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News
1. ICH I\ —/N\—/I\—Fv L&

11A9H. 158 ~18HICEZ SR HI A E L& (The International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use. ICH) WBMESNFE LTz, ALE(ITHFTF DN
UH—N\—THEFETLED., SHROCOVID-19/XUTIVIDELEIZHEL, RETHOEEIEEREET .
N—F v )LEBTORELGYFELIz, PMDAN G, P EEHITERE (BRED) . TH-EEFHEBE
MoldZHE ZERESRFIERMASMLUEL -,

RKEETOELHIELL T, COFEPRIS(Comision Federal para la Proteccién contra Riesgos Sanitarios.
AXS ) BNEFFR A 7\—, Indonesian FDA (Indonesian Food and Drug Authority, 12K 7) . SECMOH
(The State Expert Center of the Ministry of Ukraine, 9454 F) . EDA(Egyptian Drug Authority, T k)
DFRA T —N\—E3Y | BETTIOD A IN—_ 35DF T —/N—EBYFELTz, T RERUVEEER
BENER-BIEREZENTON. EBEELDEREL TTheresa MullinEk (US.FDA)-BliEERELTH
EHTERENEERE. BEDERKEL Tlenita Lindstrom—-Gommers K (EC)AHBIE. BliE K &L TGabriela
ZenhaeusernX (Swissmedic) N #FTFBEINFEL -z, FHITVTHL2FEMTY . AKETIE, E8(RT) (ER
REAERD —ARIEET) DH AR S 4>  M8(eCTD) #ERLMDeCTD v4.0 Question & Answer Document v1.6.
eCTD v3.2.2 Question & Answer Document v1.32/H3Step4 GRHEI Y BIZLE>THREMIZEE)IZ. £1=M7(R2)
(BEMRENAVRVZERTA=-HODERESPDONARGE (ZERME) A MYOEEEAVEE)DAHAF
T4 QRN (FBIRIIRZDAUN) DIARTA2 QI3GEFTFERE) DA AR, SIBSIRD) (A A
[RHEEER) DAARSA M Step2 (HARF AV EDFR) IZEZELELTz, T D, Model-Informed Drug
Development (MIDD) Discussion Group®D At ThR—/R\—FHRSAUREKEEIN M5 Ea—TFT 424
informal WGHYER LN FEL =, F7=. Quality Discussion Group (QDG) hIMERKLT=FEN M EEN KA INF
L7z, I, ICH30E EE RS LI HITYMA. 2021 F10BICICHY T YA EIZIBEHInFEL =,

REIDICHE&IF, 2022F5H21H~258 ., 7TR (FULv) THETOREZFELTLET A,
COVID-19/\U TRV DRI MR BRIz NATVIR X DOREERLRBFICEDNHDIFETT .

2. PMDA-ATC Medical Devices Webinar 2021

11A158~17H. PMDAIZIPMDA-ATC Medical Devices Webinar 2021 |1ZBAELE L=, A TEF—IZ.
APEC-LSIF-RHSC(7 7 KEFERENR N SATHAIUVRA/R—30T74—5 4 RHEANMEERE
) DEEMFRBEHOERIHE L 2— (CoE) BN ERET ST —923v T (CoET—023vF) ELTHAEE
ffHFohTHVET,

AzEF—I. EREBEVANZHAEESORHIEDLIEBNRFILBEEBEETREL, /UK,
IFAET7 . A—ARSUT . A= aAVET YOO TIET . RVSVA 34 . BE. A7 . F
AT IN—L—=2 NI S5Toa  T4VED RYTF . FE. IL—T7 B E328 DR H L B
BASmLELT=,

SMEIFERFEE ELT,. PMDA-ATC E-5—=F 20— EHE#HER IICT, EEEIROANZETHE
EEROBT. EEEBOBE. AN ZHAEEROEE. QUSEUREX K. BEE#II-VF B
BEHFEFHOERESL. EESROEREE EEBIOQMSTHE. EEE R ORKRETM. EEE
BORENKICEATIBEETAEZRELI- LT AUSAVICKBLVERK DI EF—IZSMLELT -,

LIVERR R DD EF—TlE. EEREFRFHOEREES L. BRI DO ERRE%E R U Medical Device
Single Audit Program (MDSAP) [CE89 3EB& R ULy av DERIGE . TV ICEERMISOEERITM X
VEEEBOTREBEREMKICEHT Iy —RRIT1E&EMLEL,
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RERABICIE. BREERIVE TIIOERBEN N N—FVILIZTITHONhEL-,

FEEOEE . YxEF—SmE
TREN FEE(TFOTEER-EEMEB[IN —— 7t 42—K) D EEH (EREFIELSTERE) . GHEN (B
BHRBEE R . BREEL(BER) . £fEEF(EETE)

PMDA-ATC Medical Devices Webinar 2021 M E£#AIL T 5Cweb site SRS,
https://www.pmda.gojp/english/symposia/0213.html

8. PMDA-ATC E-S—=>J a7 vn:amn

PMDA Tl& 2020 £ 1 B&Y PMDA-ATC E-5—=UF VR TLZERELTVET , SA%. HIAEKICHE
THaATUVEEMLELIZOTEHLELMLET,

ARAVTUVUTIE. EELBREDOEZEREICE T PMDA AREL TSR IR EHROBMEEXRBNLT
WEY,

E-5—=2Ja TV (EEBEDH) ITUTOYALYBEREETT,

https://www.pmda.go.jp/int—activities/training—center/0005.html
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Measures against COVID-19 E#8 2021.4.1

Y | ronsreeom =
() Measures against COVID-19 .

