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News

1. GVIT 2017 HBD Town Hall Meeting
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Harmonization by Doing (HBD) Town Hall Meeting MR &} CRAE S . PMDA ML e RKER XTSRS
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R[EIMD HBD Town Hall Meeting (A4 9 A 11 BIZKE-SARHT X TA Vascular Interventional
Advances THHEFETY .

2. FOEHAERALE/FIEISVIVERAESR
TA11~128. F£8MItHREF HLE (The 8th International Meeting of World Pharmacopoeias) H%
TSI 7 RSN, BAERAOEEMBZARL. ENEXESBERAEMEA AR
. PMDARHERHERUAKREETBE1ANSMLEL, BRERABAEHRBDO KR,
EFIADRRERESICEIEHEHBEBROEINERL. REBEOLEYFLEDICTAMLEL Iz, ARET
(. ZERAVERIEET (Good Pharmacopoeia Practices (GPhP) ) DEFB K|, £ X AEEDRKELE
ELFLE.BREFX.AF10AICHEFEDWHOEE R A EEME A (Expert Committee on
Specifications for Pharmaceutical Preparations) [IZ_ L2 FxKILEINBFTE T, £/-13~148I(Z(%.
FIEISUILE R HES (The 9th Annual Meeting of Brazilian Pharmacopoeia) D\BfES . B ARZE 5
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3. PMDA-ATC GMP Inspection Seminar 2017
7TA31B~8A4B .PMDAL. EXAEEWNE RUVER MHEEH R X F— L (Pharmaceutical
Inspection Convention and Pharmaceutical Inspection Co—operation Scheme:PIC/S) D11 D T T.
PMDA-ATC GMP Inspection Seminar 2017Z LA R THELEL -, KtEIF—I& EXRDGMPIRZE
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PMDA-ATC GMP Inspection Seminar 201 7D EEMIZ LU T DIz T H A LETSHBIEELY,
http://www.pmda.go.jp/english/symposia/0107.html

4. RERFSEBYIVN ORI LOSMEBEFZ LA

AEFEI10A23~26BIZ, REBICE WV TEEZHRHE /Y Iy RUICMRA (International Coalition of
Medicines Regulatory Authorities) @& MNBATYIO CREShET . ALBICIX. B . X K. . TS5
DIGENEHASELMMHEDESZRFNLBEOETENSNL. EXH-EEKF -BEEEED1/
R=2aVZFET—VEL . EEZRHORYVA . BEFHET. TREFAE. HROTERIE. ARE
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YIVERUICMRAR B IXE AR TITONET A FARLEZ10A27RIC. KEDREZLVLEL
|ETEIODI RO LEHETHIEVELGYFELZ, KOURIDLTIEY IV ICMRAD EH
[CNZ. ZEECEXRORRISEFHBMOZTOERILOTRKROSE. TNLITHIET 516D
FEESRAFNEBOIEOCKREBIABNAINET, SOHICIE/—NILEZEEFETHHUBFRBIROD
EENEETEIEEGHELGYET, ZKOBEHRDOITSME LI LEFERLTHYET,

AKOURDDLDFHMESMERIILUTOVDI T YA ETSELZELY,

http://www.c—linkage.co.jp/12th—summit—symposium/ja/

5. PMDA-ATC Medical Devices Seminar 2017 & hn3& S £ 15
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PMDA-ATC Medical Devices Seminar 201 7D MEFEEMHEICDOVTIEIUTOVDI T YA+ ETS
BB ELY,

http://www.pmda.gojp/english/symposia/0110.html

6. PMDA-ATC Pharmaceuticals Review Seminar 2017 in Bangkok, Thailand & iN#& H 5518
PMDAZ7 S T7TEE R -ERE#EBELIL —=> 4 £ 2— (PMDA-ATC) T (& . [ PMDA-ATC
Pharmaceuticals Review Seminar 2017 in Bangkok, Thailand IZA&%E12812~158B D HfETAA-/\>0
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PMDA-ATC Pharmaceuticals Review Seminar 2017 in Bangkok, ThailandD il S EEFEHIZDULNT
[EFLUTDOOTH A ETSEBESLY,

http://www.pmda.go.jp/english/symposia/0111.html

English translations of review reports
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http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information

EEM-ERBBELTLMEER No. 345 (TR 2948 A1 A)
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0157.html
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0319.html
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html

Events
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Reports from overseas
BENEBICHELTO B EN L, B TOEEEZHEALET .

