEEF% 2023452 A 28 H
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ERHELTHOHTERREICSMLELz, SHROKETIE, HEEMMNSEERVAVTIHERTEE].
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BMEEFOXITOELEILO—X ] TeETOAO—R ] TEKELHE . TELEEKFIM I RUTAF LE)LO—
AIDBEMNRMEESINEL =, S0l TBIRNRELEICLDRED QK FEBIE X IO WEFFIEE
NERBREREZNZ . AIEEEZELINDIFETT . Tz, ERARERED ICH Hisi TOMEEFIAET
5 R%ZRLI- ICH Q4B (I EXENRIEEL. ERAREDHNZRET H-HDRT—IHRILEI—R
VIR L BADEEIC DL TEERLELT -,

REIDRFBIEKEZERANEMEL., 2023 F£ 10 A 3~4 BHIZAVFDNATIN—RTHRESNSFE
T,

FEMICDOULNTIE, TE2E URL 2S5 HELFEELY,

RESEILAY)—R: https://www.pmda.go jp/files/000249674.pdf

https://www.pmda.go_jp/files/000250951.pdf

EBEEE: https://www.pmda.go.jp/files/000250937.pdf

2. Schedule of PMDA—-ATC Training Seminars in FY2023

PMDA7Z U7 hL—=0 5w A—Tl&,. 7OoT7EFLELI-RFIKED R L OREFFROHEEL LD,
ZRFLBEDBHATD—EBDRIEZBHELT, RHELBIRLERITOPHEERHBLTLET,

2020 F EMND2022F E (X, FHRAATFT OAMINRABEREIE/NVTIVIDH, TRTOWEEA LTIV
THELTWELA, 2023F E T HAFEZLZHFER . BEMICHERAEEZBRLTLFETT,

2023 FEEIX. UTOEBYFELTEYFETDOT.EALDHLIAPRBEEHFEINSIADRLUDIGE
ZHEFELTRYET,
FRRT 21— ILOFEMIERD URL ZZELFZELY,
https://www.pmda.go.jp/int—activities/training—center/seminar/0001.html
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7 | EERTEMERY 2024 &£ 2 A 19-22 H Foo14 kg

*' Joint Seminar with U.S.FDA, ** APEC-LSIF-RHSC CoE Workshop, ** Collaboration with National Cancer
Center Japan

3. £6m E4>PEﬁ§nnﬁﬁ|}"EﬁT67/l WOLRV_EEE

20232818, FEoEIBARA UV FEERDSRHZ F;E]?“é/fl-\/rbAéFamEL [E4£55E4 . PMDA, 4
VR R B REFEUEE (Ministry of Health and Family Welfare: MoHFW) . A Kb REZRE D iE X S I HIE
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https://www.pmda.go jp/int—activities/symposia/0132.html

" INDIA - JAPAN
Medical Ploduch Regulatory Sympo
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4. PMDA-ATC Pharmacovigilance Webinar 2023

2023F2A6~9H M4 IZ41=Y) . PMDAILXPMDA-ATC Pharmacovigilance Webinar 2023 1% . APEC—
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T.PVICEDLL BN R LBBEEZNRIC. TELNADCYY AV AVRRIT DA VE | IFFE
T.BE. . YOCTIET DUAR—IL A BE.FE., Fa=OT7 . TR I4VEV . IL—I T,
Sy v—NBE31ENSMLEL -,

SNEITFFFEE LL T, PMDA-ATC ES—=2%"3—XPharmacovigilanceI— XA Z REEL1- £ T . X%
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PMDA-ATC Pharmacovigilance Webinar 2023 D F#llE T8V =7 H A hE IS HBIEELY,
https://www.pmda.gojp/english/symposia/0264.html

5. B4 Global Harmonization Working Party (GHWP)~® 1E X in&E

202352 H13~16 BHIZ. YO T7ISE7EED) YK ChHESN-GHWPEXRKREIZ. EEFBEE
F-AEERFERMOCEMELEER. PMDANG A THEHWEREKAZRERVERBMNS1ZDOBEMN
SMLELIz, GHWPL L, EEEFORFIFRAMNELTIERMLGREADUVED T, IMDRFELEELT
WET, BRETIX. GHWPD AU N—EL T BRADRH LB THAEEFBHE RUPMDATE UIZEER
ThHhOHIEAREBRYEBRELEESSOMBENKBINEL -, BRIXIBBE DAV N—EHBYFET, INBEAE
®.BEHEENS, GHWPAUN—EL TR BIN=CEITHTIHBRUVSEDFHADERISBARS
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KEBEZBLT, E%&%@iﬁﬂuﬂ%ﬂ’é BHELTEWNYEWERNET,
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6. GCP symposium and PMDA-ATC GCP case study seminar 2023 in Bangkok, Thailand