COVID-19
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6. PMDA Efforts 20201031
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[ 1 Review 202112.1 New | Av5vvien
2. Safety 2020.10.31
3. Relief 2020.10.31
4. Medical D 2020114
5.GXP 202191
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Review

[#732] PMDADM T 4884 CPId 2274

1. Review Teamsth

2. Application Dossierth

3. Review Process th

4. Japanese Pharmacopoeia (JP)th

5. Review of Generic Drugsth

6. Review of Biosimilarsth

Prnda

Consultation service

7. Eirst-in-Human Studiesth

8. Review of Regenerative Medicinal Productth

New!

10. Consultation Service th

Safety

and shorten the review period...

English Translations of Review Reports
PMDA 7z H A TARMLTWWABEEHREEERD . RFOBHE L EHHMOELET,

EEH

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 Yz JHAMIAFL-RFHDBHMERELSHMSELET
https://www.pmda.go.jp/english/review—services/regulatory—info/0003.html
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H30.2.21 0221 % 1 & RIZET BEES(IONT 2021/12/6
. EEROUABARE T I~ BE( 5 BERIES

Rie1S BEEE  prmyrEERACRAEEREEQMIOLT 20126
MRS  ERRBONARRSRT I~ WE( 5 HERN

WO aegas  BRICETIEEAIONT 2021/12/6
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Safety Information

EER EALOFEORETHREM(FM3IFE12A3A)
AAFVAILREERD) Y RNA T F 2 (SARS-CoV-2) (AZXFT1HH 1)
aRFIAILRERD) Y RNA 79F 2 (SARS-CoV-2) (COVID-19 DU FUETIILFAE)
KEEMRAEF (ZF3F 12 A3 H)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0370.html

EFERA EALOFEORETHREM(FM3IFE12A8A)
4901 LZAKFIY (EEH)
KEEMRAEF (ZF3F 12 A8 H)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0370.html

Eaénn EEBBERLMIER No.388($FI3FE 12 A 14 B)
B2 E—RADAVITIVIVF I IF LR ORI RIGEFEVREIZDONT
2. BELRIERZFICET HIFH
77V IURTT EEFHEBRZ)
3. FHEALDEEDRETICONT(ZM 328)
(1)JDT'74)LZ1I"ﬁfﬁ'7')°)/ RNA 7 9F > (SARS-CoV-2) 1 (2 #4)
4. THREZRFAEONRSEE—
WEEMRAE (FF13F 12 A 14 EI)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0161.html

Events

PMDA HE EF 1 -1EBMNE T EL TV EHEILSE
BB Py 77 BB
{ B 18-21 B ;l)vlng—ATc with National Cancer Center MRCT Webinar ¢ . o o
1H31H.2H2-4H PMDA-ATC Pharmacovigilance Webinar 2022 N—FvILEE

M Pharmaceuticals and Medical Devices Agency, Japan


https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html
https://www.pmda.go.jp/files/000243443.pdf#page=20
https://www.pmda.go.jp/files/000243443.pdf#page=22
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0161.html

PMDA Updates 12 B & 5§R—T

Reports from Overseas
BHAEBICHELTWSEEN . MM TOEZHEHIEALET,

EU TOEYS T—3IET5IA DERLTER

BEDBHLR—FTEBALELI=A. EMA (L. HMA (Heads of Medicines Agencies;E R U EN A
EXRICETIHRBNEMET SMMBFEHEORAH L BENRE) L&BIZ. EVI T—2ICET S
& "OTFT . UTILT—ILRT—E(RWD) /7 ILT—ILEFIET U X (RWE) DEZERH TOFAIZDONT
BRICERLTVET . SAIE 11 BRRU 12 BUOICRHAESINT 2 DOREEARUMIDLNTHENL
x9,

EMAIL 11 A 30 BICEERFIZHTHRWD FIRICET SV EF—ZRHEL. ChETORBRETHA.
BEELRECSHROEBEAERTOIMEERTFEL?. F- 12 AT BIZIX. EvoT—42(ICET 521
BORT—IRINE —T+—S LERELEL: ¥ RT7+—3LTIE, BREEICRFBRANERIZHE SN
HLELELIZ.BERBOER -TJ—FN\vIBNEHON, SEDIHBAIEESFICOVWTERINEL, K
TH—SLIZIEEEEELLTPMDARIEL S MLELT:,

2023 £ 3 AETHRSINEVIT—REEZESDORFOTFEFTEA 2021 F 8 AIZARSATLY
F9 Y, REHEICRST. 2021 &£ 5 BIZEBESNT=7—9>avTHBEFEZ 1=, “European Medicines
Regulatory Network Data Standardisation Strategy” YERE(EN BT —HIELE (R I HERERAY 12 B 17 AIC
NREINFEL =, EFELUBEARASFTOEBEBBICOLVTXRYFERICERINTIKEEZEZONDT=H.
NoEBC PMDA HIEBHICSEL TIKIENEELRET,

1) https://www.ema.europa.eu/en/about—us/how—we-work/big—data

2) https://www.ema.europa.eu/en/events/learnings—initiative-webinar—optimal-use—big—data—-regulatory—

purpose
3) https://www.ema.europa.eu/en/events/eu—big—data—stakeholder—forum

4) https://www.ema.europa.eu/en/documents/work—programme/workplan—2021-2023-hma/ema—joint—big—
data—steering—group_en.pdf

5) https://www.ema.europa.eu/en/documents/other/european—medicines—regulatory—network—data—
standardisation—strategy_en.pdf
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