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Important Dates in 
Orange Book History

31 Oct. 1980

First “Orange 
Book” published

1984
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Restoration Act 
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Waxman 
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2016
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Applications

2017
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Reauthorization 
Act
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Our conference topics include:

• History of the Orange Book

• Orange Book 101

• Updates to Orange Book Information

• Orange Book Content

• Patent Information in the Orange Book

• Best Practices for 505(b)(2) and ANDA Applicants

• Exclusivity Information in the Orange Book

• Therapeutic Equivalence
www.fda.gov
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Drug Competition Action Plan

www.fda.gov



6

Recent Dockets and Guidances

www.fda.gov
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Thank you!




