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04/22/2022 Refuse to Accept Letter PM0022778 
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12/01/2023 04:38 PM 

08/31/2023 01:03 PM 

Message 

A new submission has been submitted to CTP 

A submission is now available for viewing 

06/02/2023 10:38 AM A new user has been added to your Organization 

06/01/2023 10:43 AM A submission is now available for viewing 

05/20/2023 07:16 PM The CTP Portal User Admin has been changed 

Welcome to CTP Portal NextGen 

The U.S. Food and Drug Administration's (FDA), Center for Tobacco Products (CTP) developed the CTP Portal NextGen as part of 
its initiative to improve submission processing and facilitate interaction with industry stakeholders. The CTP Portal NextGen 
allows industry stakeholders to create, prepare, and deliver submissions all in one place; this new transmission method offers 
industry stakeholders an alternative to the Agency's existing WebTrader Hosted Solution. The eSubmission File Formats and 
Specifications document is available to provide an overview of the technical file formats and data specifications related to 
submitting electronic files to CTP. 

The CTP Portal NextGen is intended for use by stakeholders in the regulated tobacco industry, including manufacturers, 
importers, and distributors who make submissions to CTP. The CTP Portal NextGen should improve transparency and facilitate 
communication to speed issue resolution that may otherwise hinder processing and/or access to industry submissions. 

The CTP Portal NextGen does not replace existing FDA systems and corresponding requirements, including but not limited to 
Tobacco Registration and Product Listing submissions made via the FDA Unified Registration Listing Systems (FURLS). 
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Welcome to CTP Portal NextGen 

Specifications document is available to provide an overview of the technical file formats and data specifications related to 
submitting electronic files to CTP. 

The CTP Portal NextGen is intended for use by stakeholders in the regulated tobacco industry, including manufacturers, 
importers, and distributors who make submissions to CTP. The CTP Portal NextGen should improve transparency and facilitate 
communication to speed issue resolution that may otherwise hinder processing and/or access to industry submissions. 

The CTP Portal NextGen does not replace existing FDA systems and corresponding requirements, including but not limited to 
Tobacco Registration and Product Listing submissions made via the FDA Unified Registration Listing Systems (FURLS). 
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Tobacco Substantial Equivalence Report Submission 
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Tobacco Substantial Equivalence Report Amendment 
and General Correspondence Submission 

3965A 1.0 
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Premarket Tobacco Product Application (PMTA) Submission 

Family Smoking Prevention and Tobacco Control Act 

On June 22, 2009, the President signed the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act) (Public 
Law 111-31) into law. The Tobacco Control Act amended the Federal Food, Drug, and Cosmetic Act (FD&C Act). 

Statutory Requirements 

Section 910(a)(1) of the FD& C Act - Defines the term "new tobacco product" to mean "(A) any tobacco 
product (including those products in test markets) that was not commercially marketed in the United States as 
of February 15, 2007; or (B) any modification (including a change in design, any component, any part, or any 
constituent, including a smoke constituent, or in the content, delivery or form of nicotine, or any other additive 
or ingredient) of a tobacco product where the modified product was commercially marketed in the United 
States after February 15, 2007." 

Section 910(a)(2) of the FD& C Act - Requires premarket review for new tobacco products. There are three 
pathways to seek premarket authorization, one of which is submitting a Premarket Tobacco Product 
Application (PMTA). 

Premarket Tobacco Product Applications 
A premarket tobacco product application (PMTA) can be submitted by any person for any new tobacco product seeking an FDA 
marketing order, under section 910(b) of the Federal Food, Drug, and Cosmetic Act (FD&C Act). A PMTA must provide scientific 
data that demonstrates a product is appropriate for the protection of public health. In order to reach such a decision and to 
authorize marketing, FDA considers (per section 910(c)(4)), among other things: 

• Risks and benefits to the population as a whole, including people who would use the proposed new tobacco product as well 
as nonusers 

• Whether people who currently use any tobacco product would be more or less likely to stop using such products if the 
proposed new tobacco product were available 

• Whether people who currently do not use any tobacco products would be more or less likely to begin using tobacco products 
if the new product were available 

• The methods, facilities, and controls used to manufacture, process, and pack the new tobacco product 

Complete the following question and answer form for the Premarket Tobacco Product Application and when all required data has 
been entered click Submit to deliver the submission to the FDA's Center for Tobacco Products. 

For your reference, see the Premarket Tobacco Product Applications guidance for additional information. 

*Red asterisks indicate required fields. 

Paperwork Reduction Act 

According to the Paperwork Reduction Act of 1995, an agency may not conduct or sponsor, and a person is not required to 
respond to a collection of information unless it displays a valid OMB Control Number. The valid OMB Control Number for this 
information collection is 0910-0879 and expiration date xx/xx/xxxx. The time required to complete this information collection is 
estimated to average 10 -45 minutes per response, including the time for reviewing instructions, searching existing data sources, 
gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments 
regarding this burden estimate or any other aspects of this information collection, including suggestions for reducing burden, to 
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Review and Submit Submission to CTP 

You have reached the end of this submission. You may now submit your submission to CTP in order to fulfill your requirements. 
Submission via the CTP Portal NextGen provides secure transmission and enables the FDA to provide you with an automated 
acknowledgment of receipt. 

At this time, you may save and exit this submission to return to it at a later time. To do so, simply click Save and then click Exit. To 
re-open this submission after exiting, navigate to the Submissions > View All Unsubmitted Submissions page, click the actions 
button next to this submission in the table and select Edit. 

If you would like to submit this submission at this time, please click the Submit button below. If any required data is missing, the 
submission will not be submitted and you will be prompted to provide the missing data. Please ensure that all required questions 
are completed and all applicable documents have been attached within the submission. 

If you would like to prepare another submission to fulfill other FDA requirements, please select the Create New Submission 
button at the top of the page to begin compiling a new submission and be sure to select the appropriate submission type. 

Previous Exit Save 



   
    

   
 

Submission Received 

Your submission has been delivered to the Center for Tobacco Products (CTP) for additional processing. Please refer to the 
Submissions table at any time to view the status of your submission. Once CTP processes the submission, CTP will notify your 
organization that the submission is available to view in the CTP Portal NextGen. 

If you would like to prepare another submission to fulfill other FDA requirements, please select the Create New Submission 
button to begin compiling a new submission and be sure to select the appropriate submission type. 

Exit View Submissions 
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