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SUPPORTING STATEMENT

Part A:  Justification

1. Circumstances Making the Collection of Information Necessary
This information collection supports Food and Drug Administration (FDA or we) rulemaking, which we are issuing consistent with the Nutrition Labeling and Education Act of 1990 (Pub. L. No. 101-535, 104 Stat. 2353, Section 2(b)(1) (21 U.S.C. 343 note (1990))) and sections 403(f) and 403(q) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 343(f) and 343(q)). We are also issuing this proposed rule consistent with our authorities in sections 701(a), 403(a)(1), and 201(n) of the FD&C Act (21 U.S.C. 371(a), 21 U.S.C. 343(a)(1), and 21 U.S.C. 321(n), respectively).

[bookmark: _Hlk163551364]The proposed rule, if finalized, would add § 101.6 (21 CFR 101.6) requiring the food industry to disclose certain nutrition information as an informational label on the principal display panel of most foods bearing a Nutrition Facts label. The informational label would provide consumers with interpretive information on the front of food packages for three nutrients to limit that would allow consumers to compare the levels of these three important nutrients among foods. The informational label would give consumers additional context on the front of most food packages about certain nutrients that appear on the Nutrition Facts label. 

We therefore request OMB approval of the information collection associated with provisions in the proposed 21 CFR 101.6, as discussed in this supporting statement.

2. Purpose and Use of the Information Collection 
The purpose of this food labeling requirement would give consumers additional context on the front of most food packages about certain nutrients that appear on the Nutrition Facts label. The label would promote public health by providing consumers with quick, easy-to-use nutrition information to help them build healthy dietary patterns. The primary user of the information to be disclosed on the label or labeling of food products would be the consumer that considers purchasing, consuming, or otherwise using the food product. Consumers would use the information to assist them in making choices concerning their purchase, consumption, or other use of a food product. Nutrition labeling, in general, provides information for use by consumers in selecting a nutritious diet. Providing certain nutrition information on the front of package would make it easier and faster for a consumer to comparison shop or decide what foods to eat or use.  
[bookmark: _Hlk529197472]The respondents to this information collection are manufacturers, packers, and distributors of food products subject to statutory and regulatory food labeling requirements.
3. Use of Improved Information Technology and Burden Reduction
Proposed § 101.6 does not specifically prescribe the use of automated, electronic, mechanical, or other technological techniques or other forms of information technology as necessary for use by respondents. Respondents are free to use whatever forms of information technology may best assist them for meeting labeling requirements for food.
4. Efforts to Identify Duplication and Use of Similar Information 
Congress has authorized FDA to promulgate regulations pertaining to the labeling of most foods, as opposed to the jurisdiction of the U.S. Department of Agriculture (meats and poultry) and the Federal Trade Commission (advertising). However, the proposed collection of information includes disclosure of certain nutrition information on the front of packages that is currently disclosed on the Nutrition Facts label under OMB control no. 0910-0381, Food Labeling Requirements. The proposed disclosure would complement the Nutrition Facts label by giving consumers additional context about certain nutrients that appear on the Nutrition Facts label and help them to compare the levels of certain nutrients among foods. 
We intend to consolidate this ICR with OMB control no. 0910-0381 with the final rule.
5. Impact on Small Businesses or Other Small Entities
We estimate that approximately fifty percent (50%) of the respondents are small businesses. The requirements are the minimum requirements for complying with the provisions of the FD&C Act. We aid small businesses in understanding and meeting the requirements of the FD&C Act through the agency’s Regional Small Business Representatives and through the scientific and administrative staffs within the agency. We also provide assistance via FDA’s Small Business Assistance webpage on the agency’s website at https://www.fda.gov/industry/small-business-assistance.
6. Consequences of Collecting the Information Less Frequently
Data collection occurs occasionally. There are no consequences to Federal program or policy activities if the information is collected less frequently. Failure of a firm to comply with the requirements for disclosure of the information on the labels or labeling of its food products may result in those products being misbranded under section 403 of the FD&C Act and the products and the firm subject to regulatory action.
7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5
There are no special circumstances associated with this collection of information.
8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
In accordance with 5 CFR 1320.11 we published a proposed rule in the Federal Register of we
published a proposed rule in the Federal Register of January 16, 2025 (90 FR 5426) including a request for comments on the proposed information collection.

