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News

1. PMDA-ATC Pharmaceutical Review Seminar 2023 for DAV, Vietnam

4 A 21 B, PMDA [X[PMDA-ATC EERAEEEIF—2023 for DAV |Z. 4 B 19 HICEHEIN:=TTT
HEMOEFRHNLUBMTICEIELREEZRDIGETHAIESBTOTUoORINTI—IREDHEIC
GrERMELEL . REIF X AN LRRBEAERER DAV) TEERODBEICEDLIRFIVIFT 4%
HRICEAESNEL,
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2. PMDA-ATC GMP Inspection Seminar 2023 in New Delhi, India

5 A 29 H.PMDA [& PMDA-ATC GMP Inspection Seminar 2023 in New Delhi, India Z=a2—T")— (4>
F) CRELELz. RIS F—(FAUFhREE A EEEHEE (CDSCO) DHRFEBERUVAIEDE
M- HIFDRFN BEEERIREL. #9880 ZEIF—ITSMLFELI,

25 —(%. PMDA DA FEFERT7 7 E—F K. CDSCO M Deputy Drug Controller T#H 5
Rubina Bose KDRIETIREY . BARRUVAUFRIZEITS GMP FHHILRER. BAOEEREERERD
ERREFHRRF—L(PIC/S) MEEIC@IT=-EEHEDRER. MEVRIIRT A (Quality Risk
Management, QRM) 27— [ERGER RN ITHONFELT=, T HIZIE CDSCO M Joint Drug
Controller T# 5 V.G.Somani KM LRENHYELT -,
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D)DELNFELT -,
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3. ICH N\YO)—N—& &

6 A 10~13 A. EE R BRFEI A £ & (The International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use, ICH) A/ \> 9 —/\—(AFA) IZE LTRSS ELT =,
PMDA Mi5lk, REE—EREREHFATAZRE. 7—F 07 IL—T WG BEfRM. £-E4E5
BEMISFRHEZEREERFZERMOASMLEL,

AEETHOELREELT, EDA(Egyptian Drug Authority, T R) MET R AL 73—, NAFDAC (National
Agency for Food and Drug Administration and Control, 74z 7) BNFIRA T F—/\—&745Y  ICH &K
TIE 21 DAIN—,36 DA TH—/N—IZHYELT, Ft=, FHRIEVIEL T, EEFBE - PMDA RUER
& & = (European Commission, EC) DX RIREDM#ZEEERDIFHERRZEMHAR IZEL 3 FEYY
M EERIRIE 2024 FLIEELI- LT HFIRSNWFEL -, ZDEN. [EERODAMEICEREZHTUT
JLT—)LRFIEF> X (Real World Evidence, RWE) D FHEE D ERMIGAFM R UL 7ILT—ILET—% (Real
World Data, RWD) & FALM-SERDETEI LR ED —RIRBIDHEE 1D ITL I avR—/N\—(SHD ICH 7
ARSAAEBZEEEMICERYIBA T IZODOFEZFRTTHXE) MR EIN, §&/\T)yyaAisk
DEEIZELFETYT, 62, ERANIREINT-, IRV EEFABRERICETSIILII Y
R—N—IZEDE, §&. EMRICKIBRIFT I —TEIAb LIFAIENEESINELT .

AIEIEENCSEEEEFTCORITHICEELGIANILAMVIZEZEL-EDELTIXL., Stepd GRHEIHBE
[CEH>TREMIZEER)IZEBELT: QIR (BEVRIIRDCAVN) DHARSA2, SI2(BEF AR R
DIEBERERRADTDEZA)DHARSA MT(R2) GBEMENAVRIEERFBTH-ODEERH
DNA RS (ZERYE) ARV ER) DHMRSAVRUHENEFONET,

Fh.AXE 3 AROEEBEZERBEROFIICHEWNEELNTHON, THERESRIZERNEESR
ERBIBERIGEHINELE FHE. HFEL-EEBRERFEBEROITHOERAM THLIREMET
TY,

REIDICHEEIE. 10 A28 B~11 A1 B, 75/\(Fza) CHETOREEZFELTLET,

4. %15 [E DIA hEES

6 A 16~19 BIZ5 15 [ DIA FEFEAHM (FE) IcTHEMAESI . PMDA A HIE 5 Z FEFRER
R.MEBE 44 EEFEBENSEE 1 &N 5 DDy avICUE—rSmMLEL,

Japan Town Hall I Tl A RERBENEREZHSNH . BRARET XBRIMAODFEEELELIZARKIC
BHEEARRFERRVURIXEDEFILICETHHE. TNoDOEEICT H-ABRELZITHRUE
ERMADBR R BN LELz. NRILTARADY AV RUTATHILDEMEZREL T, FRELERX
‘A Thh, BADESEICBITA2EFEOBMACONTISLSEMBAEESNI-ZEEBNET,

