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AGENDA

Webinar Overview

1. FDA's Process for Agency Review
2. Requests for Information (RFI)

3. Amending Pre-Existing Submissions

4. Withdrawing Pre-Existing Submissions
5. Types of Agency Determinations

6. Frequently Asked Questions
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PROCESS FOR AGENCY REVIEW
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PROCESS FOR AGENCY REVIEW

Receipt:

 Once a submission is received, FDA conducts an initial review of the submission to determine
whether to accept the submission for review.

Accepted:

« Once a submission is received and accepted, an acknowledgement letter is issued with the official
date of receipt and the assigned Submission Tracking Number (STN) beginning with "PX".

Not Accepted:
» If not accepted, an Unable to Accept (UTA) letter is issued.
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UNABLE TO ACCEPT LETTER: UTA

« Unable to Accept (UTA) letters are sent when a firm intends to request a Pre-Existing status
determination for more than one tobacco product.

* Multiple submissions may be submitted into a single package or envelope, but each Pre-Existing
request should be clearly identified in separate documents.

« |fissued a UTA letter, the submission may be corrected and re-submitted.
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UNABLE TO REVIEW LETTER: UTR

Unable to Review (UTR) letters are issued if the submission fails to include sufficient information for
FDA to begin review. UTR Letters may be issued if a submission:

— Is missing commercial marketing evidence

— Is missing unique products identifiers

— Contains information or evidence that needs to be translated into English
— ldentifies specific products that are not tobacco products

— Is missing submitter/manufacturer name and contact information
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REVIEWING PRE-EXISTING SUBMISSION COMPONENTS

After accepting a Pre-Existing submission, assigning a Pre-Existing Submission Tracking Number
(PX STN) and sending an acknowledgement letter, the Pre-Existing submission components are
reviewed, including:

— Tobacco product name

— Tobacco product description — Unique Identifiers

— Test marketing statement

— Evidence of commercial marketing as of February 15, 2007

— Linking
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TOBACCO PRODUCT NAME

FDA will review the submission for the tobacco product name.

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

— The tobacco product name should be consistent throughout the submission.

— If the product name changed after February 15, 2007, the submission should consistently
reference the product name as commercially marketed as of February 15, 2007.
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TOBACCO PRODUCT DESCRIPTION - UNIQUE IDENTIFIERS

FDA will review the applicant’s description of the tobacco product and corresponding unique identifiers.

— Characteristics that uniquely identify a tobacco product include but are not limited to package
type, quantity, length, diameter, tobacco cut size, portion mass, and flavor.

— [Each tobacco product, such as cigarettes, cigars, smokeless tobacco products, and roll-your-own
tobacco products, have their own identifiers.

More information on unique identifiers can be found in the 2021 SE Rule and Table 1 of 21 CFR
section 1107.18(c)(7)(iii).
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TEST MARKETING STATEMENT

When submitting a standalone Pre-Existing submission, you may submit a test marketing statement.

— Atest marketing statement is a statement that the product, including those products in test
markets, was commercially marketed in the United States as of February 15, 2007.

— If the pre-existing product is intended to be a predicate product in the Substantial Equivalence
(SE) Pathway, the submission must include a statement that the product was commercially
marketed (other than for test marketing) in the United States as of February 15, 2007.

— Confirmation should be submitted in the form of a statement from a responsible official who has
the proper knowledge of the test marketing status and the authority to make such a statement.
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EVIDENCE OF COMMERCIAL MARKETING & LINKING

FDA will review commercial marketing evidence to establish the product was commercially marketed
as of February 15, 2007.

10

Commercial marketing means selling or offering for sale a tobacco product in the United States to
consumers or to any person for the eventual purchase by consumers in the United States.

FDA recommends providing dated evidence showing that the product was commercially marketed
in the United States as of February 15, 2007.

Submission content and evidence should be in English.

Product name, unique identifiers, abbreviations, symbols or reference used in evidence should be
consistent throughout the submission, properly “Linking” the product to the evidence.
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REQUESTS FOR INFORMATION (RFI)
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REQUESTS FOR INFORMATION (RFI) LETTERS

The FDA may send a request for information (RFI) letter to the submitter to request additional
information to clarify any issues or parts of a submission.

The submitter will have thirty (30) calendar days from the date the letter was received to respond
before FDA continues their review.
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COMMON REASONS FOR REQUESTS FOR INFORMATION

« Name: The name of the product is inconsistent throughout the submission and remains unclear.
The submission should clearly identify the name of the tobacco product as it was commercially
marketed in the United State as of February 15, 2007.

