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Agenda
 

I.	 Introduction to Forms FDA
 
3542a and 3542
 

II.	 Walk-through of Form 3542
 

III. Frequently asked questions
 

www.fda.gov 

http:www.fda.gov
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What are 

Forms FDA 

3542a and 


3542? 

•	 Patent information submitted to FDA 
•	 Form FDA 3542a: 

–	 Submitted with original unapproved 
NDA, amendment, or supplement 

•	 Form FDA 3542: 
–	 Submitted within 30 days after new 

drug application (NDA) or 
supplement approval 

–	 Within 30 days of patent issuance as 
required by 21 CFR 314.53(c)(2)(ii) 

•	 Orange Book publishes certain 
information provided on Form FDA 
3542 

www.fda.gov 

http:www.fda.gov
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Why Were the Forms Updated? 

 Reduce time needed to complete and process 
forms 
Update certain form fields in response to common 

errors 
 Provide technical fixes to streamline form 

completion 

www.fda.gov 

Presenter
Presentation Notes
Updated certain form fields in response to common errors requiring resubmission of patent forms

http:www.fda.gov
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What Changes Were Made? 

www.fda.gov 

Field 1e: Checkboxes added 
that specify whether U.S.
Agent represents patent

owner, NDA holder, or both 

Field 4.2: Clarifying
language added 

Increased character limit 
for Active Ingredient and 

Strength fields 

Field 1h: Information 
regarding Method of Use

changes added 

Certain date restrictions 
removed 

http:www.fda.gov


  

  

FORM FDA 3542: WALK-THROUGH
 
WITH MOCK DATA
 
What’s new in Form FDA 3542
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  Form FDA 3542: Application
 
Information
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  Form FDA 3542: Application
 
Information, continued
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   Form FDA 3542: Fields 1a – 1d
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  Form FDA 3542: Field 1e
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   Form FDA 3542: Field 1e, continued
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  Form FDA 3542: Fields 1f – 1h
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  Form FDA 3542: Fields 2.1 – 2.6
 

www.fda.gov 13
 

http:www.fda.gov


  Form FDA 3542: Fields 2.7 – 3.3
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 Form FDA 3542: Method of Use
 

Method of use #1 www.fda.gov 15
 



  Form FDA 3542: Method of Use #2
 

Method of use #2 
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  Form FDA 3542: Fields 6.1 – 6.3
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  FREQUENTLY ASKED Forms FDA 3542a and
 
3542
QUESTIONS 
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Which form should I use to submit a 
patent for Orange Book listing? 

• Form FDA 3542 
– Used to submit patent information on a patent that 

claims the following: 
• An approved drug 
• An approved method of using the drug 

– Submitted upon approval of an NDA or supplement 

www.fda.gov 

Presenter
Presentation Notes
In contrast, the Form 3542a is used to submit information on a patent that claims a proposed drug or a proposed method of using the drug that is the subject of a pending (unapproved) original NDA, amendment, or supplement.

http:www.fda.gov
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Where can I find the updated
forms? 

• FDA’s Forms Webpage 
http://www.fda.gov/AboutFDA/ReportsManualsForm 
s/Forms/default.htm 
– Search: “3542” 

• Separate form instructions: 
– Patent Information Submitted With the Filing of An 

NDA, Amendment, or Supplement-CDER [3542 
Supplement] 

www.fda.gov 

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

• NDA holder/applicant 

www.fda.gov 

Presenter
Presentation Notes
New drug application (NDA) holders and/or patent owners (or their representatives) complete and sign the forms.  However, only an NDA holder can submit the forms directly to FDA under their NDAs.

http:www.fda.gov
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If I have a new supplemental
approval, should I resubmit already

listed patents on the new forms? 
• No. If patent information was submitted on 

the old versions of Forms 3542a and 3542, 
patent information does not need to be re-
submitted on the updated forms to maintain 
their current Orange Book listings 

www.fda.gov 

http:www.fda.gov
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Where should I submit the 
forms? 

• 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 

www.fda.gov 

http:www.fda.gov
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What if the submitted form is 
incomplete? 

• FDA will notify the NDA holder 
• NDA holder must submit acceptable Form 

FDA 3542 within 15 days of FDA’s notification 
– If not submitted within 15 days, the Form will not 

be considered timely filed as of the date of the 
original submission of patent information 

www.fda.gov 

http:www.fda.gov
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Can I submit more than one 
patent on the form? 

• No. Each patent the NDA holder wants listed 
in the Orange Book must be submitted on 
separate Forms FDA 3542a and 3542. 

www.fda.gov 

http:www.fda.gov
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Questions on Listed Patents 
•	 For questions on Orange Book-listed patents, 

you may contact: 
–	 Orange Book Staff 
–	 E-mail: orangebook@fda.hhs.gov 

www.fda.gov 

mailto:orangebook@fda.hhs.gov
http:www.fda.gov
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 Contact the Division of Drug 
Information (DDI) Other 
• Phone: 855-543-3784 

questions? • E-mail: 
druginfo@fda.hhs.gov 

www.fda.gov 

mailto:druginfo@fda.hhs.gov
http:www.fda.gov
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Helpful
 
Links
 

Orange Book: 
www.fda.gov/orangebook
 

 CFR Search: 
https://www.ecfr.gov/ 
 FDA Forms: 

https://www.fda.gov/about-
fda/reports-manuals-
forms/forms 

http://www.fda.gov/orangebook
https://www.ecfr.gov/
https://www.fda.gov/about-fda/reports-manuals-forms/forms
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