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A grandfathered tobacco product is a tobacco product 
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 authorization to be legally marketed.  
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A grandfathered tobacco product is not considered a 
new tobacco product and does not need prior 
authorization through a substantial equivalence 
application, exemption to substantial equivalence 
application, or premarket tobacco product application.  
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1 
Standalone grandfathered submissions are for regulated 

tobacco products 

2 Submissions are for finished tobacco products 

3 Submissions are voluntary 



A tobacco product is “any product made or derived from 
tobacco that is intended for human consumption, 
including any component, part, or accessory of a tobacco 
product (except for raw materials other than tobacco 
used in manufacturing a component, part, or accessory of 
a tobacco product).” (section 201(rr) of the FD&C Act) 
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A finished tobacco product is a tobacco product, 
including all components and parts, sealed in final 
packaging intended for consumer use.  
 
FDA does not intend to review grandfathered status for 
component parts and accessories of regulated tobacco 
products that are sold or distributed solely for further 
manufacturing into finished tobacco products. 
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1 
Grandfathered products may serve as predicate tobacco 

products in a substantial equivalence report 

Helps with future biennial tobacco manufacture inspections 
conducted by FDA investigators 2 
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1 
Submissions should be labeled as “Grandfathered 

Submissions”, identified with applicant’s name, and the 
tobacco product name as of February 15, 2007 

2 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 

3 
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1 UNIQUE IDENTIFICATION 

2 TEST MARKET INFORMATION 
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3 EVIDENCE OF COMMERCIAL MARKETING AS OF FEBRUARY 15, 2007 
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1 UNIQUE IDENTIFICATION 

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 X Hard Pack 

NAME IN 2009 Acme Y Hard Pack 
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1 UNIQUE IDENTIFICATION 

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 Lights 100’s 

NAME IN 2009 Acme Y 100’s 



1 UNIQUE IDENTIFICATION 

CIGAR 
CHARACTERISTICS 

PACKAGE TYPE 
QUANTITY 
LENGTH 

DIAMETER 
TOBACCO CUT SIZE 
FLAVOR 

*These are examples of the characteristics we have received in previous submissions. FDA may need additional characteristics for your specific product to uniquely 
identify the tobacco product* 
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UNIQUE IDENTIFICATION 

SMOKELESS 
CHARACTERISTICS 

PACKAGE TYPE 
QUANTITY 
PORTION COUNT 

PORTION MASS 
TOBACCO CUT SIZE 
FLAVOR 

*These are examples of the characteristics we have received in previous submissions. FDA may need additional characteristics for your specific product to uniquely 
identify the tobacco product* 
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1 



RYO:CO-PACKAGE/KITS 
CHARACTERISTICS 

SUB-PRODUCT A: RYO FILLER 
PACKAGE TYPE / QUANTITY / FLAVOR 

SUB-PRODUCT B: FILTERED CIGARETTE TUBES 
PACKAGE TYPE / QUANTITY / LENGTH / DIAMETER / FLAVOR 

*These are examples of the characteristics we have received in previous submissions. FDA may need additional characteristics for your specific product to uniquely 
identify the tobacco product* 

1 UNIQUE IDENTIFICATION 
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2 TEST MARKET INFORMATION 

FULL NAME OF 
TOBACCO PRODUCT 

Name must match the name 
identified in the submission and it 

must be the name of the product as it 
was marketed as of February 15, 2007 

RESPONSIBLE 
OFFICIAL 

Should be from an individual who has 
knowledge of the test marketing 

status of the tobacco product as of 
February 15, 2007 and has the 

authority to make such a statement 

STATEMENT 

Definitive statement that the tobacco 
product under review was 

commercially marketed other than for 
test marketing in the United States as 

of February 15, 2007 

CENTER FOR TOBACCO PRODUCTS SECTION 2.0   |   SUBMITTING STANDALONE GRANDFATHERED SUBMISSIONS  [14] 



2 TEST MARKET 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 for test marketing in 
the United States as of February 15, 2007.” 
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John Smith 
Vice President 



3 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 

CENTER FOR TOBACCO PRODUCTS SECTION 2.0   |   SUBMITTING STANDALONE GRANDFATHERED SUBMISSIONS  [16] 



CENTER FOR TOBACCO PRODUCTS SECTION 2.0   |   SUBMITTING STANDALONE GRANDFATHERED SUBMISSIONS  [17] 

3 EVIDENCE OF COMMERCIAL MARKETING 

PROVIDE LINK BETWEEN EVIDENCE & NAME 

For example, a statement or chart to correlate the product code in an invoice to the product that is the 
subject of the grandfather submission. An explanation breaking down the various elements of the code 
to explain how it is linked to the tobacco product under review. 

