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3. % 33 [B] DIA XM F & (/\—F vILEE)

3A15~198 IZE33EIDIARMN FE =M/ \—FvILEfES . PMDANGERRAEE R, $iKFEEL T
SR)—HAIURRS)EVA—R. FEEHPITRE (ERHMED) | AEEZFERSE. RUEES
BENSILARERE . AR ZERESRAIERNSSMLEL -,

AELKTIE. PMDASL 2D Dy avIzsmLELT,

[PMDA Updates v 3> Tld. W EPITEREVERZHED . IUABERE JYRNERRERITERER
7v7T—h BRESERKLYCOVID-1INDXIEEE HT-PMDAIZK S RFT DI A . #ARSZ 21—
R&LYRSICEHT HBAAD T YT T—MMIDWT, TNENFEENITTHONEL -, BEERD/ARILTAR
Hviar RUBREENSDEETIE. LABZEEICRKDY. EEFBHEDISEH-RHERFESHHIE
EAEZELFEL

[ Comparison of Emergency Use Pathways among Japan—the US—Europe — including post—marketing
management — |ty ar Tl FEMITERENEREZHSD . BN ENMFHIAZRICOVTEREEZITLEL
T=o

WFNDEY a3t INRILTARADYIIVITEWTHEEREE LQFRLGERTEATHh., REEH
SNELRICEETHIETHRORHOEERAHICET HEAZRENRONELT,

FE34EIDIARKM FE & (£2022F3F29~31BIZT 2y)L (R)LX—) THESNDFETT,

DIA EUROPE 2021 | ADVANCING HEALTH PRIORITIES DIA EUROPE 2021 | ADVANCING HEALTH PRIORITIES
15 - 19 March 15 - 18 March

DIA

o

DIA

EUROPE 2021 RSP A
IPMDA Updates| v 3> [ Comparison of Emergency Use Pathways among Japan—the
LtEBRENSHEMTERE. RAEREESHWNEER. US-Europe - including post-marketing management —tyi3>
TERENMBHARARS tU4—R. BREER LEEA:pERTERE. TEREA EEEREHE

4. PMDA-ATC Regenerative Medicinal Products Review Webinar 2021 for NPRA, Malaysia
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Contents) DEREZHMEL=TUTL—FEERET B EMDY. GRRP(Good Regulatory Review Practice)
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http://www.imdrf.org/meetings/meetings.asp
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6. PMDA Efiorts 2020.10.31

9. ICHE6(R3)HAKRSAY

R7E . EEMRRFIZAFEFEE (The International Council for Harmonisation of Technical
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https://www.pmda.go jp/int—activities/symposia/0001.html

ICH R—LR—UFERAX:

https://www.ich.org/news/draft—principles—ich—e6—good—clinical-practice—gcp—now—available

ICH E6(R3) Principle X :

https://database.ich.org/sites/default/files/ICH_E6—R3_GCP—Principles_Draft_2021_0419.pdf

English Translations of Review Reports
PMDA D17 H A TARLTWAEEREEXRD . RFOBHSEEMOELET .
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https://www.pmda.go jp/english/review—services/reviews/approved-information/drugs/0001.html
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Safety Information
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5. MREEFAEOHMZRME—
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https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0160.html
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https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0369.html
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Reports from Overseas
BAARBICHELTOARBENS, B TOFHEHEALET .

Pharmaceutical strategy for Europe

IH7E. EU TI& COVID-19 DHFUIZET ALK O D EELRE BN ETHTTIN "2, S HIK. §#IC
B9 BrE Y22 DULVTERY EIFE T, PMDA Updates 2020 £ 7 B & TAOLBANLEL=A. EU TIEH
W BEDFICEWNT., LOhDF - REIMNGAERENKESNELI=. TD1DH Pharmaceutical
strategy for Europe &E&LIENBEDTT Y,

2020 £ 6 BICAEIRICET 50—y TR ARINTHL. MMNBEERF—EDEREROI—T4
DT EFTVD. ABRBROFEZRMLTEEL . RERICBETSEED/NNTyIarHILT—3vE B
HEROERBICRAIBETIZAET 20KV I2OLWTOHLNT. 3 A 30 AN 4 A 27 BETEREES
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MBI EITHR T 9, &5I, ThEMFTL T, PMDA Updates 2020 £E 11 BB THBALEL=H. EMA
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H. BDRIDIELEEHLET. SEROBEEHRINFEINET,

1) https://www.ema.europa.eu/en/news/astrazenecas—covid—19-vaccine—ema—provide—further—

context—risk—very—rare—blood—clots—low—blood

2) https://www.ema.europa.eu/en/news/covid—19-vaccine—janssen—ema—finds—possible—link-very—

rare—cases—unusual—blood—clots—low—blood

3) https://ec.europa.eu/health/human—use/strategy en
4) https://ec.europa.eu/info/law/better-regulation/have—your—say/initiatives/12963-Evaluation—and—
revision—of—the—general-pharmaceutical-legislation

5) https://ec.europa.eu/health/human-use/paediatric-medicines/evaluation_en
6) https://www.europarl.europa.eu/doceo/document/ENVI-PR-680818 EN.pdf
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