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News

1. PMDA-ATC Medical Devices Webinar 2020 for Thai FDA
8H26~27H . PMDAIXPMDA-ATC Medical Devices Webinar 2020 for Thai FDAZBAfELNV=LELT=, &
B —I%. EEEBRVANEZEBAEZES (In Vitro Diagnostics: IVDs) DEARBEIZIEHL41EE
R LB (AMFDA B EZRRICLI=YIEF—THY. 17805 MLELT=,
DIEF—IFERERTOTEEL - EEEBIN ——2F U 4—REOHRE DR THEY . PMDAKS)
PHEZEEZEDBERUAMFDADBE LY. TNETNBEICES T HEIOFTVAMIILABREED KR
EEBICEATSEE. PMDAEBKREEFE _HOBAE LY. BEENARRUERNHBEEHONIIRIE
BB DOERREEICETIERLTTUVEL BRRICEZENENADOT I TOERGEEEICLIES
DURTARAYAVEITV, BEFFEOHFEL .
PMDA-ATC Medical Devices Webinar 2020 for Thai FDA M E¥#llIX T i€ web site SR ELY,
https://www.pmda.go.jp/english/symposia/0177.html
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2. PMDA-ATC Quality Control (Herbal Medicine) Webinar 2020

9H9~11H . PMDAIXPMDA-ATC Quality Control (Herbal Medicine) Webinar 2020%B{E L f=LFEL =,
BANLCEZHODEMENTSAUIZTSMT B 7EFT—DOBHEIIPMDALL TEHHO TDHATT,
AOIEF—II. EERDBEZFHLTIENRAFLEBBEERRELIZEDTHY . TELNNIDvr,
DHIE A—=RNSYT  OVAR=IL A BE. AV =7 hE., F(Y . N—L—2 TqVED . T
SUIN AL RL—VTF . ELTAITDBI0EDRFNLBBENSMLELT:,

SMEFFBFFEZFELT. BRIZB T4 E-EAZEORFOBE, £ FED HKEFTHE. #ERFRIZLD
ARBEELGVMPEIRE. EAERVOTCENAREE. BAERA. BAERANEERIE . £X-EH
HENOHEHRFTABEE  AF-EAFRFOREEE WEBTHICHIIEBRETAEHREELIZLT. S
ATIZKBERIGEICSML, BREERCSOCERIBEITIVEL, EEIILX. PMDARE Ot F 1L
BF. EUXRZENEEXRZREMER. BNEXESBRAFEARA. BAREEAKESGILIRIEESN
FEMRICKYEBRSNEL:,

Fr. xR BICE,. EUEERAEMEEL A —RUBELWERRNTEARZEETIEED/N\—FvIL
BERFZITOD. SMBEIEAEYORELMI. RUEFEF(RHEEDORE. TFRFIWE)IZD
WTHARER., BEROEICTEREROHEL-.
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3. ICMRAEENCDLVT

ICMRA (International Coalition of Medicines Regulatory Authorities) [&. T EE - D EZHRFHN LB D
REN. EREHOEEHRCEELERIBOEBASFEEZRTSHEL T, 2013FITHIINFEL -,
ICMRAD A /\—[&, BARD M, B, hF57 . EE. A—RFSU7 . KEZF 280 RHI LB THEBIN.
WHOMA T H—/I—ELTESMLTWET . BE. BIERITEEICK-TIEA SN, 2013~2016F DR (&
B EHIERERABIERZFD. 200F10ANSIIEFERELEEREINBZREZHFOILL,
MHLW/PMDAIEALZBAD— R ELTEBZHEHTLET,

ICMRAIZ. BITRERLT—F T T IL—TIZKYBREINET . BITEERIIRBERLELTOAHEHE
BRETIB T, 7T—F 0 L—TEEERDDOENREYIICZEICRESh . RENLEREEBEL
TWET BEDTELRT X5 IL—TE A/R—23>TFO0zHh, T7—<IAETCSU X AMR(E
BftE) . Y TS5AF—2 VSATUVR EERF R T BREIAM/R—23070 9 O ERERE
BOTWET, £f=. PMDAIXICMRAD T T H A D RFEBEEZIHLL. HRDRHLECERRKEES
[T CREFTDFEEIRRERRICRELTLET,

52, COVID-19D /N TV T T, BERELDHARIEEZFDCOVID-19BEEDRYMAIZE T,
ICMRAMA =L 7 T4 EHEBLTWET . AE4H KXY, COVID- 19D R FRFZFRT D/ \—F¥ILEEMN25
B ERESN, DOFURRBREDRFERR. BRI AL, L2 MER D=6 O RWE (Real
World Evidence) ;&L E DERMNBRICITHONTEEL -, PMDATHEINLDE A ERELI-EHRINES
I5EM. —EBDT—I2avTDBEREBFDILEDEHMELTLET,

EHMTERNGOZENEEFLIVEE, HROBFHLBEA—BICELEBRFTIET, KYHER
DFEWE BN AREICEDIIEENAFINE T, /-, COVID-1972(F THL TARTVAMILREER. D
NOANABREERETEDRIFIZIE, ERMISEY AR SREET 5120, BONRT— AV
FHLTEEL=, PMDAIZS % L1 ICMRADEENZIEBMIZS ML, EXESBFIEEOERBGHICE
BMLTSY=W\eEZTUWET,

ICMRADEENZDU\TIE, FEEDICMRAY T T H AR UPMDAY T T H A TS HBLEELY,

ICMRA™ =7 H A b : http://www.icmra.info/

PMDA™ 74 Ak ICMRAXR— : https://www.pmda.go.jp/int—activities/int—harmony/icmra/0001.html
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4. PMDA-ATC Pharmaceuticals Review Webinar 2020 & hn& =R 45

