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Grandfathered Tobacco Product Reviews

OVERVIEW

1. VOLUNTARY, STANDALONE GRANDFATHERED (GF) TOBACCO 
PRODUCT DETERMINATION REQUESTS 

2. GRANDFATHERED TOBACCO PRODUCT 
DETERMINATIONS UNDER SUBSTANTIAL EQUIVALENCE (SE) 
REPORTS
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Grandfathered Tobacco Product

WHAT IS A GRANDFATHERED TOBACCO PRODUCT?

• A grandfathered tobacco product is a tobacco product that was 
commercially marketed (other than exclusively in test markets) in 
the United States as of February 15, 2007.

• Grandfathered products are regulated under the Federal Food, Drug, 
and Cosmetic Act (FD&C Act), and do not require prior marketing 
authorization to be legally marketed. 
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VOLUNTARY, STANDALONE 
GRANDFATHERED (GF) TOBACCO PRODUCT 
DETERMINATION REQUESTS 
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Voluntary Standalone GF Requests:
General Information

Grandfathered status determinations are made for finished, regulated tobacco 
products.
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Finished tobacco products are tobacco products, sealed in final packaging, 
intended for consumer use.

Submitting a request to determine the grandfathered status of a tobacco 
product is voluntary.
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Voluntary Standalone GF Requests:
Things to Remember

Requests should be labeled as “Grandfathered Submission,” identify the 
applicant’s name, and include the tobacco product name used as of February 15, 
2007.

CENTER FOR TOBACCO PRODUCTS

If submitting more than one request, each tobacco product should be 
submitted as a separate grandfathered submission.

Submit electronically via CTP Portal using FDA’s eSubmitter or mail to CTP’s 
Document Control Center (DCC).  
• Questions: CTP-Grandfather@fda.hhs.gov
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Voluntary Standalone GF Requests: 
Elements of a Submission

TOBACCO PRODUCT NAME and DESCRIPTION
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1

2 TEST MARKET INFORMATION

3

7

EVIDENCE OF COMMERCIAL MARKETING IN 
THE U.S. AS OF FEBRUARY 15, 2007
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Tobacco Product Name

Name of the tobacco product listed in submission should 
be the exact name of the tobacco product as it was 
commercially marketed on February 15, 2007.

NAME ON 2/15/2007 Acme Light Hard Pack

NAME IN 2019 Acme Gold Hard Pack
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Tobacco Product Description

CIGAR CHARACTERISTICS

PACKAGE TYPE
QUANTITY
LENGTH

DIAMETER
TOBACCO CUT SIZE
FLAVOR

*These are examples of the characteristics from previous submissions. FDA requests 
specific product information to uniquely identify the tobacco product.

 
(EXAMPLE)
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Test Marketing Information

FULL NAME OF
TOBACCO PRODUCT
Product name must match the name 

identified in the submission and it 
must be the name of the product as it 

was commercially marketed in the 
U.S. as of February 15, 2007

RESPONSIBLE 
OFFICIAL

Should be from an individual who has 
knowledge of the test marketing and 
commercial marketing status of the 
tobacco product as of February 15, 
2007 and has the authority to make 

such a statement

STATEMENT

Affirmative statement that the 
tobacco product under review was 
commercially marketed other than 
exclusively for test marketing in the 

U.S. as of February 15, 2007
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Test Marketing Information

“I, (insert name and position title of responsible 
official), confirm that the tobacco product associated 
with this Grandfathered Submission, (insert name of 
tobacco product as it was on February 15, 2007), was 
commercially marketed other than exclusively for test 
marketing in the United States as of February 15, 2007.”
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John Smith
Vice President
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Evidence of Commercial Marketing

EXAMPLES OF DOCUMENTATION OF COMMERCIAL MARKETING

Dated Copies of Advertisements
Dated Catalog Pages
Dated Promotional Material
Dated Trade Publications
Dated Bills of Lading
Dated Freight Bills

Dated Waybills
Dated Invoices
Dated Purchase Orders
Dated Customer Receipts
Dated Manufacturing Documents
Dated Distributor or Retailer 
Inventory Lists
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Evidence of Commercial Marketing

COMMON PUBLIC RESOURCES FOR FINDING COMMERCIAL 
MARKETING EVIDENCE

Internet Website Archives
Online Libraries

USPTO Trademark Database
United States Copyright Office Copyright Catalog

SEC Edgar Database
Search Engines
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Voluntary Standalone GF Requests: 
Submission Issues

1 INCONSISTENT NAMING OF THE TOBACCO PRODUCT

2 INADEQUATE EVIDENCE OF COMMERCIAL MARKETING IN THE U.S. ON
FEBRUARY 15, 2007

3 COLLECTIVE EVIDENCE DOES NOT DEMONSTRATE COMMERCIAL MARKETING 
IN THE U.S. BEFORE AND AFTER FEBRUARY 15, 2007
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GF Letter (EXAMPLE)
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UGF Letter (EXAMPLE)



GRANDFATHERED TOBACCO PRODUCT 
DETERMINATIONS UNDER SUBSTANTIAL 
EQUIVALENCE (SE) REPORTS
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SE Reports/Grandfathered Tobacco 
Product Reviews  

1
A cross-reference review is conducted if the predicate tobacco product in 
the SE report references a previously Grandfathered tobacco product.

2
A full review of the predicate tobacco product is conducted if there is no 
reference made to a previously Grandfathered tobacco product, which is 
similar to the review process for standalone GF status reviews.
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RESOURCES
GF QUESTIONS
CTP-Grandfather@fda.hhs.gov

GRANDFATHERED TOBACCO PRODUCT WEBSITE
https://www.fda.gov/tobaccoproducts/labeling/tobaccoproductreviewevaluation/ucm304380.htm

SECTION 910 of the FD&C ACT
https://www.fda.gov/TobaccoProducts/Labeling/RulesRegulationsGuidance/ucm262073.htm#910_a_1_B

CTP PORTAL
https://ctpportal.fda.gov/ctpportal/login.jsp

FDA ESUBMITTER
https://www.fda.gov/ForIndustry/FDAeSubmitter/ucm189469.htm

FDA’s DOCUMENT CONTROL CENTER ADDRESS
https://www.fda.gov/TobaccoProducts/AboutCTP/ContactUs/ucm20081474.htm#write
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STANDALONE GRANDFATHERED SUBMISSION DATABASE
https://www.accessdata.fda.gov/scripts/ctpgnd/
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