GCP 2 FIcH (+2EER S

GCP [CEA9 2EBEATEEL. FICHRRDEENXIET D ICH D T THARSAUERET DL
THEINTIVET , BERTIXICH-GCP [CEMLI=HARSA U HARIEGERSINTINVET , £/-. PMDA
4> EMA TIL.ICH SiRKI L BN D GCP HEFITXL T, JAERA GCP [T 4 L—=2F B
RXRBDIZEIRMEL. GCP B TORFM - 1B HHEEIZHFEELTLET,

512, EMA & FDA R Cl& GCP Initiative EFEIEN D17 HEEAHYET . CDFEITIEL., SFREERY
RODT . GCP BEDFIRD E LML, GCP AEDFHEE. AX/L. MHICETIHEF . EED
GCP SRAEICBEHT A AL EEEBLTLET,
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EEMATFABR/ETLIRICEET S USP AEREDERIE

USP (United States Pharmacopeia) D@L D EILIE(E 2015 FLYEHLNTEY 2.6 B 19
~20 BICIEASRABRRUTLIEOEEDERILISDOWTERT 57—V 3vTH USP THIfESN
FL1=2 KT—923vT Tl USPEESDAUN—ESFIDASABRR VT LI2ICEHS USP
EENEEDOBE. EaRUREMBEZMERLEL - T EERBEIC Fﬂﬁ?éﬁf@*@o)
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ZNIT—0 a7 BLT. DEERDREPEEFENREHICEELZRIFTERROEEE. Q
EREXRHATRONIMAFOELAL L. RRRRUVZTOMAILTICHETHILE. QBEMH
SEHMDBETIE. MAOFELSAOERARAREORSH . THFINE) OERNGEENINE
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1) Comment Period Extended for Packaging General Chapters Appearing in Pharmacopeial Forum
43(3)
http://www.uspnf.com/notices/comment—period—extended—packaging—general-chapters—

appearing—pharmacopeial-forum—43-3

2) General Chapters: <659> Packaging and Storage Requirements, <661> Plastic Packaging Systems
and Their Materials of Construction, <661.1>Plastic Materials of Construction, <661.2> Plastic
Packaging Systems for Pharmaceutical Use
http://www.uspnf.com/notices/general—chapters—plastic

3) USP Workshop on Modernization of USP Packaging Standards for Glass and Elastomeric
Components
http://www.usp.org/meetings—courses/workshops/modernization—usp—packaging—standards—
glass—and—elastomeric-components

BILHZE CRERERBAELTY Y, USP EETE)

FDA IRIED 1 FFEZEIRYIEST

FDA D IRELARIN 2017 &£ 8 A TR T L4516, SENREDLR—LTT , mELLSTET. Z
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—DBIE KREDOBHERKIZELY Robert Califf FIRE A 2017 & 1 AITRESN., B4 5 AIZ Scott
Gottlieb REMNFESINT=ZETT , Gottlieb REDFIERIZIX. AEA A RELARGLIEICH T BFT-HX
BER "OCEERADTIVERAALOODEREEROBRRELE "EORERNRERINELIZ. Ch
SlE. XkEDERRETKELHBBELOTLSEDTHY., FDA [L5|EHEEAREEDR LICH T
TaaE OV AEESH T EERLIZEWVZET,
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Health IT DERAZHEDH LA TT ¥, SHITIE. V73T ILEERE FDA DRXA—TITEFATEY. B
N—=LEIELTWDEEHDKRESICITEIELMNYTT,

EOHELT . BEBREFEDHATIL 2017 F£ 1 BIZRAR—KLT= 21st Century Cures Act ITEDZE,
BEORAZ FDA DERRENEATHIEMNRESNELS ¥, LIFIIC PMDA Updates® TR L 1=
Patient-Focused Drug Development E% &8, EEMFARDOHYANSSHITEELTLKE D EHFS
NnFET,FDA DRI LINLERETECLE. SEIDIRETHEoON-EELGRERD—DOTY,

REBRICHEYETH, SEDIKE THIEE - HBIS V==L V= FDA Office of Strategic Programs &
PMDA Rt BEFHEEDAHLIFITDIYREBBLLEITET, FDA IKETHEONT-BEELRAH-
#RER% PMDA IZET T HLEEIZ, 51%H FDA & PMDA DR I(FHEELAEN B K ITEROTLEZLEEL
F9,

1) http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm562961.htm

2) http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm564725.htm

3) PMDA Updates 2017 &£ 3 A& http://www.pmda.go.jp/files/000217413.pdf

4) http://www.pharmexec.com/leveraging—health—it—improve—drug—development

5) http://blogs.fda.gov/fdavoice/index.php/2017/07/how—fda—plans—to—help—consumers—capitalize—
on—advances—in—science/

6) PMDA Updates 2017 &£ 6 A& http://www.pmda.go.jp/files/000218683.pdf

{E AR (K[E FDA Office of Strategic Programs)
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