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Agenda
• FDA Authority and Retailers 

• Compliance Check Inspections

• What if Violations are not Observed?

• What if Violations are Observed?

• What information do Warning Letters contain?

• Examples of Violations

• Will a retailer know that a Warning Letter has been 
issued?

• What should a retailer do if they receive a Warning 
Letter?
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What Authority Does FDA Have

• The Family Smoking Prevention and Tobacco Control 
Act (Tobacco Control Act)  gave FDA authority to 
regulate the manufacture, marketing, and distribution of 
tobacco products to protect the public health generally 
and to reduce tobacco use by minors.

• Tobacco Products that FDA currently has authority over
• Cigarettes
• Smokeless tobacco
• Loose cigarette tobacco

• The authority to inspect retailers
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What is a Retailer? 
• You are a retailer for purposes of these regulations if you 

sell cigarettes, smokeless tobacco, or loose cigarette 
tobacco to individuals for their own use or operate a 
facility where a vending machines or self-service display 
is present. 

• The regulations apply to all types of retail 
establishments, such as, grocery stores, pharmacies, 
convenience stores, gas stations, bars, restaurants, 
bowling alleys, and hotels.
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How Will FDA Be Inspecting Retailers?   

• The Tobacco Control Act requires FDA to contract with 
states and territories, where feasible, to inspect retail 
establishments within the their jurisdiction 

• FDA can also use their own personnel and to take 
enforcement action when appropriate

• FDA will determine if retailers are complying with the Act 
and regulations by performing compliance check 
inspections at the retail establishment
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What Are Some of the Things That FDA 
Will Be Looking For ?

• That you DO check the photo ID with date of 
birth of anyone under age 27 who attempts to 
purchase cigarettes, smokeless tobacco, or 
loose cigarette tobacco

• That you DO only sell cigarettes, smokeless 
tobacco, and loose cigarette tobacco to 
individuals age 18 or older. (Retailers must also 
comply with more restrictive state or local laws. 
For example, the legal age in Alabama, Alaska, 
New Jersey, and Utah is 19.) 
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What Are Some of the Things That FDA 
Will Be Looking For ?

• That you DO only sell cigarettes, smokeless 
tobacco, and loose cigarette tobacco in a direct, 
face-to-face exchange. (The only exception is 
vending machines and self-service displays 
located in facilities or locations where no person 
younger than 18 is permitted to enter at any 
time. Please note that tobacco vending 
machines are banned under some state or local 
laws.) 
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What Are Some of the Things That FDA 
Will Be Looking For ?

• If a vending machine or self-service display is present, 
that you DO NOT allow minors to be present or 
permitted in the facility or location at any time.

• That you DO NOT give away free samples of cigarettes. 
That you DO NOT break open cigarette or smokeless 
tobacco packages to sell products in smaller amounts. 

• That you DO NOT sell single cigarettes (also called 
“loosies”). 

• That you DO NOT sell cigarette packages containing 
fewer than 20 cigarettes. 
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What are Some of the Things that FDA 
Will be Looking for ?

• That you DO NOT offer free samples of smokeless 
tobacco except from a “qualified adult-only facility.”

• That you DO NOT sell or give away items – such as 
hats, t-shirts, or lighters – with tobacco brands or logos. 

• That you DO NOT offer gifts or items in exchange for the 
purchase of cigarettes, smokeless tobacco, or loose 
cigarette tobacco, or in exchange for tobacco product 
proofs-of-purchase, coupons, or credits. 

• That you DO NOT sell flavored cigarettes
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Will I know That FDA Is Inspecting Me?

