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1. ICH 7TR/I\—F¥ILEE

1MASHEUVI6~18HIZEZE SR AFIEFRE:E (The International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use: ICH) W BfESNE L=, ALE(IX11 814~
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ARXETOELHERRELT. EEFERSBRRVEIBROEENTHN., ERELTDr. Theresa Mullin
(FDA-kE)-BIFZRELTHEEHRMITERE (PMDA- BR) NMEENETHEESNELT, F-. WEICHA
ARSAVEERLTNDIBT—F T T IL—TDRENRESNEL z BFICEELGIAILRALIZE)E
L=t DELTIL, Stepd (RHFBB/BICK->THRBEMICEE) [CHZEL =E2B(R3) D vi.1 M EDQM
terminologies for Dose Forms and Routes of Administration for Individual Case Safety Reports® 11—+ —
HAF ., F1=Step2 (HAF T4 EDFIR) (TFZEL-Q3D(R2) D Appendix2 R U3 (TR A I HEx
EPDEfE) DEERUVS(RERVERRZZEDTHREFMYDIRENE) DEM. E14/STBOQEA, MTD QA
ENFFoNFET . FRAMNSIUERIREZBMEL EXESBAE~OEESEICEAT D
L4332 R—/\— (Patient-Focused Drug Development (PFDD)) [ZDUL\TIE., daKICHD T T H AR T/
JUaAv Y T —a EREFETT .

REIDICHE & (E. 2022858318 ~6A28. {ZJIl (32E) THEFELGE>TULELA, TH5IZDLY
TN\ —F YL TORMEIZLSFETY

2. PMDA-ATC Pharmaceuticals Review Webinar 2020 for NPRA, Malaysia

11 A 6 B. PMDA [Z[PMDA-ATC Pharmaceuticals Webinar 2020 for NPRA, Malaysia |ZB#ELVI=LEL
e AVIEFT—IE. EXERDEEICEDLLIIL—L7EREELRFIT (NPRABEZXREL. 19 &
MSmMLELT=.

JIEF—IE PMDA JYFERTOTEEM - EEESEN —=2U 2% —KNPRA &Y Zaril Harza
Zakaria EE G-t MERER 2L -FEBAROMAEORETRFEY. IJ7—A- (2 -Ea—TY
(FIHAERICEAS SRR DA LEXERDBERARDEREZE(GCP)ERDEERICDLVT, PMDA XU
NPRA DEEEIMNNEREZHBTHEELIT. THATITRU PMDA DOFEMMMNBERIZHE TS FIH AEREARE
DEEICET HERZEBNMLEL .

DIEF—ORZICIE. BERRLVESRAHEE B TIEZR VA LETRSEL, Zaril BRI FAS DR
EEITWLEL,

PMDA-ATC Pharmaceuticals Review Webinar 2020 for NPRA, Malaysia D ¥#llE TRV I H (2S5
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Fr)LRESNI=FE1TEDIARARERICENT, B2ty arhiEShELE, ICHOMER - EEI(C
TA—hALFztEyar e BN H(RE. R, B, E88E) I27+r—hALiztyiarn., &5
vl a EFREL. ICHIZEWTHAANR L TELBRBNZHDIZI0EDNRYIRYE, SEBROEAFICONT
EERUTAANYI IV ThhELT,

- EBEICTA—hALEzEy ar Tl tREFBERXEERZEEEDHZMEK R UTPMDA L
EEEROEKEREERNEREZHEOEL-, PMDANS (L. P ETH#ITEE (EEERFIIEY) A, BX
DILZEMBHICH I0EDERERE. RUVICHD[FEIZDWTEELFTULEL, T BEEFEHEIDSE,
ZAEZEBREERFZRENRT—IRILE LB ARUVUFHRBEFAOAGIZONT, BERADE A
MNoEEETULEL

