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Part A: Justification:

1. Circumstances Making the Collection of Information Necessary
This information collection supports Food and Drug Administration regulations and associated agency guidance.  Tobacco products are governed by chapter IX of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (sections 900 through 920) (21 U.S.C. 387 through 21 U.S.C. 387u).
Regulations in 21 CFR part 1140 establish permissible forms of labeling and advertising and include reporting requirements directing persons to notify FDA if they intend to use a form of advertising or labeling for cigarettes or smokeless tobacco that is not addressed in the regulations.  Section 1140.30 requires that manufacturers, distributors, and retailers notify FDA if they intend to use advertising or labeling for cigarettes or smokeless tobacco in a medium that is not listed in the regulations.  The notifications must be made 30 days prior to the use of such media.
We therefore request OMB extension of the information collection provisions found in 21 CFR part 1140 and the associated guidance, as discussed in this supporting statement.
2. Purpose and Use of the Information Collection 
Federal law directed the FDA to issue regulations pertaining to the sale and distribution of cigarettes and smokeless tobacco to protect children and adolescents.  We intend to use the information in this collection to determine whether a party is meeting its regulatory obligations. 
Respondents to this collection of information are businesses or other for-profit institutions who advertise the availability and sale of cigarette and smokeless tobacco products.
Section 1140.30 is intended to help protect children and adolescents by reducing the appeal of cigarettes and smokeless tobacco to them.  Section 1140.30(a)(1) contains a list of permissible forms of advertising and labeling.  In the unlikely event that a person wishes to use a form of advertising or labeling that is not described in section 1140.30(a)(1), section 1140.30(a)(2) directs respondents to notify FDA of the form of advertising or labeling they intend to use.  The notice shall also describe the medium and discuss the extent to which the advertising or labeling may be seen by persons younger than 18 years of age.
As noted in the FDA guidance titled “Enforcement Policy Concerning Certain Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco,” (https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-concerning-certain-regulations-restricting-sale-and-distribution-cigarettes-and) the requirements under § 1140.32(a) are not being enforced.  
3. Use of Improved Information Technology and Burden Reduction
FDA strongly encourages electronic submission to facilitate efficiency and timeliness of submission and processing.  FDA estimates that at least 80 percent of the respondents will use electronic means to submit their plans.
 Electronic submissions are made through the FDA’s CTP Portal NextGen. The CTP Portal NextGen web application requires that an organization request an Industry Account Manager (IAM) role be set up for an individual of the organization to act as an administrator for all of the organization’s CTP Portal NextGen accounts.  Once the IAM account is created by CTP, the IAM can create, manage, and set roles for all the organization’s employees’ CTP Portal NextGen user accounts.  Users may then prepare submissions on behalf of their organization using the FDA’s eSubmitter tool for supported submission types and can send these submissions to CTP directly from CTP Portal NextGen.  Instructions on requesting a free IAM account for CTP Portal NextGen are available at https://www.fda.gov/tobacco-products/manufacturing/request-industry-account-manager-iam-ctp-portal-next-generation.  Alternatively, respondents can mail notifications to FDA.  Instructions providing clarification on how to format the notification may be found in the guidance document entitled “Compliance with Regulations Restricting the Sale and Distribution of Cigarettes and Smokeless Tobacco To Protect Children and Adolescents” (https://www.fda.gov/regulatory-information/search-fda-guidance-documents/compliance-regulations-restricting-sale-and-distribution-cigarettes-and-smokeless-tobacco-protect).
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
Respondents to this collection of information are businesses or other for-profit institutions who advertise the availability and sale of cigarette and smokeless tobacco products.  Therefore, the requirements in this collection of information do not fall disproportionately upon small businesses, as all tobacco business may submit information under this collection.  The reporting requirements in 21 CFR 1140.30 affect small businesses if they decide to use a form of advertising or labeling not specified in section 1140.30.  The list of permitted forms of advertising and labeling in section 1140.30 is comprehensive, so we do not anticipate that many small businesses will notify FDA of their intent to use a form of advertising or labeling that is not specified in section 1140.30.


