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Part A:  Justification:

1. Circumstances Making the Collection of Information Necessary
This information collection supports Food and Drug Administration guidance for industry on Tobacco Retailer Training Programs. Tobacco products are governed by chapter IX of the Federal Food, Drug, and Cosmetic Act (the FD&C Act) (sections 900 through 920) (21 U.S.C. 387 through 21 U.S.C. 387u). FDA intends to issue regulations establishing standards for approved tobacco retailer training programs under section 906(d) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 387f(d)). In the interim, FDA published a guidance document which can be downloaded at www.fda.gov/media/79013/download. The guidance is intended to assist tobacco retailers to voluntarily implement effective training programs for employees.
The guidance discusses recommended elements that should be covered in a training program, such as: (1) federal laws restricting the access to, and the advertising and promotion of, cigarettes, smokeless, and covered tobacco products; (2) the health and economic effects of tobacco use, especially when the tobacco use begins at a young age; (3) written company policies against sales to youth and other restrictions on the access to, and the advertising and promotion of, tobacco products; (4) identification of the tobacco products sold in the retail establishment that are subject to the federal laws and regulations prohibiting their sale to underage persons; (5) age verification methods; (6) practical guidelines for refusing sales; and (7) testing to ensure that employees have the required knowledge. The guidance recommends that retailers require current and new employees to take a written test prior to selling tobacco products and that refresher training be provided at least annually and more frequently as needed. The guidance recommends that retailers maintain certain written records documenting that all individual employees have been trained and that retailers retain these records for 4 years in order to be able to provide evidence of a training program during the 48-month time period covered by the civil money penalty schedules outlined in the law.
The guidance also recommends that retailers implement certain hiring and management practices as part of an effective retailer training program. The guidance suggests that applicants and current employees be notified both verbally and in writing of the importance of complying with laws prohibiting the sales of tobacco products to underage persons. In addition, FDA recommends that retailers implement an internal compliance check program and document the procedures and corrective actions for the program. 
We therefore request extension of OMB approval of the information provisions found in the guidance for industry entitled, “Tobacco Retailer Training Programs (Revised)” as discussed in this supporting statement.
2. Purpose and Use of the Information Collection 
The Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act) (Public Law 111-31; 123 Stat. 1776) does not require retailers to implement retailer training programs. However, it provides for two schedules of civil money penalties for violations of restrictions promulgated under section 906(d) of the FD&C Act pertaining to the sale and distribution of tobacco products, including youth access, advertising, and promotion restrictions—a schedule of lower penalties for retailers who have implemented a training program that complies with the standards set by FDA and a schedule of higher penalties for those who have not. 
According to guidance, a retailer training program should provide the information and tools necessary for employees to comply with the Federal laws, including regulations, restricting the sale and distribution, including youth access, and the advertising and promotion of cigarettes, smokeless tobacco, and covered tobacco products. Some retailers may already have a training program in place for other purposes (e.g., company policy, State or local law). FDA recommends that retailers who want to train employees about Federal requirements incorporate the elements described in the guidance into their existing training program, as appropriate.
[bookmark: _Hlk117238601]Retailers are under no obligation to submit their training programs for FDA review, and retailers who have received a complaint should not submit their training programs for FDA review under this information collection. Any submissions provided during the Civil Money Penalty or No-Tobacco-Sale Order process are part of an administrative action to which FDA and an individual retailer are parties. As such, retailer training program submissions made to FDA during the Civil Money Penalty process are exempted from OMB review and approval under the Paperwork Reduction Act (PRA) (5 CFR 1320.4(a)(2)). Until FDA issues regulations establishing standards for approved retailer training programs, the agency intends to seek penalties in accordance with section 103(q)(2)(A)(i) of the Tobacco Control Act (for retailers with an approved retailer training program), whether or not the retailer has implemented a training program. FDA may consider further reducing the Civil Money Penalty for retailers who have implemented a training program.
Retailers who have received a Complaint for Civil Money Penalty or No-Tobacco-Sale Order and who wish to submit evidence that they have a training program in place, for purposes of settlement negotiations only, may do so when filing an Answer to the Complaint. FDA does not treat retailer training information submitted as part of settlement negotiations as a submission for approval of a retailer training program. Retailers who have not received a notice of Complaint should not submit their training programs for FDA review. The submissions during the Civil Money Penalty or No-Tobacco-Sale Order process are an administrative action to which FDA and an individual retailer are parties. Retailer training program submissions made to FDA during this process are exempted from OMB review and approval under the PRA (1320.4(a)(2)).
For further information about retailer training and enforcement a retailer can visit www.fda.gov/tobacco-products/retail-sales-tobacco-products/retailer-training-and-enforcement.
3. Use of Improved Information Technology and Burden Reduction 
The collection of information does not involve the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology. As discussed above, there are no submissions covered under this information collection as they are exempt under 5 CFR 1320.4(a)(2). Retailer training information provided during Civil Money Penalty or No-Tobacco-Sale Order settlement discussions process do not implicate PRA as they are administrative actions conducted by FDA and exempted from the PRA.
4. Efforts to Identify Duplication and Use of Similar Information 
We are unaware of duplicative information collection.
5. Impact on Small Businesses or Other Small Entities
While many tobacco product retailers may be considered small, the development of Tobacco Retailer Training Programs and retention of related information does not fall disproportionately upon these small businesses as development of a training program is optional for all tobacco product retailers, regardless of size. 
6.  Consequences of Collecting the Information Less Frequently
There are no legal obstacles to reduce the burden. Retailers are under no obligation to submit their training programs for FDA review and as discussed in the guidance, retailers who have not received a Complaint for Civil Money Penalty of No-Tobacco-Sale Order should not submit their training programs for FDA review under this information collection.  
7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
This section is not applicable. There are no special circumstances for this collection of information.	
8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
In the Federal Register of August 22, 2025 (90 FR 41081), FDA published a 60-day notice requesting public comment on the proposed collection of information.  FDA received two comments that were PRA related. 