EiEtyiavichnz., PMDA BB &Y. TICH Day Plenary I TI&, ICH H/RSAVREDF=HDF /8
TAE LT AT IZ DT, TICH Day E171TIX. ICH E17 HARSAVREICERL TOREREIRREMIRIC
AT =E#EAZDULVT, [Rare disease drug development | Tl HFDEFAEELDIEEFIERUVE
ZEETOER[ZDULVT. [Global Regulatory Modernization Townhall ] Tld. Good review practice [Zx19"
% PMDA MOEHAZHBALELT=,

PMDA [, A& EZHELDBEERIED 1 Y—ILELTHRE DT, SMERFGELIZLEEZTLET,

5. PMDA-ATC #3+—BTIEH<A—To\vI%EEA

PMDA Tl&. PMDA-ATC 3 —RUVIEFT—SMEIE THREFRHLTWET  ESDT ORI
2. SR CNODETIEA—TonN\uD |ELTRITTAHIEICLEL . =T\ D [T HE
FATIZZEFR & TIMS Global Learning Consortium | [ZEERLL TSNS TOZILEIRA-FBEETHY . EET—
RZAZT—R (NP DA RGEE/HNH - XFIL) HBHAAEN TS, SNS %0 email Hisfth
EEHFTAIENTEET , ZUTHEIFT—RUIIEFT—DSMAEIL., Open Badge MHEFESNT=
A—=UIZLEzD o TAH =T\ %EZELET,

(=TT IDFMIZDOWTIZUT NI IS SBINETET,
https://www.openbadge.or.jp/about—ob/
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Instruction for Digital Certificates,
PMDA-ATC OpenBadge

OpenBadge is "the world’s leading format for digital badges.”

http:/wwwi How to receive and use an OpenBadge

* Receive the email from OpenBadge
8 * Register to use the OpenBadge Wallet service
(within 14 days)

¢ « Create open badge wallet account (First time only)
' l * Log in the wallet app and receive the OpenBadge

* Print out the OpenBadges by PC N
¢« Share you OpenBadges to SNS @
After second time (creating wallst account) , you can get the Open badges from Step2

6. PMDA-ATC E-5—=% :5—=VJETAEHRALTYDEM

PMDA Tl& 2020 £ 1 A &Y PMDA-ATC E-5—=UF VR T LERELTOWET . §#. 5—=2JE
T 74 ® Safety DX 5, [COVID-19 TUF U DREXKIEET 5T VEFHT-ITHBE L LEL:
DTHEHMLE L LET,

AALTUYTE, BAIZEHTET 5T ORIERBREFIEIS OV TRALTLET. Fo. /U FEvY
fAIZEH1T5H COVID-19 TI/F U DEREMKRIZDOVTHERBALTLET,

S——UJETAIAVTUOY (EREBOH) IZUTOHARLYBERRETT .

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

Learning Videos : Safety

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

1. Safety Measuresth

]

E-Labeling System in Japanty

Pharmacovigilance activity utilizing_Real World Data in PMDACH

Risk Management Plan(RMP)ch

3
4
5. Risk Minimization Activity Bh
6

Dissemination of safety risk informationch

| 5—=>7 5% (Pm

7_Overview of Pharmacovigilance th
FADHS v 75> PMDADEIFTE] | 8. Safety measures related to COVID-19 vaccine 5h New!