202352 A 228 . PMDAIZE I NAME L 2—(NCC) . S/ IR REBREERE (ZMFDA) RUYER
U RERE ) S— MR ERE T, [GCPL VR ™) L ) R U TPMDA-ATC GCP case study seminar 2023 |
Z/\2a9 (34) IZTR#EL=LELT=,

DURTT) LIZIEPMDAL G (FEBEZFERESRICMA . EEMRIIN. ERSOBENASML. @
EDEXR. THhTITEMS, -%Eﬂoo%ﬁfih“*?]ﬂ LELz. BB VRO LATIE. MEODEER
GCPHAE KA EZT—<IC . RELB. THTI7. EERHIOEHRBEROEFARVEHAEITLEL
T=o

TPMDA-ATC GCP case study seminar 2023 |[ERAFDARUVARAA DT HTITEXMRELTEY. 328H
SHELEL, YIS —TIHEEMBRIIH R UNCCOELMICLY. GCPEMRAEICET IEZFIRIM
L. &SI T3 AN — AR T1E1TVVELT =,

PMDAIZ. §#%tPMDA7 T ERE G- EEMBIN ——2 T 2 9—D—=0J%EL. S(FDALD
EERIEO, M ETOTHENMNSIE T U RBIHAERIREOKYDRIEIZBHTSYET,

7. PMDA-ATC E-5—=V%7 :5—=V 7 ETAFHRAL TV DEM

PMDATI&X20205F1 8 KYPMDA-ATC E-5—=VJ D RTLERELTVET . k. —=2JETH
MDMedical DeviceMRE T, [SE=FREFNE IELRBT 5T VEHITHBE WV -LELI-OTHEHLE
LFET,

EEEBRERVANZCHAEREERD—HOHERICEVTIX. EEFBRELARE M. BMEEHERT
BI-ODRMBELTED . TOREANDHEEHZE=B THAIZHRIBMBEANRITHLITEL- T,
PMDANBEEZRALLLICA R OB ERFTE T HENTEET . AV TUYTIH. COE=FRSE
FIEDORRLLGDEEREM. ANCHRAEEROHE. RAEELRMTO ARV ERRIHEDE
HIZDOWTERBALTLET,

S—_UJETAAVTUOY(EEOH) IFLUTOHALKYBEERRETT,

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

o414 H Learning videos : Medical Device

| 5—=7 €5+ (Pmda Channel)
“You will be transferred to an external website (YouTube : Pmda Channel) by clicking the title below.
[New] Con to Third Party Certification has been uploaded
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§ Pediatric Review Seminar 2023
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PMDAZ U7 EE M- BRI ——2 5 24— (PMDA-ATC)TIX, XEEEBMB (US. FDA) &
B T. [PMDA-ATC & U.S. FDA Pediatric Review Seminar 2023 %278 10~13B M BT EAXIZTH
fEWN-LET,

A F—I/NREESOBEEZHLE T BN AN LEBEZXNREL. BERUT—ARIT1%EL
T.SMENDNRAEEROEEICEET SEREEZFZV. MNEEFAEXNRELERKRARFIZ DL
TIEEWVHBERREZ R, BEOE -#BICE TS5/ NEEERORAEZIFEICORITIHETIRM
THIEEBMELTVET,

PMDA-ATC & U.S. FDA Pediatric Review Seminar 2023D I B E BB IC DV TIXUTESEBLIIESLY,
https://www.pmda.go.jp/english/symposia/0263.html

English Translations of Review Reports
PMDA 70 YA FTARLTWSEERESERD . RFDBHLZEMOELET .
EXS

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

T4 —RRAIB T B&EAa
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?;glgéﬁ LEATA 2023/2/8
/(1\%; gﬁxz VI DIRZIR 2023/2/13
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?;JJZ ézl‘é:-l:,l‘,\) TINANSTFREERE 2023/3/3
o él\,-gf\ 8 FIOLF=T 2023/3/3
ERME