Both comments agreed that the proposed information collection is necessary and has practical utility. One of the comments explained that the retailer training program recommendations are linked to preventing youth access to tobacco products and improving compliance. The other comment explained that retailer training programs are a critical component of preventing youth access to tobacco products and ensuring compliance with federal law. FDA agrees with these comments. 

One of the comments requested that FDA provide materials to the public for the development of retail training programs, such as retailer checklists covering the guidance recommendations, model nonbinding templates for written policies and standard operating procedures, and minimal data fields for employee records, to improve uniformity. The same comment suggested that FDA could leverage specific automation and information technology tools to minimize the burden on respondents. FDA disagrees with the comment. The guidance provides recommendations for elements to be included in retailer training programs and recommended hiring and management practices to assist retailers in complying with Federal tobacco laws and regulations. Retailers who want to train employees about Federal requirements may incorporate the elements described in the guidance into their existing training programs, as appropriate. The guidance also encourages the inclusion of training related to specific age verification techniques using point of sale scanning systems and electronic age verification devices.  Additionally, FDA has provided several resources, such as webinars and downloadable materials through FDA’s “This is Our Watch” Program, to assist retailers in complying with the requirements under the law. 

Both comments suggested that FDA approve or otherwise explicitly recognize that certain existing retailer training programs and certifications satisfy recommended elements of the guidance. The comments suggest that FDA approval or recognition of these programs and certifications will improve the quality and usefulness of the collected information. FDA disagrees with this comment. The Tobacco Control Act does not require retailers to implement retailer training programs, and retailers are under no obligation to submit their training programs for FDA review because this is a voluntary program. Additionally, the guidance establishes non-binding recommendations for the elements that should be included in a retailer training program, it does not establish requirements. To do so, FDA must first promulgate regulations establishing standards for approved retailer training programs. FDA has not yet promulgated these regulations, and currently FDA is not in a position to recognize any program or certification as an approved retailer training program.

With respect to the burden estimates, one comment indicated that FDA may have overestimated the number of retailers that would need to develop a training program as many may already have training programs in place or may adopt existing programs. The same comment suggested that FDA may have underestimated the burden per recordkeeper in Tables 1 and 2, but its estimates may be reasonable if FDA evaluates the burden by retailer size and type. The other comment indicated that FDA’s burden estimates are likely reasonable. FDA agrees that it may have overestimated the number of retailers that would develop new retailer training programs and has adjusted the number of recordkeepers in Table 1 as described below. FDA is not adjusting the average burden values, as both commentors agree that those estimates could be reasonable. While one comment noted that the burden may change per size and sophistication of the retailer, the recommendations of the guidance are not retail size or type specific. Additionally, FDA considered the availability of online support resources provided by FDA to assist all retail establishments in developing training programs and internal compliance check programs in determining the average burden per recordkeeper.  