• Compliance check inspections are unannounced
• Often you will not know that FDA has been there
• FDA inspector may announce themselves
• If so they will issue you an Inspection Form 482 

– Official Notice of Inspection
• This document explains FDA’s authority to enter 

and inspect a retail establishment under Section 
704 of the FD&C Act. 
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Copy Of FDA Form 482

Page 1 Page 2 Page 3
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Copy Of FDA Form 482
“Sec. 704(a)(1) For purposes of enforcement 
of this Act, officers or employees duly 
designated by the Secretary, upon presenting 
appropriate credentials and a written notice to 
the owner, operator, or agent in charge, are 
authorized (A) to enter, at reasonable times, 
any factory, warehouse, or establishment in 
which food, drugs, devices, tobacco 
products, or cosmetics are manufactured, 
processed, packed, or held, for introduction 
into interstate commerce or after such 
introduction, or to enter any vehicle being used 
to transport or hold such food, drugs, devices, 
tobacco products, or cosmetics in interstate 
commerce; and (B) to inspect, at reasonable 
times and within reasonable limits and in a 
reasonable manner, such factory, warehouse,
establishment, or vehicle and all pertinent 
equipment, finished and unfinished materials, 
containers, and labeling therein.”



13

What If A Retailer Is Inspected But There 
Were No Violations Observed?

• FDA does not send a letter or email
• On its website, FDA posts the names of retailers 

who were inspected whether or not a violation was 
observed. 

• The list is contained in a searchable database that 
is updated monthly and found here:

www.accessdata.fda.gov/scripts/oce/inspections/oce_insp_searching.cfm

• The search screen gives you the option of looking for just 
retailers that have no violations observed

http://www.accessdata.fda.gov/scripts/oce/inspections/oce_insp_searching.cfm
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What If A Retailer Is Inspected And There 
Are Violations Observed?

• Although not required, the first time an FDA 
tobacco compliance check inspection reveals a 
violation, FDA intends to issue a Warning Letter.

• A Warning Letter is an agency advisory action 
that is used to achieve voluntary compliance 
with the TCA and to establish prior notice.  It is 
not the final agency action.



16

What If A Retailer Is Inspected And There 
Are Violations Observed?

• The Warning Letter will contain a description of each 
violation observed 

• It is FDA’s practice to give firms an opportunity to take 
voluntary and prompt corrective action before it initiates 
an enforcement action

• FDA requests a response to the Warning Letter within 15 
days

• A Civil Money Penalty is an example of an enforcement 
action that would be taken following the issuance of a 
Warning Letter if additional violations are observed 
during a subsequent compliance check inspection.
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Will A Retailer Know That FDA Has 
Issued A Warning Letter To Them?

• Warning Letters are sent to the retail 
establishment by tracked mail, currently UPS.  

• The Warning Letter will be sent to the address 
we have on record for the retail establishment.

• A copy of the Warning Letter may also be sent to 
the legal entity or owner of the retail 
establishment, if their address is different than 
that of the retail establishment.  
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Will A Retailer Know That FDA Has 
Issued A Warning Letter To Them?

• Warning Letters are also posted on the FDA 
website, located at:
http://www.fda.gov/ICECI/EnforcementActions/WarningL 
etters/Tobacco/default.htm

• Anyone can sign up to receive email updates 
when new tobacco compliance check Warning 
Letters are posted to the above portion of the 
FDA website.  

http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/Tobacco/default.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/Tobacco/default.htm
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What Will The Warning Letter Include?

• The date the Warning Letter was issued
• The date FDA inspected the retailer
• The location where the inspection 

occurred
• The inspection reference number – which 

should be used in any future 
correspondence with FDA
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Location of Inspection

Date of Inspection

Date of Warning Letter

Reference Number
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What Will The Warning Letter Include?

• An explanation that your tobacco products are 
misbranded* under the FD&C Act 

* Once a product is considered misbranded FDA can 
take enforcement action against the party who causes 
the misbranding or any party who further distributes the 
misbranded product. Misbranding of a tobacco product is 
prohibited under the FD&C Act. 

• The particular violation(s) FDA inspectors observed and 
an explanation of the evidence used to support the 
violation(s).
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“ Misbranded ”

Violation(s) Observed
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Examples Of Violations 
In Warning Letters

• Sale of cigarettes, smokeless tobacco, or loose cigarette tobacco to 
a person younger than 18 years of age. (21 C.F.R. § 1140.14(a)). 

