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D. Advisory Committee Meetings 

1.5 The Generic Drug Approval Process 

A. Abbreviated New Drug Applications 

B. ANDA Approval 

C. Generic Drug User Fee Amendments 

1.6 Biosimilar Pathway 

1.7 Over-the-Counter Drug Products 

1.8 Postmarketing Surveillance 

A. Adverse Event Reporting 

B. FDA Adverse Event Reporting System 

C. Post Marketing Requirements and Commitments 

D. Sentinel Network 

E. Drug Safety Oversight Board 

1.9 Applicable Statutes and Implementing Regulations 

A. Food and Drug Acts – 1906 

B. Food, Drug and Cosmetic Act – 1938 

C. Durham-Humphrey Amendment – 1951 

D. Kefauver-Harris Amendment – 1962 

E. Orphan Drug Act – 1983 

F. Drug Price and Competition and Patent Term Restoration Act – 1984 

1. Revision of New Drug Application Regulations - 1985 

2. Revision of Investigational New Drug Application Regulations - 1987 

3. Treatment Use of Investigational New Drugs - 1987 

G. Prescription Drug User Fee Act (PDUFA) – 1992 

H. FDA Modernization Act (FDAMA) – 1997 

I. FDA Amendments Act (FDAAA) – 2007 

J. Food and Drug Administration Safety and Innovation Act (FDASIA) – 2012 

K. The Drug Quality and Security Act (DQSA) – 2013 

L. 21st Century Cures Act – 2016 
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M. Food and Drug Administration Reauthorization Act (FDARA) – 2017 

N. Coronavirus Aid, Relief, and Economic Security Act (CARES Act) – 2020 

1.10 Conclusion 

1.11 Glossary of Terms 
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