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2. Cardiovascular Research Technologies (CRT)2017IZ3(7+%HBD Town Hall Meeting
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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
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0306.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/properly—use—alert/0002.html
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FDA-USP D EERFMAICE TSI T—HavS

2 A 27~28 HIZ. US. FDA &M {# T FDA and USP Workshop on Standards for Pharmaceutical
Products — “Critical Importance of Excipients in Product Development Why Excipients are Important
Now and In the Future” h K EZE B 17 = (United States Pharmacopeial Convention; USP) A &R Z TRl
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9//ﬁ’?ﬁ%ﬁ']*\@%?%#b‘%”’féhibto AD—92avTE#BLT, HFHRERFITIERMESE
EROMEEE,. REMPREIEICREFTEZENELGY 1 DORFORETHIMFIO REEEEL
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1) http://www.usp.org/sites/default/files/events/workshops/2016/fda—and—usp—workshop—
standards—pharmaceutical-products—critical-importance—excipients—product—development-why—
excipients—are—imp/e—program—2017-02-27.pdf

2) https://callforcandidates.usp.org/node/4133
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eCTD ICKAEFHEDH B ELAHEIX. 2017 E5 85 8& 2018585 HTY 2,2017 & 5
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1) STUDY DATA STANDARDS: WHAT YOU NEED TO KNOW
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequire
ments/ElectronicSubmissions/UCM511237.pdf

2) eCTD SUBMISSSION REQUIREMENTS: WHAT YOU NEED TO KNOW
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequire
ments/ElectronicSubmissions/UCM511230.pdf
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3) Electronic Regulatory Submission and Review
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Elect
ronicSubmissions/ucm2007043.htm

{E A IEHF (K [E FDA Office of Strategic Programs)
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