• Failing to verify by means of photographic identification, containing 
the bearer’s date of birth, that no person purchasing cigarettes, 
smokeless tobacco, or loose cigarette tobacco is younger than 18 
years of age. (21 C.F.R. § 1140.14(b)(1)).*

*No such verification is required for any person over the age of 
26. (21 C.F.R. § 1140.14(b)(2)).

If a retailer does not verify by photo that the purchaser is 18 years of 
age or older and also sells the purchaser cigarettes, smokeless 
tobacco, or loose cigarette tobacco, both separate violations will be 
listed on their warning letter.
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Examples Of Violations 
In Warning Letters

• Failing to sell cigarettes, smokeless tobacco, or loose cigarette 
tobacco in a direct, face-to-face exchange between the retailer and 
consumer. (21 C.F.R. § 1140.16(c)(1)). 

Selling cigarettes through vending machines and self-service 
displays without ensuring that no person younger than 18 years of 
age is present or permitted to enter, at any time. (21 C.F.R. § 
1140.16(c)(2)(ii)).  

• Failing to ensure that all violative self-service displays, advertising, 
labeling, and other items that are located in your establishment are 
removed or are brought into compliance with the requirements of 21 
C.F.R. Part 1140. (21 C.F.R. § 1140.14(e)).
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Excerpt from a Warning Letter
upon asking for a tobacco product, your store 
clerk instructed a minor to go to checkout 
number one, where the tobacco products were 
located, and to get the tobacco products himself.  
The minor proceeded to checkout number one 
and directly accessed a tobacco product to 
purchase.  There was no store employee 
working behind checkout number one
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What Will The Warning Letter Include?

• A statement directing the retailer to cease the 
violation(s) and to correct the violation(s).

• A reminder that failure to comply may result in 
FDA taking further regulatory action without 
notice.

• A request that the retailer submit a written 
response within fifteen (15) working days of 
receiving the Warning Letter.
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“Immediately correct the violation”

Failure to comply. . .

Submit written response
within 15 days
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What Will The Warning Letter Include?

• The address where the retailer should send their 
response. 

• A reminder that the violation(s) indentified in the 
Warning Letter are not necessarily an 
exhaustive list.

• Contact information for the FDA, Center for 
Tobacco Products.



30

Where to send response
Include Reference Number

Contact Information for
questions about the
Warning Letter

not necessarily constitute an 
exhaustive list
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What Should A Retailer Do If They 
Receive A Warning letter?

• Review the letter carefully to see what charges are 
listed.

• Contact CTP if you are confused. 
• Phone and email provided in Warning Letter

• Respond to the letter in writing (or email).
• Remember to use the reference number listed in the 

letter.
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What Should A Retailer Include In Their 
Response?

• A description of the retailer’s intent to stop the 
violation(s).

• An explanation of the retailer’s plan to 
discontinue the violation(s) and prevent future 
violations.

• The retailer’s current telephone number and 
email address. 
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What Happens After A Retailer Responds 
To A Warning Letter? 

• FDA will send a reply to your response letter closing out 
the case.

• This reply will contain a summary of the retailer’s 
response to the Warning Letter.

• FDA will conduct a follow-up compliance check 
inspection at that establishment without further notice to 
the retailer.  

• If violations are found during a follow-up compliance 
check inspection at that retail outlet, FDA intends to seek 
civil money penalties.
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Contact Information

For questions about the material in this 
presentation, please contact our Office of 
Small Business Assistance at:

SmallBiz.Tobacco@fda.hhs.gov
or call 1-877-CTP-1373 (1-877-287-1373) 
Monday–Friday, 9:00 a.m. – 4:00 p.m. EDT.

mailto:SmallBiz.Tobacco@fda.hhs.gov
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