BRHDEY AV TIE, PMDANG [EEEEFERHE. FIUERAEREBERTATE. FREBEERKR
HABERMESHASMLEL -z EBREESRERVFLUERFERIADBRIE. ThETNESEERUE
DS FEY AV DEREHSD., ERE)—FLELE. FRARAEREEXRE,FH Y avIzSml.
ICHRERSBTFICHBITAEFEDHRRERELELTQI2(BEERZDSAITHAIILIRDAVR) IZDNWTHEBEEZTLE
L=,

AEZty aviE. 6 AT T THESh-DIAKREES -FIMNESM ST EHmEMESNTE
D T.DIATRDICH 0AFREARUVNELTIEREBEDARUMIAGYELE=, WT DY avd, 2D
SMBEEDELEFRLBERNITON, —EARUPDBIE, TEHMHKKYELT, SAZhLWhiniziy
FL1-.
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17th DIA Japan Annual Meeting 2020

- Beyond Innovation -
November 8-10, 2020 | % Virtual Event

ICH 30t Anniversary Session

History and Achievements
Perspective from Japan

NAKASHIMA Nobumasa, Ph.D.
ICH Management Committee Vice-Chair

Associate Executive Director for International
Programs, PMDA

PEHNITREDERDHKRTF

4. PMDA-ATC Medical Devices Webinar 2020

11H16~20H . PMDA[ZXIPMDA-ATC Medical Devices Webinar 2020 B LMV =LELT =, A E+—
[¥. 202056 A [CAPEC-LSIF-RHSC (7 o7 KEFEF RN FATHAITVRA/R—230T4—F L
FRAFHEERES) DEEHFZEEHOERHELL2—(CoE) ELTERBESINT-ER. MO THETS
D—923v7TY, EREEBRRUVANZHAERR (VD) DBEEXKICELI BN R LEHEEx
REL.TENLNRADSH Y AVR AVRRVT  AR—U  HISTISET . SUNTI  RAYSUH, 34,
BE.FIV.N—=L—=2 T4JEV TSV RIL—RYDF IL—LF ET7 VD Svov—hbiEt
212 DBFNEEBENSMLEL -,

SMEIIFEFFEEELT.PMDARE D (EH ., BN AME LU 2—, Rt X E R HE
A—DERICELD. EYMWERHL L. Quality Management System (QMS)-Medical Device Single Audit
Program (MDSAP), ElIff1Z2#1t,. F=EB R L ENBEE TAEHRELI-LT. 54T 1~2BBIZITEE
IGEIZSML, BRGERXBREITUVVELZ. JM/73~5BBICITIEER#BORIEE. AN ZHAEE
m(VD) DEAREE. EEMBOTREREN K -ERLEXNKRICET Iy —RRAT1&HZBEELIZY
N—7— ’Jé'— L\ BT RERHEL=,

FAERUVHASOBREDER (LRELY BERELAEER. -T-E"’?/TIEEEI': I’Eﬁ#&%ﬂb—_zbt/’sl . H
BEEHRNTRE. ERFZFERSR. AFENERFHEL Z73—T11—4%—)
TE:IEF—&m&E (—&)

PMDA-ATC Medical Devices Webinar 2020 D #l(E TRV T H A b2 TS IS,
https://www.pmda.go.jp/english/symposia/0178.html
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5. BEA-vL—C7_EREE

11A178.PMDAIZYL—L 7EREREGIRFIT (NPRA) EWebE ML CZERES & ZBMELELT=,

PMDAN GCEEREESAESR R, FEAEE. hEEHHITRE (HEIHMEY) £ EZFERIBRAMM.
EE&m@ErNroLTHMzERESRIERM. IL—T7REA H SFaridah Aryani Md Yusof LB & .
NPRAM SHasenah AliRBEMAAHBELELT-.