* Unique Identifiers: The information submitted does not uniquely identify the tobacco product such
as package type, quantity, length, diameter, tobacco cut size, portion mass etc.

« Evidence: The information submitted does not appear to include adequate evidence demonstrating
(individually or collectively) that the tobacco product was commercially marketed in the United
States as of February 15, 2007. If you cannot provide documentation specifically dated on February
15, 2007, please provide documentation of commercial marketing for a reasonable period of time
before and after February 15, 2007.
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COMMON REQUESTS FOR INFORMATION CONTINUED

Test Marketing Statement: If the submission does not include a test marketing statement, an RFI may
be issued.

If the submitter intends to demonstrate that the pre-existing product qualifies as a predicate, the Pre-
existing submission should include a test marketing statement which states the product was

commercially marketed (other than exclusively for test marketing) in the United States as of February
15, 2007.

Example: For a product determined to be pre-existing to also qualify as a predicate, a statement similar
to the following should be included in the Pre-existing submission:

“l, (insert name and position title of responsible official), confirm that the tobacco
product associated with this Pre-Existing 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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COMMON REQUESTS FOR INFORMATION CONTINUED

Linking: Any evidence provided in a submission should include a brief statement or chart that clearly
identifies the “link” between any abbreviation, symbol, or reference used in the evidence that

corresponds to the tobacco product under review. Insufficient or inconsistent linking information may
result in an RFI.

Example: FDA may issue an RFlI if the information submitted does not provide sufficient detail to link a

specific line item on a bill of lading, invoice, or other evidence of commercial marketing to the tobacco
product under review.
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RESPONSES TO RFI LETTERS

You should provide all requested information.

« FDA will request the information be provided by a due date specified in the letter, generally within
thirty (30) calendar days of receipt of the RFI letter.

» For questions regarding RFI Letters you may email CTP-Preexisting@fda.hhs.gov or schedule a
teleconference to discuss the requested information prior to the due date.

» After the due date has passed, the FDA will continue its review based on the information received.
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AMENDMENTS
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AMENDMENTS

 Amendments should clearly identify the information in the original submission that is being
amended. Other information, such as test marketing statements and linking information, should be

updated as needed to align with the amended information for consistency throughout the
submission.

« Firms may amend their submissions prior to receiving a Request for Information.

« Amendments should be submitted either electronically via CTP Portal using FDA's eSubmitter or by
mail to CTP’s Document Control Center (DCC).

 Amendments should include the assigned STN and "Amendment" in the subject line.

 FDA does not issue acknowledgement letters for amendment submissions.
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REQUESTS FOR WITHDRAWAL
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WITHDRAWALS FOA

« A submitter can withdraw a pre-existing status determination submission at any time during the
review process.

« Withdrawals should be submitted either electronically via CTP Portal using FDA's eSubmitter or by

mail to CTP’s Document Control Center(DCC). A withdrawal should include the assigned STN and
“Withdrawal" in the subject line.

e |If a submission is withdrawn, and later resubmitted, a new PX STN will be issued.
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PRE-EXISTING DETERMINATIONS
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PRE-EXISTING DETERMINATIONS

There are three possible determinations for pre-existing tobacco products:
1. The product is determined to be pre-existing but is not predicate eligible
2. The product is determined to be both pre-existing and eligible to serve as a predicate

3. Unable to determine pre-existing status
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SEARCHABLE TOBACCO PRODUCTS DATABASE

Located at: www.fda.gov/searchtobacco

Searchable Tobacco Products Database

This database provides entries for tobacco products that may be legally marketed because they are 1) new tobacco products authorized through one of three pathways to market, 2) established through a voluntary
determination program as pre-existing tobacco products (commercially marketed as of Feb. 15, 2007), or 3) provisional tobacco products that were removed from review. For more information on database terminology and
Q&A, visit Searchable Tobacco Products Database - Additional Information.

FDA also maintains a printable flyer of authorized e-cigarettes.

Mo tobacco product is safe, and it is illegal to sell tobacco products to anyone under 21. Products in this database may be the subject of agency action for other reasons.