No. baca=1l] =i Wz .
1. Review 2023538

COVID-197 7F L/ EEA5E 17

ERMBWERREEIE 2T
3. Relief 20201031 Safetv measures
4. Medical D 202358 H

edialbese related to COVID-19 vaccine
5 GxP 202358 Post-approva
6. PMDAEfiorts 202361
Vaccine Ady 'H'n*

reaction report
I Based on the

Immunization Act
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English Translations of Review Reports
PMDA 974 A R TABL TV ABEREEERD . RFOBRAEHHNLLLET,
EXS

https://www.pmda.go jp/english/review—services/reviews/approved-information/drugs/0001.html
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English translations of Notifications and

Administrative Notices

PMDA Dz JHAMMIARLE- R OBHMERELS MO ELET .
https://www.pmda.go jp/english/review—services/regulatory—info/0003.html

#HA &= 2 ¥R B#E A
EAEEHK 0927 HBEELHOMKEOEREHHEICEVDTEETAN
H30.9.27 . S EIE|—oLT 2023/6/30
(EBEELROMEDERETMBNTEET
N z - SEILE Z
RA6.9 EE RNEFRIB(ITDOWTUICETIERICEEQKA)IZD 2023/6/30

T

Safety Information

Eaénn EEBRELLMER Nos02(5F15F7 A 11 A)
EERMERKEBRIRET=aTILIZDNT
2. EXEBFREINODEMER -BREE-FEEHRE. BIRIGRVREFA US40 T PMDA AN|ESZFH A
)
3. EELEMERZICEAYTLER
(1] () =ARL<T GEEFHEERZ)
(2)1E) LT GEnFHE#Z)
4. FERAEDTFEOHETIZDONT(ZED 342)
(1) EZIEANETAILR b *"Uﬁ?‘/(ﬁ&%ﬁkF#‘/ffFﬁ%‘%%) fth 2 44
5, MREZAEONZRME—
RERAR (SFf549 7 8 11 EI)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0163.html
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Events
PMDA MEEF-EEMEFEL TS ELERRER
A B ESE 22 FRIES R
8 H22-24H  PMDA-ATC Quality Control (Herbal Medicine) Seminar 2023 =11
9H25-29H IMDRF EEEZES Ny
9 H26-28 H PMDA-ATC Pharmaceuticals Review Webinar 2023 N—FrILEE

Reports from Overseas
BNERICEHELTLWABEN L, R TOEHZHTALET,

OPEN initiative

COVID-19 /XT3y MDfEl. EMA (& OPEN (Opening Procedures at EMA to Non—EU authorities) 7 \ 1
AvrEERLTz, /MOy, COVID-19 [ZBET HARBELVIFUENRELIZEDTH Tz, =
DNNAOYMZEKY, EBEDIAZ A= —2 3> FroRILhsgibdh, O AMNMRES NI, 512,
CONAOYMMZKYIRFI LSBT RO RFEILF =B AHEFTAZBHENTERY,

COVID-19 IZBET HARBELS LUV ITIFUICET S OPEN /XA O yME#R T L, 2023 F£ 6 B EMA (£ 1
FBD/SAOYrDLE 12— ERIZE DUV T OPEN OFEBEEEII KT HIEELT-, FNLITHMAEYE
ftEICxt e 5l eE BrMELIZER R, PRIME(BEEERSIE) ITIEESNZERER. 7oAV AT
AL ——XDEVNEER. ARFEDEFRPCLARGE LORIBREICHNTEIILEFBNELI-EER
TH5?, 20 OPEN [Z[X EMA ESFREBRFSEY IRODFERE SN TWDA—RALSUT TSV AFHF R
AR, HEREHRE (WHO) . BALRSMNT 5, TRTOSMEIL.EMADENFEEEREZES (CHMP) H
FUREREZES(ETF) DLFBICHBEOEM T HIENTRELLS,

OPEN MM IE. £ BEDRBEICHYMBT -O DR ZMEMMBOEE TS, R L BEORF 7T
A—FNEBEZRS. EHULEER~ADEEFEDT7IERERRILT S, BHEILBHOHIEIZEE T 5i15EER
HEEHDHETHSD, EMA [F OPEN [ZEETRIERR QRA 2023 F 7 A 3 BIZARLTHY Y, DO dh(C
HMASRBEAESENATLS,

COESEFEMNILITERKICEDIILET. BEEDEERDT I/ LADORRILEBETOADIZEL
NEOZENEAFZINDS,

1) OPEN Pilot: One—year review and recommendations
https://www.ema.europa.eu/en/documents/report/open—pilot—one—-year-review—
recommendations_en.pdf

2) OPEN initiative https://www.ema.europa.eu/en/partners—networks/international—
activities/multilateral—coalitions—initiatives/opening—procedures—ema—non—eu—authorities—open—
initiative#scope—and—development—of—open—section

3) Questions and Answers on the 'OPEN’ Framework
https://www.ema.europa.eu/en/documents/other/questions—answers—open—framework_pdf
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