HIGHLIGHT ANY DIFFERENCES 

For example, if an invoices says there are five boxes in a pack, the manufacturer would inform FDA that 
the tobacco product is shipped to the retailer in packs of five, but are broken up and sold individually. 



“The item noted on Invoice #08-1009 as  
‘ACME L-100 0787’ is the same as ‘Acme 
Lights 100’s.” 

John Smith 
Vice President 

ACME L-100 0787 

0787 

[18] 

08-1009 



3 EVIDENCE OF COMMERCIAL MARKETING 

COMMON PUBLIC RESOURCES FOR FINDING COMMERCIAL 
MARKETING EVIDENCE 
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Internet Website Archives 
Online Libraries 

USPTO Trademark Database 
United States Copyright Office Copyright Catalog 

SEC Edgar Database 
Search Engines 



[20] 
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1 INCONSISTENT NAMING 

INADEQUATE EVIDENCE OF COMMERCIAL MARKETING AS 
OF FEBRUARY 15, 2007 2 

EVIDENCE PROVIDED DOES NOT COLLECTIVELY SHOW 
COMMERCIAL MARKETING AS OF FEBRUARY 15, 2007 3 
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1 INCONSISTENT NAMING 

UNIQUE 
IDENTIFICATION 

“The name of the product associated 
with this Grandfathered Submission is 

‘Acme Lights 100’s’” 

TEST MARKET 
INFORMATION 

 “I, John Smith, confirm that the 
tobacco product associated with this 

Grandfathered Submission, Acme 
Lights 100’s, was commercially 

marketed other than for test 
marketing in the United States as of 

February 15, 2007.” 

COMMERCIAL 
MARKETING EVIDENCE  

AS OF FEBRUARY 15, 2007 

“The item noted on Invoice #08-1009 
as ‘ACME L-100 0787’ is the same as 

‘Acme Lights 100’s” 



0787 
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08-1009 

08-1009 



ACME L-100 0787 
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08-1009 

0787 



U.S. PRODUCT CATALOG 

Lorem ipsum dolor sit amet, ut ac amet commodo in risus, venenatis justo aliquet. Sed congue 
amet duis vehicula sed duis, turpis auctor bibendum nascetur ante dictum. Mattis maecenas, qui 
suscipit sapiente ultrices, vitae commodo vivamus imperdiet non pulvinar enim, ullam sed lacus 
velit netus imperdiet. Nonummy facilisis non, ipsum per suscipit luctus urna accumsan amet. 
Deleniti aliquet neque metus dolor. Scelerisque elementum amet egestas eu, interdum volutpat 
tristique semper ipsum semper in, vivamus mollis id magna. 

PRODUCT LIGHTS 100’s 

Lorem ipsum dolor sit amet, ut ac amet commodo in risus, venenatis justo aliquet. Sed congue 
amet duis vehicula sed duis, turpis auctor bibendum nascetur ante dictum. Mattis maecenas, qui 
suscipit sapiente ultrices, vitae commodo vivamus 

FALL 2006 

6 

PRODUCT L 
NAME SIZE QUANTITY UNIT PRICE PROMO PRICE 

PROD L-100 5.5x56 20 20.00 18.00 

PROD L-200  6.5x44 20 20.00 18.00 

PROD L-300 6x40 20 20.00 18.00 

PROD L-400 6x52 25 25.00 20.00 

U.S. Product Catalog 
FALL 2006 
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LINKS 
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 

CTP’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/ 

https://www.fda.gov/tobaccoproducts/labeling/tobaccoproductreviewevaluation/ucm304380.htm
https://ctpportal.fda.gov/ctpportal/login.jsp
https://www.fda.gov/ForIndustry/FDAeSubmitter/ucm189469.htm
https://www.fda.gov/TobaccoProducts/AboutCTP/ContactUs/ucm20081474.htm#write
https://www.fda.gov/TobaccoProducts/Labeling/RulesRegulationsGuidance/ucm262073.htm#910_a_1_B
https://www.accessdata.fda.gov/scripts/ctpgnd/
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