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FDA Registered Drug Facilities 2011-2018
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Global Drug Manufacturing Supply Chain

Source: Tweet by FDA Commissioner Scott Gottlieb (@SGottliebFDA) dated Jan 29, 2019
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Risk-Based Site Selection Model

Source : https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm619435.htm

https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ManualofPoliciesProcedures/UCM619302.pdf

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm619435.htm
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Inspectional Data 2013-2017

Source: Tweet by FDA Commissioner Scott Gottlieb (@SGottliebFDA) dated Jan 29, 2019
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FY2017 Inspectional Outcomes
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CGMP Warning Letters
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Recent Initiatives

• Recognition of Voluntary Consensus Standards - 2019 
– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulato

ryInformation/Guidances/UCM631269.pdf

• Enhancing the Utility of the Orange Book – 2019
– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulato

ryInformation/Guidances/UCM630099.pdf

• Ensuring data integrity and compliance with CGMP – 2018

– https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulato
ryInformation/Guidances/UCM495891.pdf

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM631269.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM630099.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM495891.pdf


Questions may be sent to 

US-FDA-INO@fda.hhs.gov