6. Consequences of Collecting the Information Less Frequently
This information collection for submissions regarding cigarette and smokeless tobacco advertising and labeling is statutorily mandated by the Family Smoking Prevention and Tobacco Control Act (Tobacco Control Act) (Public Law 111-31; 123 Stat. 1776) in section 102.
The regulations require respondents to respond to the data collection occasionally and as needed; for example, if and when they intend to use a form of non-listed media under 21 CFR 1140.30.  The frequency of response depends on the forms of advertising or labeling a respondent uses.  
7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
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, 2024 (90 FR 41085), FDA published a 60-day notice requesting public comment on the proposed collection of information.  FDA received four comments.  Two comments were responsive to the Paperwork Reduction Act (PRA) information collection topics solicited.  Two comments were not responsive to the PRA and will not be addressed here.
The comments generally supported FDA’s collection of information.  The comments supported FDA’s maintaining oversight related to youth tobacco access through the regulatory provision related to this collection, encouraged the FDA to enhance transparency of this collection by clearly providing better explanation about how retailer and manufacturer data is analyzed and used for enforcement or policy interventions, and recommended expanding digital tools and providing plain language guidance materials in multiple languages to minimize administrative burden and help retailers understand submission requirements.  
The comments also believed FDA has underestimated burden and suggested that there were ways to improve the collection by providing standardized submission templates, clearer definitions of unlisted media, illustrative examples, clarification of material changes requiring new notices, and different ways to provide supporting documentation.  The comments believe FDA should provide target review and timelines and should implement an electronic submission portal, accept machine-readable attachments, allow consolidated annual or semiannual notification, provide a fillable submission template, and establish a safe-harbor correction window.
In response, FDA thanks the commenters and agrees that this information collection has practical utility and is necessary for the proper performance of FDA’s functions.  Regarding burden estimates, FDA encourages detailed information be submitted and acknowledges burden for each respondent to the collection could vary and that it may take some respondents longer to complete the requirements than others.  FDA tries to minimize burden by efficiently collecting information without compromising FDA’s ability to identify and address violations by providing options to comply and allowing both electronic and mail submission of information.  FDA believes that the average burden estimates per response are sufficient.  FDA is always open to improve the quality, utility, and clarity of information we collect, and offers guidance regarding the types of information that should be included with a cover letter describing the information.  FDA also provides a clear list of media that should be provided and options for providing supporting documentation and notes that any notification returned to the submitter is not intended to imply that prior approval is required before use of a medium.
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
Among the laws governing the disclosure of information submitted under section 102 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.
CTP also identified privacy compliance requirements and coordinated with FDA’s Privacy Officer to ensure responsible offices in CTP satisfy all in accordance with law and policy.  FDA’s web and privacy policies are provided on all FDA internet (www.fda.gov) pages and the privacy impact assessment (PIA) provides further notice.[footnoteRef:3]  The CTP Electronic Submissions system (eSub) is a suite of database-supported applications that facilitates the collection, logging, tracking, and retrieval of documents provided to the FDA by the tobacco industry and others (e.g., adverse experience reports from the general public).  CTP uses this data to evaluate tobacco products and assess industry compliance with the Tobacco Control Act.  CTP received Department of Health and Human Services approval on the privacy impact assessment for the Electronic Submissions system and was assigned PIA ID:  FDA2107988. [3:  https://www.fda.gov/about-fda/about-website/website-policies#privacy.] 

11. Justification for Sensitive Questions
The collection of information does not involve sensitive questions.
12. Estimates of Annualized Burden Hours and Cost
12a.  Annualized Hour Burden Estimate
	Table 1—Estimated Annual Reporting Burden

	21 CFR Section and Activity
	No. of Respondents
	No. of Responses per Respondent
	Total Annual Responses
	Average Burden per Response (Hours)
	Total Hours

	[bookmark: _Hlk105505084]1140.30(a)(2); Notification of other advertising or labeling medium
	4
	1
	4
	1
	4

	Total
	4

	


The burden hour estimates for this collection of information were based on submissions regarding cigarette and smokeless tobacco product advertising expenditures.  FDA has received 12 notifications to date since 2022.  Based on a review of the information collection and the number of notifications received since 2022, FDA estimates that approximately four respondents will submit an annual notice of alternative advertising, and the Agency has estimated it should take one hour to provide such notice.  Therefore, our estimated burden required for this collection of information reflects an overall decrease of 21 hours and a corresponding decrease of 21 responses annually. 
12b.  Annualized Cost Burden Estimate
The estimated annual reporting cost to respondents for submitting an annual notice of alternative medium is $282.  This estimate assumes that the tobacco industry labor category for all occupations (00-0000) will account for the submissions regarding cigarette and smokeless tobacco product advertising or labeling at an average wage of $35.25 (Department of Labor’s Bureau of Labor Statistics for Tobacco Manufacturers, May 2024: https://data.bls.gov/oes/#/industry/312200).  We double this to account for benefits and overhead, yielding an hourly wage rate of $70.50.
	21 CFR 1140.30
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	Tobacco Industry Reporting
	4
	$70.50
	$282

	Total
	$282



13. Estimates of Other Total Annual Costs to Respondents/Recordkeepers or Capital Costs 
There are no capital, start-up, operating, or maintenance costs associated with this information collection.
14. Annualized Cost to the Federal Government
The estimated total cost to the Federal Government for this collection is $41,912.40.  Our estimated cost reflects the allocation of one-fifth, full-time equivalent (FTE) employee who reviews, documents and, as needed, follows up on notifications for other forms of advertising or labeling.  Using 2025 Grade 12 Step 2 salary and wage data for the Washington DC-Metropolitan area found at https://www.opm.gov/policy-data-oversight/pay-leave/salaries-wages/salary-tables/25Tables/html/DCB.aspx and doubling to account for benefits and overhead, we calculate a total cost of $41,912.40 ($104,781 ÷ 5 x 2).  
15. Explanation for Program Changes or Adjustments
The burden adjustment is related to an overall decrease in the expected number of respondents. The number of hours per response has remained the same.  As a result of this adjustment, we recorded a decrease to the currently approved burden. 
Our estimated annual burden for the information collection reflects an overall decrease of 21 hours and a corresponding decrease in 21 responses per year. The decrease is attributed to an initial surge following the rule’s publication, which subsequently decreased to 4 respondents per year over the course of time. 
	Activity/CFR Section
	Approved Annual Burden Hours
	Requested Annual Burden Hours
	Difference (Hours)
(+/-)
	Rationale for Change
(Estimate Revision/Programmatic)

	1140.30(a)(2); Notification of other advertising or labeling medium

	25
	4
	- 21
	Estimate Revision



16. Plans for Tabulation and Publication and Project Time Schedule
This information collected will not be published or tabulated. 
17. Reason(s) Display of OMB Expiration Date is Inappropriate
FDA is not requesting an exemption for display of the OMB expiration date and is also not seeking OMB approval to exclude the expiration date for this information collection.  
18. Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification.
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