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DRAFT GUIDANCE 
 

This guidance document is being distributed for comment purposes only. 
 

Comments and suggestions regarding this draft document should be submitted within 60 days of 
publication in the Federal Register of the notice announcing the availability of the draft 
guidance.  Submit electronic comments to http://www.regulations.gov.  Submit written 
comments to the Division of Dockets Management (HFA-305), Food and Drug Administration, 
5630 Fishers Lane, rm. 1061, Rockville, MD 20852.  All comments should be identified with the 
docket number listed in the notice of availability that publishes in the Federal Register. 
 
For questions regarding this draft document, contact (CDER) Harry Schwirck 301-796-4271; or 
Office of Communication, Outreach and Development, Center for Biologics Evaluation and 
Research, Food and Drug Administration, 10903 New Hampshire Ave., Bldg. 71, rm.3128, 
Silver Spring, MD 20993-0002,  800-835-4709 or 240-402-8010. 
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Additional copies are available from: 

 
Office of Communications, Division of Drug Information 

Center for Drug Evaluation and Research 
Food and Drug Administration 

10001 New Hampshire Ave., Hillandale Bldg., 4th Floor 
Silver Spring, MD 20993-0002 

Phone: 855-543-3784 or 301-796-3400; Fax: 301-431-6353 
Email: druginfo@fda.hhs.gov 

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm 
 

and/or 
Office of Communication, Outreach and Development  

Center for Biologics Evaluation and Research 
 Food and Drug Administration 

10903 New Hampshire Ave., Bldg. 71, Room 3128 
Silver Spring, MD 20993-0002 

Phone: 800-835-4709 or 240-402-8010 
Email: ocod@fda.hhs.gov 

http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/default.htm    
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 1 

Guidance for Industry 1 
180-Day Exclusivity: Questions and Answers1 2 

 3 

 4 
This draft guidance, when finalized, will represent the current thinking of the Food and Drug 5 
Administration (FDA or Agency) on this topic.  It does not establish any rights for any person and is not 6 
binding on FDA or the public.  You can use an alternative approach if it satisfies the requirements of the 7 
applicable statutes and regulations.  To discuss an alternative approach, contact the FDA staff responsible 8 
for this guidance as listed on the title page.   9 
 10 

 11 
 12 
 13 
I. INTRODUCTION  14 
 15 
This guidance is intended to address questions that have been raised about the provisions of the 16 
Federal Food, Drug, and Cosmetic Act (FD&C Act) that relate to generic drug exclusivity, which 17 
commonly is known as 180-day exclusivity for generic drug products.  As a general matter, the 18 
Food and Drug Administration (FDA or the Agency) has implemented these statutory provisions 19 
within the context of application-specific decisions.  Some FDA decisions have been made 20 
publicly available (e.g., in FDA citizen petition responses and documents released in litigation).  21 
In addition, in certain circumstances where a novel issue of interpretation was raised by a 22 
particular factual scenario regarding forfeiture of 180-day exclusivity, FDA has opened a public 23 
docket or otherwise sought comment from affected parties in advance of taking an action.  Also, 24 
in certain instances, applicants have submitted correspondence to their abbreviated new drug 25 
applications (ANDAs) regarding 180-day exclusivity, which FDA has considered in making 26 
decisions.  FDA believes that a guidance for industry that provides answers to commonly asked 27 
questions about 180-day exclusivity would enhance transparency and facilitate the development, 28 
approval, and timely marketing of generic drug products.  FDA intends to update this guidance 29 
to include additional questions and answers (Q&As) as appropriate. 30 
 31 
In general, FDA’s guidance documents do not establish legally enforceable responsibilities.  32 
Instead, guidances describe the Agency’s current thinking on a topic and should be viewed only 33 
as recommendations, unless specific regulatory or statutory requirements are cited.  The use of 34 
the word should in Agency guidances means that something is suggested or recommended, but 35 
not required.  36 
 37 
II. BACKGROUND 38 

 39 
The Drug Price Competition and Patent Term Restoration Act of 1984 (the Hatch-Waxman 40 
Amendments)2 to the FD&C Act established the ANDA approval pathway for generic drugs.3  In 41 
                                                 
1 This guidance has been prepared by the Office of Generic Drug Policy in the Center for Drug Evaluation and 
Research at the Food and Drug Administration.  
2 Public Law 98-417. 
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