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Learning Objectives

• Provide an overview of patent listing 
requirements

• Explain patent information submission process

• Explain key aspects of Form FDA 3542
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Statutory and Regulatory Background
• Patents are granted by U.S. Patent and Trademark Office (USPTO)

• New Drug Application (NDA) applicants are required to file patent 
information for each patent that claims the drug or a method of 
using their drug:

– Drug Substance (active ingredient) patents 

– Drug Product (formulation and composition) patents

– Method of Use (MOU) patents

• The FD&C Act establishes requirements for FDA to list patent 
information in the Orange Book
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Statutory and Regulatory Background

• FDA has a ministerial role with regard to the 
listing of patent information

• Patent information must be submitted on the 
appropriate form, Form FDA 3542 or 3542a
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Patent Submission Requirement

• Patent information must be included with all 
original NDAs and certain supplemental NDAs

– Must use FORM FDA 3542a

– Form FDA 3542a should not be submitted to the 
Orange Book Staff (submit to the NDA file)
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Patent Submission Requirement
• Patent information for listing in the Orange Book 

must be on From FDA 3542, and must be 
submitted: 

– Within 30 days following approval of an NDA or sNDA

– Within 30 days of the issuance of the patent, for patents 
issued after approval

• Incomplete Form FDA 3542

– must submit an acceptable Form FDA 3542 within 15 
days of FDA’s notification that the form is incomplete
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Challenge Question #1
To make sure your patent information is appropriately 
listed in the Orange Book, the FDA is required to 

A. Verify the accuracy of your patent(s) with USPTO

B. Verify the accuracy of your patent(s) with court filing

C. Verify the accuracy of your patent(s) with OGD’s Patent 
and Exclusivity Team (PET)

D. FDA’s role is ministerial only
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Request to Amend Patent Listing Info

• If the NDA holder determines that a patent or 
patent claim no longer meets the requirements 
for listing in the Orange Book, the NDA holder 
must promptly notify FDA to amend the patent 
information or withdraw the patent or patent 
information.
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Form FDA 3542 Information

Forms expire after 3 years

Last update was in 2019

Current form expiration date: 
10/31/2022

Current forms and information can 
be found

Forms webpage

SBIA webinar 

https://www.fda.gov/about-fda/reports-manuals-forms/forms
https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/sbia-webinars
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Highlight of New Form FDA 3542 

More characters

Product number

Version
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Highlight of New Form FDA 3542 

New checkboxes

New checkboxes

Click to create new section
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Highlight of New Form FDA 3542 

• Identify all changes, e.g., addition of new MOU, 
patent date extension, etc.

New Instruction for Information regarding MOU changes
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Highlight of New Form FDA 3542 

• Identify Section and subsection in 4.2a

Specify Section and Subsection!!

Click to create new section

Instructions for 4.2a
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Highlight of New Form FDA 3542 

Don’t forget to sign the form
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Submitting Form FDA 3542

• Electronically to the NDA via CDER Central 
Document Room 

• Do not submit directly to the Orange Book staff

• Do not submit a copy of the patent to FDA
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Challenge Question #2

After receiving FDA’s notification that your Form FDA 
3542 is incomplete, you must submit an acceptable 
Form FDA 3542 to the Agency within

A. 10 days

B. 15 days

C. 30 days

D. 45 days
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Resources
• FDA regulations to submission of patent 

information (21 CFR 314.53)

• Form FDA 3542

• Electronic Orange Book

• FDA Introduces patent submission date update to 
the Orange Book

• Frequently Asked Questions on Patents and 
Exclusivity

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=314.53
https://www.fda.gov/about-fda/reports-manuals-forms/forms.
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm?resetfields=1
https://www.fda.gov/drugs/drug-approvals-and-databases/fda-introduces-patent-submission-date-updates-orange-book
https://www.fda.gov/drugs/development-approval-process-drugs/frequently-asked-questions-patents-and-exclusivity#whenshould
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Summary

• FDA has a ministerial role with regard to the 
listing of patent information

• Know the differences between Form FDA 3542 
and Form FDA 3542a and when each should be 
submitted

• Submit within the required timeframes for the 
patent information to be considered timely filed



Questions?

Orangebook@fda.hhs.gov




