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FDA, Scott Gottlieb speech of ‘Biosimilar Action Plan', July18th, 2018
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm6138
81.htm
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https://www.biosimilar.jp/pdf/BAP_jpn.pdf

BIOSIMILARS ACTION PLAN
https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-
gen/documents/document/ucm613761.pdf

Labeling for Biosimilar Products  Guidance for Industry
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInform
ation/Guidances/UCM493439.pdf
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