Download All Records <=

Search the Database

Category Sub-Category Submission Type - Marketing Authority
Select options # Select options # Select options #
Date of Action From Date of Action To

Company Product Name Category Sub-Category Submission Type - Date of Action Order Letter Decision Summary Environmental Associated Additional
Marketing Authority Assessment MRTP Information

Please perform a search to see results.
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FOA

xd Pre-Existing Tobacco Product
NAE OF CONTACT POST-NGMINAL TTLES Status Determination Letter

SUBMITTER MAME ¢ CAD SUBMITTER MAME

STREET ADDREES
(EXAMPLE)

Re:  Submission Tracking Mumber (STH): 3TN
Tobareo Praduct Mame TORACCO PRODUCT MAME
Ciate of Bubmission Fansh DD, ¥
FOA Recaipt Date Fansh DD, ¥y

Dear MAME OF CONTACT

We have reviewed your submissian, inwhich you =k the Food and Drug Administration (FDA) to dedemmine
whether fhe lobacco product referenced abave was commearcially markated in the United States as af
Fabruary 15, EIIII:l?l and, therefore, is & “Pre-Existing” tobacoo product.  Based on the indormation you
prowided, we have determined that the iobacco pradest qualifies for Pre-Existing status and is not subject
to the premarost review requirements sat forth in Section 910(a)2) of the Federal, Food, Dreg, and
Casmetic Act [FDAC Act), as amended by the Family Smaoking Preventian and Tobacos Cantrol Act.

e st e wisneien ou s esnacing ve ool \\e have reviewed your submission, in which you ask the Food and Drug Administration (FDA) to determine
;itt:g':m““"”r”:“;m’ﬂ‘ whether the tobacco product referenced above was commercially marketed in the United States as of
of s submesion, We it i e st e 04 F@bruary 15, 2007 and, therefore, is a “Pre-Existing” tobacco product. Based on the information you
e sher Febmacns 15, 200 ot ner e e o e Provided, we have determined that the tobacco product qualifies for Pre-Existing status| and is not subject
. lto the premarket review requirements set forth in Section 910(a)(2) of the Federal, Food, Drug, and
i 2 prevensiing iohaccn preduct dass vt need sremaniet bl Cosmetic Act (FD&C Act), as amended by the Family Smoking Prevention and Tobacco Control Act.

an aqency grant or denial of & markeling awharization order. Please note that all regulated tobacos
products, including Pre-Existing tobacoa products, are subject fo olber reguirements af the FD&C Aot and
implementing regulations, ircluding, but fet limiled 1o, annual registraton, listng of groducts, §=ting of
ingredients, lsheling and advertsing requirements, misbranding, and adulteration.  |In addition, tebaoon
products may ba subject o athar federal statutes and regulations. 1t & your responsibdity to ensune that
your products camply with all applcable statutory and regulabary reguiremanis

Far more infarmation on your respansibilities under the FDAC Act, wea ancoursge you 1o visit aur websise
at hilp: e fds powTobsocoP roducts. You may also obiain information by contaciing FDA's Cenfer for

Tabacos Producks at 1-877-CTP-1371, AskCTPiEfda hhe qov, or SmallBir. Tobacooif fda_hhe. gos.

For esample, & sufwmission meny beve incuded a stalement that the tobsomo product does not cortain a
characterizing Aavor, but FDO did ol evsluate Sis stabsment in raking its PX iobaooo product shyius determination.
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FOA

N £ Unable to Determine Pre-

Existing Tobacco Product

City, State Zip Codea

T Status Letter (EXAMPLE)

FOf Recaipt Datbe: Mansh DD, ¥y

Dear Mame af Contact:

The Cenfer for Tabacos Products’ {CTP] Office of Compliance and Enforcement [OCE) racehved the
above referenced submission, in which yau voluntarly requesied thal the Faod and Dirug Administradicn
{FOA) determine, based on the inlomation submitbed, whether the subject tabacos product was
commenc@lly markeied in the Uniled States as of February 15, 2887 and, therefone, “Pre-Existing.” In our
Ietter dated DATE, we requested that you provide us with additional information within 30 calendar days
af receip? burdes e FDA 1o complete its raview of the submission.

FDA recerred your cormespandence on DATE in response to our letter dated DATE requesting additional

informatian. FHowever, your carrespondence does nat adequately address all aof the infarmasion requesied
in our latter dated DATE] and based on the information submitted, FDA i= unable to make a Pre-Existing

slafus determination for the STH lzled above.

