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3. PMDA-ATC RMP Seminar 2017 in Jakarta, Indonesia
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English translations of review reports
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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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Reports from overseas
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1) Asterix :Advances in Small Trials dEsign for Regulatory Innovation and eXcellence

2) IDeAl :Integrated DEsign and Analysis of clinical trials in small population group trials

3) InSPiRe :Innovative methodology for Small Populations Research
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APEC RHSC Regulatory Science Center of Excellence for Product Quality & Supply Chain Pilot
Program
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1) APEC RHSC Regulatory Science Center of Excellence for Product Quality & Supply Chain Pilot
Program
http://www.usp.org/securing—medical—product—quality—through—supply—chain

2) Working through APEC Supports Public Health Impact and Sustainability
http://spotlight.usp.org/feature—story—our—impact/working—through—apec—supports—public—
health—impact—and—sustainability

3) Supply Chain Security Toolkit
http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_170317.pdf

4) USP Global Health Programs
http://www.usp.org/global-health-programs
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ELBHYET BBRFHMEREICEET 2E#HA#EL T, FDA @ Clinical Outcome Assessment (COA)
Qualification Program & Patient—Focused Drug Development (PFDD)Z#8MLET,
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1) Clinical Outcome Assessment (COA) Qualification Program
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationPr
ogram/ucm284077.htm

2) Patient—-Focused Drug Development (PFDD)
http://www.fda.gov/ForIndustry/UserFees/PrescriptionDrugUserFee/ucm368342.htm

3) CDISC Questionnaires, Ratings and Scales (QRS)
http://www.cdisc.org/foundational/qrs

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