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Agenda 
Introduction to Forms FDA 3542a and 3542 
Walk-through of Form 3542 
Frequently asked questions  
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What are Forms FDA 3542a and 3542 Used For? 

‒ Submit patent information to FDA  
‒ Form FDA 3542a is required to be submitted to FDA with 

an original unapproved NDA application, amendment, or 
supplement   

‒ Form FDA 3542 is required to be submitted to the NDA 
within 30 days after the date of approval of the NDA or 
supplement or within 30 days of issuance of a patent as 
required by 21 CFR 314.53(c)(2)(ii) 

‒ Certain information provided on Form FDA 3542 is 
published in the Orange Book 

 



4 

Why Were the Forms Updated? 

‒ To conform to the regulatory changes made in 
the final rule on “Abbreviated New Drug 
Applications and 505(b)(2) Applications” 
effective December 5, 2016, and to facilitate 
electronic completion of the form 
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What Changes Were Made? 
‒ For patents eligible for listing in the Orange Book as 

claiming both the drug substance and drug product, an 
applicant is only required to identify one of these two 
bases for listing 

‒ Information regarding polymorphs is required only if the 
patent claims only a drug substance that is a different 
polymorph 

‒ Clarified requirements for submitting the use code and 
identifying the specific section(s) and subsection(s) of 
labeling that describe the method of use claimed by the 
patent 
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When to start using the Updated Forms? 

‒ December 5, 2016, provided that FDA receives 
clearance of the revised forms under the 
Paperwork Reduction Act by that date 

‒ FDA will no longer accept the previous version 
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Walk-through of Form FDA 3542 with Mock 
Data 
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Walk-through of Form FDA 3542 with Mock 
Data 
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Walk-through of Form FDA 3542 with Mock 
Data 
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Walk-through of Form FDA 3542 with Mock 
Data 

‒ Insert page 4 
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Walk-through of Form FDA 3542 with Mock 
Data 

‒ Insert page 4 
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Walk-through of Form FDA 3542 with Mock 
Data 

‒ Insert page 4 
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Walk-through of Form FDA 3542 with Mock 
Data 

‒ Insert page 4 
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Walk-through of Form FDA 3542 with Mock 
Data 
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Frequently Asked Questions 



16 

How can I obtain the updated Forms FDA 
3542a and 3542? 

‒ FDA’s Forms Webpage 
http://www.fda.gov/AboutFDA/ReportsManuals
Forms/Forms/default.htm 

‒ Separate instruction sheets 
 Form FDA 3542a Supplement and Form FDA 
 3542 Supplement 

http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm
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Who is responsible for submitting Forms FDA 
3542a and 3542 to the FDA? 

‒ NDA holder 
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When can I start using the revised Forms FDA 
3542a and 3542? 

‒ December 5, 2016, provided that FDA receives 
clearance of the revised forms under the 
Paperwork Reduction Act by that date 
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If I submitted patent information on the old 
versions of Forms 3542a and 3542 prior to 

December 5, 2016, do I need to resubmit patent 
information on the updated forms? 

‒ No 
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Where should I submit the forms? 

‒ Submitted to the new drug application 
‒ Via CDER Central Document Room 
‒ Do not submit directly to the Orange Book staff 
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What if the submitted form is incomplete? 

‒ FDA will notify the NDA holder 
‒ Must submit acceptable Form FDA 3542 within 

15 days of FDA’s notification to be considered 
timely filed as of the date of the original 
submission of patent information 
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Should I submit a copy of the patent with 
Forms FDA 3542a and 3542? 

‒ No, please do not submit a copy of the patent to 
FDA 
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Can I submit more than one patent on the 
form? 

‒ No, you must submit separate Forms FDA 3542a 
and 3542 for each patent 
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What if I have additional questions? 

‒ Contact the CDER Small Business and Industry 
Assistance (SBIA) 

‒ Phone:  866-405-5367 
 CDERSBIA@fda.hhs.gov 



Helpful Links 
• Orange Book:    http://www.fda.gov/Drugs/InformationOnDrugs/ucm129662.htm 
 
• CFR Search:     http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm 
 
• MMA Final Rule: https://www.gpo.gov/fdsys/pkg/FR-2016-10-06/pdf/2016-22690.pdf 
 
• MMA 2003:  https://www.gpo.gov/fdsys/pkg/STATUTE-117/pdf/STATUTE-117-

Pg2066.pdf 
 
• FDA Forms:  http://www.fda.gov/aboutfda/reportsmanualsforms/forms/default.htm 
 
• Division of Drug Information: druginfo@fda.hhs.gov 
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