Binoa tha FDA is unable to make a Pre-Existing status determination at this ime, the submission
referenced aboes has bean closed. Merher the FOA&'s letter dated [DATE], nor this letter, is a final agency
actian and you ane not preciuded from submitting a new request for a determination, aleng with the
remuested infarmalion. Howaver, the STH referenced abave remains closed, and any addilional
submission regarding & Pre-Existing status determination will be assigned a separate STH number and
wrearga 3 new ey, We ancourage you o visit our webaite ot o Seene S gowita bacog-

prod ustsdmiarket-and-distribute-tobacoa-p roduciipre-existing-tabacso-praducts for mare infarmation on

Pra-Existing tobacco produwcts.

As a reminder, 1o legally market a new fobacoo product in the United Stales, you must o
ardar from FOA that pemnits the marketng of youwr new tabacos product under ane of thil

premarkel lshsess et sspestan (FUTA), o subsianil el (58 et o Since the FDA Is unable to make a Pre-Existing status determination at this time, the submission
ot e nformasion o yeur respaneisliies nder e Federal Face b, e coene| FETETENCE @bOVE has been closed. Neither the FDA's letter dated [DATE], nor this letter, is a final agency
o e p b e g R s, et BT S) getion and you are not precluded from submitting a new request for a determination, along with the
requested information. However, the STN referenced above remains closed, and any additional
submission regarding a Pre-Existing status determination will be assigned a separate STN number and

Steven Singhaus, Branch Chis - - .
Dsan ofProcct Compiance undergo a new review. We encourage you to visit our website at https://www_fda.gov/tobacco-

L | pliance an =

centerfor Tonacen Procucs | products/market-and-distribute-tobacco-product/pre-existing-tobacco-products for more information on
| Pre-Existing tobacco products.

Sincarely,

i Tor Toha oo Product
IS Wi Hasmip st
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PROCESS FOR AGENCY REVIEW: FREQUENTLY ASKED QUESTIONS

Who can | contact for a status of my submission?

 FDA generally does not give updates or timelines regarding the review status of a pre-existing
tobacco product submission.

Where can | send questions regarding the standalone pre-existing tobacco product review
program?

« Email CTP-Preexisting@fda.hhs.gov with your questions, and please include a submission
tracking number if you have one.
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RESOURCES

Pre-Existing TOBACCO PRODUCT QUESTIONS
Email: CTP-Preexisting@fda.hhs.gov

Pre-Existing TOBACCO PRODUCT WEBSITE
https://www.fda.gov/tobaccoproducts/labeling/tobaccoproductreviewevaluation/ucm3
04380.htm

SECTION 910 of the FD&C ACT
https://www.fda.gov/TobaccoProducts/Labeling/RulesRegulationsGuidance/ucm2620
73.htm#910_a 1 B

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

FDA ESUBMITTER
https://www.fda.gov/ForIndustry/FDAeSubmitter/lucm189469.htm

FDA’'s DOCUMENT CONTROL CENTER ADDRESS
https://www.fda.gov/tobacco-products/about-center-tobacco-products-ctp/contact-ctp

PRE-MARKET TOBACCO APPLICATION FINAL RULE
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/premarket-tobacco-product-applications

Pre-Existing GUIDANCE
https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/establishing-tobacco-product-was-commercially-marketed-united-states-
february-15-2007-revised
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SE GUIDANCE

https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/demonstrating-substantial-equivalence-new-tobacco-product-responses-
frequently-asked-questions

FDA’'s DOCUMENT CONTROL CENTER ADDRESS
https://www.fda.gov/tobacco-products/about-center-tobacco-products-ctp/contact-ctp

SEARCHABLE TOBACCO PRODUCTS DATABASE
https://www.accessdata.fda.gov/scripts/searchtobacco/

SUBSTANTIAL EQUIVALENCE PROCESS, RULES, AND GUIDANCE
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/substantial-equivalence

EXEMPTION FROM SUBSTANTIAL EQUIVALENCE
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/exemption-substantial-equivalence

Pre-Existing TOBACCO PRODUCT PROGRAM WEBINAR SERIES
https://www.fda.gov/tobacco-products/compliance-enforcement-training/fda-tobacco-
compliance-webinars
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CONNECT WITH US ON SOCIAL MEDIA

X
https://www.x.com/US_FDA

Facebook
https://www.facebook.com/FDA

YouTube
http://www.youtube.com/playlist?list=PLA803FAFDFA860129

Sign Up for Email Updates on Tobacco Products
https://www.fda.gov/tobacco-products/newsroom/sign-email-updates-ctp
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THANK YOU!

oy U.S. FOOD & DRUG

ADMINISTRATION

Center For Tobacco Products
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