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
In preparing this supporting statement, we consulted our Privacy Office to ensure appropriate identification and handling of information collected.
This ICR does not collect personally identifiable information (PII) or information of a personal nature.  This information collection supports the FDA rulemaking regarding disclosure of certain nutrition information on an informational label on regulated products. Because FDA does not collect any PII, the ICR is not subject to the Privacy Act of 1974 and the requirements of the Privacy Act such as displaying a Privacy Act Statement on a collection form do not apply.
Under the Freedom of Information Act (FOIA) (5 U.S.C. 552), the public has broad access to government documents.  However, FOIA provides certain exemptions from mandatory public disclosure of government records (5 U.S.C. 552(b)(1-9)). FDA will make the fullest possible disclosure of records to the public, consistent with the rights of individuals to privacy, the property rights of persons in trade and confidential commercial or financial information. 
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 Third-Party Disclosure Burden1
	Activity; 21 CFR Section
	No. of Respondents
	No. of Disclosures per Respondent2
	Total Annual Disclosures
	Average Burden per Disclosure 
	Total Hours
	Total Capital Costs3

	Front of Package Labeling; 101.6
	30,413
	11
	322,378
	4
	[bookmark: _Hlk163140379]1,289,512
	$143,220,186


1 There are no operating and maintenance costs associated with this collection of information.
2 For purposes of this table, we have rounded up to use whole numbers when calculating the number of disclosures per respondent. All other figures are consistent with the PRIA. 
3 One-time capital cost to relabel. 
The estimates in Table 1 are consistent with the estimates found in the Preliminary Regulatory Impact Analysis (PRIA) (Docket No. FDA-2024-N-2910) (https://www.fda.gov/about-fda/reports/economic-impact-analyses-fda-regulations). In Table 21 of the PRIA, we estimate that approximately 30,413 manufacturers will need to add an informational nutrition label to the principal display panel of their food product package. In Table 4 of the PRIA, we estimate that approximately 322,326 products will need to be relabeled. For the purpose of this analysis, we used the estimates for the number of manufacturers and disclosures to calculate that each manufacturer will need to relabel around 11 (10-11) products (322,378 disclosures ÷ 30,413 manufacturers). In the existing information collection for Food Labeling Requirements approved under OMB control number 0910-0381, we estimated that an establishment would spend 4 hours per label for labeling requirements for disclosure of nutrition information (21 CFR 101.9). We use the 4-hour estimate for the purpose of this analysis. Each disclosure will take an estimated 4 hours to complete for an annual third-party disclosure burden of 1,289,512 hours (322,378 disclosures × 4 hours). Based on Table 6 of the PRIA, we estimate each product that will be relabeled costs $1,333 assuming a three-year compliance period. That calculates to an annual capital cost of $143,220,186 ($1,333 × 107,442 products) over 3 years associated with relabeling with the total capital cost being $429,660,558. This is the cost of designing a revised label and incorporating it into the manufacturing process. We believe that this will be a one-time capital cost. 
12b.  Annualized Cost Burden Estimate
We estimate that the total annualized cost burden to respondents associated with the requirements of proposed § 101.6 to be approximately $145,766,436.48. We estimate a respondent’s average wage to be commensurate to that of a federal government employee at the GS-13/Step-1 rate for the Washington-Baltimore locality pay area for the year 2024, $56.52 per hour. To account for overhead, this cost is increased by 100 percent, making the estimated cost burden to the respondent $113.04 per hour. Using these figures, we estimate the annual cost burden for relabeling to be $145,766,436.48 (1,289,512 hours × $113.04 per hour).

Table 2.--Estimated Annual Cost Burden
	Activity
	Total Burden Hours
	Hourly Wage Rate
	Total Respondent Costs

	Relabeling
	1,289,512
	$113.04
	$145,766,436.48



13. Estimates of Other Total Annual Costs to Respondents/Recordkeepers or Capital Costs 

Based on Table 6 of the PRIA, we estimate each product that will be relabeled costs $1,333 assuming a three-year compliance period. That calculates to an annual capital cost of $143,220,186 ($1,333 × 107,442 products) over 3 years associated with relabeling with the total capital cost being $429,660,558. This is the cost of designing a revised label and incorporating it into the manufacturing process.  We believe that this will be a one-time capital cost.  

14. Annualized Cost to the Federal Government

Currently FDA estimates $6,542,114 for costs of administering food labeling requirements, including this rulemaking.  

15. Explanation for Program Changes or Adjustments

This is a new information collection.

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

Display of OMB expiration date is appropriate. 

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification.
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