9. Explanation of Any Payment or Gift to Respondents
There are no incentives, payments, or gifts associated with this information collection.
10. Assurance of Confidentiality Provided to Respondents
FDA’s privacy officer was consulted for this collection. If a system, application, third-party web application (TPWA) or survey is not collected, storing, transmitted, processing or sharing any data on behalf of FDA, a privacy assessment (PTA/PIA) and/or privacy compliance requirement are not required. Therefore, it was determined that a privacy assessment was not required.
FDA’s general regulations concerning the public availability of FDA records are contained in 21 CFR part 20. No assurance of confidentiality has been provided except as generally considered in review guidelines in 21 CFR 20.61.
Among the laws governing the disclosure of information submitted under sections of the FD&C Act are the Freedom of Information Act (FOIA) (5 U.S.C. 552) and FDA’s implementing regulations. Under FOIA, the public has broad access to agency records unless the records (or a part of the records) are protected from disclosure by any of the law’s nine exemptions.
11. Justification for Sensitive Questions
The collection of information does not involve sensitive questions.
12. Estimates of Annualized Burden Hours and Costs
FDA estimates the burden for this information collection as follows:
12a. Annualized Hour Burden Estimate
Table 1.--Estimated One Time Recordkeeping Burden
	Activity (Guidance Section IV)
	No. of Recordkeepers
	No. of Records per Recordkeeper
	Total Annual Records
	Average Burden per Recordkeeper in hours
	Total Hours

	Develop training program
	18,969
	1
	18,969
	16
	303,504

	[bookmark: _Hlk114561182]Develop written policy against sales to minors and employee acknowledgement
	18,969
	1
	18,969
	1
	18,969

	Develop internal compliance check program
	18,969
	1
	18,969
	8
	56,907

	Total
	
	3
	
	25
	474,225




Table 2.--Estimated Annual Recordkeeping Burden
	Activity (Guidance Section IV)
	No. of Recordkeepers
	No. of Records per Recordkeeper
	Total Annual Records
	Average Burden per Recordkeeper in hours
	Total Hours

	Training program
	237,113
	4
	948,452
	0.25
(15 minutes)
	237,113

	Written policy against sales to minors and employee acknowledgement
	237,113
	4
	948,452
	0.10
(6 minutes)
	94,845

	Internal compliance check program
	237,113
	2
	474,226
	0.5
(30 minutes)
	237,113

	Total
	569,071



FDA’s estimate of the number of respondents in tables 1 and 2 is based on 2022 data from the Census Bureau’s Economic Census[footnoteRef:3], Statistics of U.S. Businesses (SUSB)[footnoteRef:4], and Business Dynamics Statistics (BDS)[footnoteRef:5]. We use SUSB and Economic Census data to estimate the counts of retail establishments that sell tobacco products[footnoteRef:6], resulting in a count of 237,113 total tobacco product retail establishments who keep records of training programs, written policies, and internal compliance check programs (Table 2) annually. From the 2022 Business Dynamics Statistics, we calculate establishment entry and exit rate of approximately 8 percent, on average, for NAICS industry codes 4451 (Grocery and Convenience Retailers) and 4471 (Gasoline Stations) - these two categories represent more than 60% of our estimated total count of tobacco product retail establishments. In Table 1, we estimate 18,969 tobacco retail establishments (= 237,113 total establishments x 8 percent) may newly develop retailer training programs, written policies, and internal compliance check programs annually.  [3:  www.census.gov/programs-surveys/economic-census/year/2022/news-updates/ecdata-releases.html (EC2200NAPCSINDPRD Industry by Product and EC2200NAPCSPRDIND
 Product by Industry Tables)]  [4:  www.census.gov/data/tables/2022/econ/susb/2022-susb-annual.html]  [5:  www.census.gov/data/data-tools/bds-explorer.html]  [6:  NAICS codes – 44511 (Supermarkets and Other Grocery (except Convenience) Stores), 44512 (Convenience Stores), 44530 (Beer, Wine, and Liquor Stores), 44611 (Pharmacies and Drug Stores), 44711 (Gasoline Stations with Convenience Stores), 44719 (Other Gasoline Stations), 452311 (Warehouse Clubs and Supercenters), 452319 (All Other General Merchandise Stores), and 453991 (Tobacco Stores). Economic Census data were used to determine the percent of establishments within each NAICS code that sell tobacco products.] 

In Table 1, FDA estimates that developing a training program will require 16 hours, creating a written procedure may take 1 hour, and developing an internal compliance check program will require 3 hours for a total of 10 hours per respondent.
For Table 2, the guidance recommends retailers periodically review and update their established training program, written policies, and internal compliance checks. Annually, we assume training programs and written policies will be reviewed and updated quarterly and therefore estimate 4 records per recordkeeper, taking 21 minutes per quarter (= 15 minutes + 6 minutes). Following the guidance, we assume retailers will conduct internal compliance checks every 6 months and therefore estimate 2 records per recordkeeper annually, taking 30 minutes per record.
FDA estimates that the total annual burden for this collection is 1,043,296 hours (474,225 one-time recordkeeping + 569,071 annual recordkeeping). 