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

EER - ERBBFREMUFER No399(RM5E3 A 14 H)
1. LFIFSFRAOERRICBITAREEEAEKITONT
2. EEGRERFICET SER
(1] GLP-1 ZBFEBEEFHFRUVFILENFF
MIZTILFRGERBRFHEER), (2)TFEFTFR, GUFIEFTFR, ATaFTILFRGERTFHE
#z), G)EITILFREGFHEIER), BO)IVR)Y THILTYEEGEFHRRZ) /ST ILFEGE
EFHIBRZ), (NDAVR)Y TIILFY BEEFHRZ) /)X FFE, B)FILENFER
(2) B3I INDRL-ERZUY2KFY
3. ERALDFEEDHETICOLT(ZD 339)
(D IFEFFF, €T ULFRGEGFHREER), T2 LFRGEGFHEEBRR), VX EFFF VST
FRGEGEFHIBRZ), 1RV TIVFY GBRFHBRR) -UFEFFE, /ORI TI LTI ERF
R VST ILTFRGEGTFHEIRR) ih2 4
4. TREZRFEONZRAE—E
HEERARF (RF5E3 8 148)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0162.html

Events
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4818 H F 12 A7 OTHERKEERE IR
4819 H FES5ETCTUORINI—IRE BiR
5 5 24-26 B ASEAN-Japan Risk Management Plan Symposium 2023 SxhLA

ASEAN-Japan Risk Management Plan Seminar 2023

Reports from Overseas
BENEBICHELTO B EN L, B TOEEEZHTALET,

BEDHIRAVERBRDERNTENASIR/(OYE

EMA (. —EBDBIRVEE#JZ (EELRDRES IV FLIEBREZENETITRTOISR I #
BEVSRANb TOTATHR) DELEEEICRZMTRNARERET 50D/ 1Oy ERIELELT -,
EE%ESCRI T SR E Article 61(2) of Regulation (EU) 2017/745 [ & D& EMREZER(T—EHDFY
RAVEEMBOEEEEICHENTRNARETITENTEET . FEMTRNIRORRIE. &IRY
EREBROERFRBIREERABRO TOR—FILTT, 2O/ 1OvME 1| ERBHESINEZFTETT .

ZDIAAYLTIE, A—T7835 (FVEREDBBED-OHDO#ER) C/NREATA/NNA R £EHEEDH
T E LB ERBEEDKEMNGETESIERITERLRRIEHESIRKICH LT S5, BRRLE X
BRLRELEELZEZHMEEMOHIFHRMIETE B EDEEOEEMBINELNICRYIEDNS
FETT?.2 AREY . MOV DX REGZDEEEEMNSD Letter of interest EHFELTVET . &
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FAREERF. 104D MOVMEEEL. BHTPRNAREERTEIFETT . 4 ADIZRID 5 #D
BEZITOFTETYT ., BAEZIRHICEAT 5 QRA (IR EMA O Website TABFTT ¥,
INAOYMET & EMA [XCN6DTOER BEELSLVEMROBRETEL . ERICDOLTHE
ﬁ%kuﬁbnoumélﬁﬁﬂ‘é%mfﬂ‘ IHIT, ZONMAYME, BT RNA RXFEEFEILT HDIC
BIADEZZONTVWET . HEMTRENARIE, A/ R—L3 %R ETEH-ODEELY—ILTHY. £
Uféfiﬁ%ﬁ‘]f;E%ﬁ*ﬂé%ﬁ/\OD,Q\%G)ﬂE?&Tthé{E:ELiTO
CHDEIICEE#BICONVTH, EENDRETENLGETI/ERERFER LT H1-0IZ. EMA DEREINSG
BETFTKRELGOTLKERDONFET,

1) Article 61(2) of Regulation (EU) 2017/745 http://eur—lex.europa.eu/legal—
content/EN/ALL/?uri=uriserv:0J.L .2017.117.01.0001.01.ENG

2) Information on EMA website https://www.ema.europa.eu/en/events/information—session—pilot—
expert—panels—scientific-advice—manufacturers—high—-risk—medical—-devices

3) Letter of interest template for online application
https://www.ema.europa.eu/en/documents/template—form/letter—interest—template—online—
application—information—session—pilot—expert—panels—scientific_en.pdf

4) Question and Answer on the submission of applications for the expert panels’ advice to
manufacturers https://www.ema.europa.eu/en/documents/other/question—answer—information—
session—pilot—expert—panels—scientific—advice—manufacturers—high—risk_en.pdf
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