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2. PMDA-ATC MRCT Seminar 2017
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http://www.pmda.go.jp/english/symposia/0095.html

3. The APEC-LSIF-RHSC MRCT/GCP Inspection Workshop
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English translations of review reports
PMDA 974 A TAML TV A BEREBRRO. BRFOBHAEHMOLLET.

EEH

http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html
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http://www.pmda.go jp/english/review—services/reviews/approved—
information/devices/0003.html
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Safety Information

EXEM ERBRFLTEIEER No. 340 (FR 2952 A 718)
| EREROBHR -FUEHIFRLHIEEHEICDONT
2FEALDEEDHETIZOLNT(ZD 281)
ATSFER (2 #)
SHIRERAENDMNRAZE—E
(BZEH) EEBRBERICB TR OERIKZLIZDONT
WEERRAR (FRL29F 28 7H)
http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0156.html
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RNLZ7z=7
WEEMAR (FRL294% 2 A 14 8)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0306.html
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B AEEkR : http://www.pmda.go jp/safety/info—services/devices/0001.html

FEERR : http://www.pmda.go.jp/english/safety/regulatory—info/0001.html

R —FEE 1031002 5/ FEHgR ZFKE 1031002 5
A NEFLHFEOWETFICHEIERICEISIBERFITDOLT (FaL 26 &£ 10 A 31 A)
REBRAR (FRL 292 A 8 H)

H ZAEE kR : http://www.pmda.go.jp/ safety/consultation—for-mah/0002.html

FEERR : http://www.pmda.gojp/english/safety/regulatory—info/0001.html
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H ZAEE kR : http://www.pmda.go.jp/safety/consultation—for-mah/0002.html

FEERR : http://www.pmda.go.jp/english/safety/regulatory—info/0001.html
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Reports from overseas
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Rz (BNBELY TV EMA BETE)
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KEZE B AE (United States Pharmacopeial Convention; USP) Tl&. 1 FIZ 1 EDEHEEE 3~
AIC1EDVIEF—TRT—IHRI T —T+—SLFRELTEYET . 1 A 19 BICE#ESN =D zE
F—TlE. MEREIN I IEFT—TRESN-—REERBRHICEIT2ERNENHIT IO+
A PIQEREIRRNIRESNELZ Y, —MRBAIX, XETZGIASN. BLRDATIRSMU ExtREn
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1) General Chapters Early Input Process Proposal

http://www.usp.org/sites/default/files/events/stakeholder forums/2015/webinar-registration—

now—open/general-chapters—early—input—process—proposal-2016-01-28.pdf

2) USP to Pilot Process for Early Input on General Chapters

http://www.usp.org/usp—nf/notices/usp—pilot—process—early—input—general—-chapters

3) General Chapters Prospectus Process Update
http://www.usp.org/sites/default/files/events/stakeholder forums/2016/webinar/general—

chapter—prospectus—process—update—2017-01-19.pdf
BlLZ CREXRBAEZ) TV USP EifE)

M Pharmaceuticals and Medical Devices Agency, Japan


http://www.usp.org/sites/default/files/events/stakeholder_forums/2015/webinar-registration-now-open/general-chapters-early-input-process-proposal-2016-01-28.pdf
http://www.usp.org/sites/default/files/events/stakeholder_forums/2015/webinar-registration-now-open/general-chapters-early-input-process-proposal-2016-01-28.pdf
http://www.usp.org/usp-nf/notices/usp-pilot-process-early-input-general-chapters
http://www.usp.org/sites/default/files/events/stakeholder_forums/2016/webinar/general-chapter-prospectus-process-update-2017-01-19.pdf
http://www.usp.org/sites/default/files/events/stakeholder_forums/2016/webinar/general-chapter-prospectus-process-update-2017-01-19.pdf

PMDA Updates 2 A& 6 R—=T

CDER A% 2017 EFHEHEFTEDHAF U RIZDLVT

4= B Center for Drug Evaluation and Research (CDER) [& 2017 FE(ZFHBEFTEDNH 100 DHAF R
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1) https://www.fda.gov/ucm/groups/fdagov—public/@fdagov—drugs—
gen/documents/document/ucm417290.pdf

2) [EERFFELBEGCERIREO-OOENHEERAANNS1Y (BRERE) IDAKRIZDONT
http://www.nihs.go.jp/mss/T140710—jimu.pdf

3) BEMEMENRE -FENEBTAARSA2 (R ICEHTIHER - FHROFEIZDOLT
http://search.e—
gov.go,jp/servlet/Public?CLASSNAME=PCMMSTDETAIL&id=495150257&Mode=0

4) PMDA 7—92avyJTINREE RUBRE 7V AV —XEERDOBRKRFFEET7—<aAMN)
DADER]
http://www.pmda.go.jp/files/000215965.pdf
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