12b. Annualized Cost Burden Estimate
The total annual reporting and recordkeeping cost to respondents is $36,431,896.32.  This estimate assumes that the mean hourly wages for 4450A1 (Food and Beverage Retailers, $18.52)[footnoteRef:7] and 4471 (Gasoline Stations, $16.40)[footnoteRef:8] industry (all occupations) labor category will account for both the development of a tobacco retailer training program and annual record keeping at an average (mean) hourly wage of $17.46 using Department of Labor’s Bureau of Labor Statistics (BLS), May 2024 National Industry-Specific Occupational Employment and Wage Estimates. We double this to account for benefits and overhead, yielding an hourly wage rate of $34.92. The annual one-time recordkeeping cost to respondents for the development of a tobacco retailer training program is estimated to be $6,623,974.80 (474,225 annualized one-time reporting hours x $34.92/hr.). FDA estimates the annual recordkeeping cost to respondents is $19,871,959.32 (569,071 annual recordkeeping hours x $34.92/hr.).  [7:  data.bls.gov/oes/#/industry/4450A1]  [8:  data.bls.gov/oes/#/industry/457100] 


Table 3--Estimated Annual Cost Burden
	Activity
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	One-time Recordkeeping
	474,225
	$34.92
	$16,559,937

	Annual Recordkeeping
	569,071
	$34.92
	$19,871,959.32

	Total
	$36,431,896.32



13. Estimates of Other Total Annual Costs to Respondents and/or Recordkeepers/Capital Costs
There are no additional costs associated with this collection of information.
14. Annualized Cost to the Federal Government
[bookmark: _Hlk114214043]As discussed earlier in the document, retailers are under no obligation to submit their training programs (including the written policy against sales to minors and employee acknowledgement and the internal compliance check program) for FDA review, and retailers who have received a complaint should not submit these training documents for FDA review under this information collection. The submissions during the Civil Money Penalty or No-Tobacco-Sale Order process are an administration action to which FDA and an individual retailer are parties. Retailer training program submissions made to FDA during this process are exempted from OMB review and approval under the Paperwork Reduction Act (PRA) and its implementing regulations, as they are administrative actions conducted by FDA and exempted from the PRA under (5 CFR 1320.4(a)(2)). As such these activities are not covered under this collection and we do not associate a cost to the government.
15. Explanation for Program Changes or Adjustments
FDA has updated the counts of tobacco product retail establishments in Table 1 and Table 2 using more recent data from Census Bureau on the number of retail establishments that sell tobacco products and retail establishment entry and exit rates. FDA has adjusted the burden estimate per record in Table 1 to reflect the availability of online support resources provided by FDA to assist retail establishments in developing training programs and internal compliance check programs. The estimated burden for the information collection reflects an overall increase of 1,391,937 responses and a decrease of 1,140,484 hour. FDA has adjusted its annualized cost burden estimate to incorporate retail establishment wage estimates instead of Tobacco Manufacturing wages to better reflect the wage rates of the respondents developing and maintaining these records. As a result of FDA’s adjustments, the total respondent costs associated with tobacco retailer training programs decrease from $136,049,494.00 to $36,431,896.32, a reduction of $99,617,597.68.






Table 1.--Estimated One Time Recordkeeping Burden
	Activity/CFR Section
	Previous Approved Annual Burden Hours
	Requested Annual Burden Hours
	Difference (Hours)
(+/-)
	Rationale for Change
(Estimate Revision/Programmatic)


	Develop training program
	1,275,200
	303,504
	- 971,696
	Estimate Revision

	Develop written policy against sales to minors and employee acknowledgement
	79,700
	18,969
	- 60,731
	Estimate Revision

	Develop internal compliance check program
	637,600
	56,907
	- 580,693
	Estimate Revision

	TOTAL
	1,992,500
	474,225
	- 1,518,275
	



	Activity/CFR Section
	Previous Approved Annual Burden Hours
	Requested Annual Burden Hours
	Difference (Hours)
(+/-)
	Rationale for Change
(Estimate Revision/Programmatic)


	Training program
	79,700
	237,113
	+ 157,413
	Estimate Revision

	Written policy against sales to minors and employee acknowledgement
	31,880
	94,845
	+ 62,965
	Estimate Revision

	Internal compliance check program
	79,700
	237,113
	+ 157,413
	Estimate Revision

	TOTAL
	191,280
	569,071
	+ 377,791
	


Table 2.--Estimated Recordkeeping Burden

16. Plans for Tabulation and Publication and Project Time Schedule
The information collected will not be published or tabulated.
17. Reason(s) Display of OMB Expiration Date is Inappropriate
Consistent with established practice FDA will publish a Federal Register notice announcing OMB approval of the information collection associated with this guidance document and will display in that notice both the OMB control number and its current expiration date. In addition, the OMB control number will be displayed on the guidance document cover page and include a link to www.reginfo.gov to identify the current expiration date.
18. Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification.
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