— PMDA-ATC
— == Pharmaceuticals Review
— Webinar 2020 r

PMDAT 7 EE R -EEEBIN —=24 £ 2—(PMDA-ATC)Tl&. [PMDA-ATC Pharmaceutical
Review Webinar 20201%12815~17TBD BB TYI I RE VAT LEF > THEWNLET . AUEF—
FEEHOBEZHITLHBENAGFIZIEREZXREL. BRIFEBLLTERBEDORELZ T/ LT,
FATIZKDERIEERVT—RARATAETVET  CNIZKY  FEER. DRV IERRRUT/NA
TLIS—FDARRBEE. TVICHEMNLGCEER TV ERICEATIMBZESRELLELIZ. SMELBED
E - #hig DR FAH DIEIEICDARIF AR EF IR T HILEBMELTULET,

PMDA-ATC Pharmaceuticals Review Webinar 2020 it ZFEEMBIZ DL TIXUTEI SIS,

https://www.pmda.gojp/english/symposia/0183.html

English Translations of Review Reports
PMDA Hx 744 hTABIL TV A BAREERRD . BFOBRAESMSELET.
EXS

http://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 JH A MIAFLI-EFOBHMERESMOELET,
https://www.pmda.go.jp/english/review—services/regulatory—info/0003.html
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Safety Information

PMDA ERRL1ER No.59 (5248 A)
REFICKSIEEMBHNODH KIZDUNT

RERABR(TF24E8 A)
http://www.pmda.go.jp/safety/info—services/medical-safety—info/0001.html

PMDA EERR£1E#R No.60 ($F124 8 A)

MR L — BRI DSE RIS DT

REMAR(TM24E8 A)
http://www.pmda.go.jp/safety/info—services/medical-safety—info/0001.html

Einn EREBRERLMIER No375($F24E8 A 21 A)
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2. BIRXREBEFRUFAERA7I/BURICE T2 EREELEREOHIBEIZFORELIZIDONT
3. EELEMERFICEYAER
DECAS I
4. FERALOEEDOHRETIZONT(ZO 315)
) 41FoF9/—)L
(2) 4A~FY— )L(Huﬁﬂ'ﬂ“‘?ﬁ%@xﬂ REETHHEHA) (5 )
5. MIREZAEONRAEE—
REEMRAE (BF 248 A 21 EI)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0160.html
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PMDA-ATC Japanese Pharmacopoeia Webinar 2020 for

S PN
10 A 20 H Thai EDA N—F¥I)L=R/
11 A 8-108 % 17 [E DIA BAES N—F¥IL=E
11 B 16-20 H PMDA-ATC Medical Devices Webinar 2020 N—FvILEE

Reports from Overseas
BAARICHAELTOAEENS, M TOEEEHEALET,

EvyT—4EEEES D 2020-2021 F 0 FEHEHE D 2B
9 A 14 BIZ.EYY T—2EEEZEE R D 2020~2021 FNFEHETEN EMA Dz T H A MRS ELL
D RIEEFRELIL. EMA & HMA (Heads of Medicines Agencies;E NFAAR U EIMAEZR ST 51R41%
FTETARMBFEEORF SR ENRRER) DERFVRT+—RA 2020 F 1 AITIREL 10 D&%
HREIF ZEETE-ODBEL EMA EEEERXRY HMA [TT52EF B M, 2020 F 2 AIZERITL
SN=HDTY,

EvdT—42IE. BORTH—ADIMEEZEDEM T, “extremely large datasets which may be complex,
multi—dimensional, unstructured and heterogeneous, which are accumulating rapidly and which may be

analysed computationally to reveal patterns, trends, and associations. In general big data sets require
advanced or specialised methods to provide an answer within reliable constraints” GE:[RXNDEE) EF
BESNTEY L UTLIT—IRT—2(BFRERLE. RIRFBERT 2. BELIORN)T—42%F) . 7/3H
A ERRAER. BMERABRBE. V=2V ATATOIIT7 ST BB O ODERNT—2Y—RESN
TWES Y,

Evd T —2IZ3 52BN ERIL. TR ENT= Regulatory Science Strategy 2025 ¥4° European
medicines agencies network strategy to 2025 (%) DR REAMERR DN A RAENTEY . SEHEHE
BT, RN BFICOVWTERNLEEGBNITONDIERNVET VT ILT—ILRT—23FEDEVIT—34EE
DAL IT4YR ) RO% T H=DIZFIHT H L, EU 21T TIEAEL, BRZEHMMO#IETHER
SINTUWET RVDERBMASOEBNGRER - ERXBIL. SR ADH CTHADREBEEOSATEET
HY . SHRARSNEBHEICHEREBONENEENTOET,, £, CORIITEERFIZTE L
THRRMIZETBEZILTHIEE, —gRNIZEVWTHERMIZH, EERIBEA TRHIETHIZATRLIED
TERWIELERWET, BEOKRICEA. FHFEIFEREININELNFEEAN, EVTT—2ICHE
T HEEEFRLTCUKIENEELEZFET,

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

2) https://www.ema.europa.eu/en/news/ten—-recommendations—unlock—potential-big—data—public—
health—eu

3) https://www.ema.europa.eu/en/documents/minutes/hma/ema—joint—task—force—big—data—summary-
report_en.pdf

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

5) https://www.ema.europa.eu/en/about—us/how—we—work/regulatory—science—strategy

6) https://www.ema.europa.eu/en/documents/other/european—-medicines—agencies—network—strategy—

2025—protecting—public—health—time—rapid—change_en.pdf
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