SEINZEMELE TIE, Faridah LB R R UVBRFREBEER OB (ZHEE . mEDOCOVID-19ND X I
DVWTIEHREHRBLEL . TOR. EERICATE5EDHAICOVNTERLEL Iz, £f=. PMDAL
NPRA[Z. COVID- 19D EETHE TDAIRNUFDREIIR#ETHLIN, §ERIHBHERELTLKILIZE
ELFELT,

—_EMsE FERR
ENBE . BRELEEER
BADEH Faridah LIF R (FR), Hasenah KE (PR E)

English Translations of Review Reports
PMDA Dz JH AP TARL TV O EEREERRD . RFOBEIEH MO ELES,
E%DD

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

BR5E4 — BB & TR B|HEAa
:i’g“’ FoPLFoTHTUEE 11/17

Safety Information

Eﬁnn ERMBRSERSHIER No.378($F 241281 8)
EXRRAVEEEE (RMP) D;ERAL PMDA AT FEZRAWV R FEROFAKREFICRIAET
DHADEFEL

2. BELGREERZHICEYS1ER
(1]=RIL<T GEEFHEETZ)

3. FEALDEEDHRETIZONT(ZD 318)

(1) T5F57—BigiE 11*3(1 #F)

4. THREZFAEONREE—

REEMRAR (FF25F12 A 1 EI)

https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0160.html

Eﬁnu FEREOIEOUNETEREM(TM2412A8R)
HaERTLILERERE
TSRETUIIEEEE
RARNISOR
RYyary—I
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IHYRXIT GEEFHEERR)
REMRAR (FH24£12 A8 8)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0369.html

Events

PMDA X EF IS MEFEL TS ELERES
=] £ 2 FRE AR
1A 13-14 8 FE8EBAR-FIERIRIYLE N—FvIEE
| B 18-21 B E(I;/;I?A—ATC with National Gancer Center MRCT Webinar ¢ . o o
2H1-48 PMDA-ATC Pharmacovigilance Webinar 2021 N—FYILRE

Reports from Overseas
BAABICEHELTLWSBEN L. B TOEBEZHETALET,

EMA public stakeholder meeting on COVID-19 vaccines

12 A 11 BIZ.EMA (&, COVID-19 DUFUICEAT 35— -BFREBERITOI—FTso 5 ZRELELE: Vs
AN—F v I)LS—T 4245 &, CVOVID-19 DO FUIZBET A%, 5Tl RER P (TRED) ZLHE=
A)UT D EUIZEITARFTOERE EMA DRENZEH T, — i -BEFREFRITICAMTHIEEEHMIC
RESNEL. T, —lR-BREISODERZRES, TWoZEET LI TOCRATEETHIELELEME
SNFELE 2, S—TAVTHROBNICEDE, #3500 ANEEEZHBEL TNV =EDZETT,

EMA BEE M5, COVID-19 DOUFUIZBET 5 EU TORFTOEAN MY OFTWVEETHRBASNT
Z.BE/NEE. HEE/TR. X ERERKEERVUTHTITEVSIBLVEGRENSERAHIN
FL . BFON-BROBEESDS55. EMABEDEETHMIONEN > IZABITDONTIE S—Ta25
DHETEELEEDIZEMABENSRZEINELz, ChOoDFEEER "OBRH IO DA °(L EMA DT
THANTRRAINTHET,

52, EMA [ZH14 BB B ZELY . COVID-19 /RT3 VI T TH EMA OIRFIEEI D BAMEZ R KR
B LEEETOET Y, EMA D ERGFZEEM T TIEEL, LR ORBHEDMORBEAEEL T,
COVID-19 DHOF U T BANRDIEEEHERTHEICEARMICEMLTLNAZEIXERENETT,

1)  https://www.ema.europa.eu/en/events/public—stakeholder—-meeting—development—authorisation—

safe—effective—covid—19—-vaccines—eu

2) https://www.ema.europa.eu/en/documents/agenda/agenda—ema—public—stakeholder—-meeting—covid—

19_en.pdf
3) https://www.ema.europa.eu/en/human—regulatory/overview/public—health—threats/coronavirus—

disease—covid—19/treatments—vaccines/covid—19-vaccines—development—evaluation—approval—

monitoring
4) https://www.ema.europa.eu/en/human-regulatory/overview/public—health—threats/coronavirus—

disease—covid—19/treatments—vaccines/transparency—exceptional-measures—covid—19-medicines
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