UNITED STATES FOOD & DRUG ADMINISTRATION

Food Labeling Requirements

OMB Control No. 0910-0381 - Revision

SUPPORTING STATEMENT

Part A:  Justification:

1. Circumstances Making the Collection of Information Necessary 

This information collection supports statutory and regulatory requirements that govern food labeling, and information collection recommendations discussed in associated agency guidance.  Sections 4, 5, and 6 of the Fair Packaging Labeling Act (FPLA) (15 U.S.C. 1453, 1454, and 1455) and sections 201, 301, 402, 403, 409, 411, 701, and 721 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 321, 331, 342, 343, 348, 350, 371, and 379e), establish provisions under which a food product shall be deemed to be misbranded if, among other things, its label or labeling fails to bear certain required information concerning the food product, is false or misleading in any particular, or bears certain types of unauthorized claims.  Implementing regulations are codified in parts 101, 102, 104, and 105 (21 CFR parts 101, 102, 104, and 105).  While regulations in part 101 sets forth general food labeling provisions, requirements pertaining to the common or usual name for non-standardized foods; guidelines for nutritional quality to prescribe the minimum level or range of nutrient composition appropriate for a given class of food; and requirements for foods for special dietary use are found in parts 102, 104, and 105, respectively.  

For efficiency of agency operations and continued efforts toward maximizing practical utility, we are revising the information collection to include burden we attribute to related activities described in sections 201(n), 403(a)(1), 403(f), 403(q)(5)(H), and 701(a) of the FD&C Act, codified in 21 CFR 101.8 and 101.11, and currently approved under OMB control number 0910-0782.  Sections 101.8 and 101.11 provide that respondents with a chain of 20 or more locations will disclose nutritional information of certain foods for consumers of food products for the purpose of making informed dietary choices.  Section 101.8 applies specifically to vending machines, and § 101.11 applies to covered establishments such as restaurants.  Sections 101.8(d) and 101.11(d) provide for registration for respondents not otherwise subject to these regulations but who wish to voluntarily participate with this information collection activity, for which we developed Form FDA 3757 entitled, “DHHS/FDA Menu and Vending Machine Labeling Voluntary Registration” to assist respondents in this regard.  The form is available for download at https://www.fda.gov/about-fda/reports-manuals-forms/forms and entering “3757” into the search field.  To keep the registration active, a respondent renews their registration every other year within 60 days prior to the expiration of the respondent’s current registration with FDA, or it will automatically expire. 
  
We have also developed guidance to communicate our interpretation of the regulatory requirements.  The guidance document entitled “Menu Labeling:  Supplemental Guidance for Industry” (May 2018), available at https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-menu-labeling-supplemental-guidance, provides a discussion of the regulations in §§ 101.8 and 101.11 in a question-and-answer format.  We have recently issued a draft second edition of the guidance document (December 2023), available at https://www.fda.gov/regulatory-information/search-fda-guidance-documents/draft-guidance-industry-menu-labeling-supplemental-guidance-edition-2.  The draft guidance, when finalized, will update the May 2018 guidance to add two new questions and answers regarding voluntarily declaring added sugars as part of additional written nutrition information and voluntarily providing nutrition information consistent with the menu labeling requirements through third-party platforms.  Because of the growing popularity of third-party platforms among consumers, such as third-party online ordering websites and delivery applications to order food for pick-up and delivery from chain restaurants and similar retail food establishments, we discuss our recommendation that covered establishments provide third-party platforms nutrition information for standard menu items to help consumers make informed and healthy decisions when ordering their meals using online a third-party platform.  All agency guidance documents are issued consistent with our Good Guidance Practice regulations in 21 CFR 10.115, which provide for public comment at any time.

We therefore request OMB approval for revising the information collection as discussed in this supporting statement.

2. Purpose and Use of the Information Collection 

The requirements are intended to ensure the safety of food products produced or sold in the United States and enable consumers to be knowledgeable about the foods they purchase and include corresponding information disclosure requirements, along with the reporting and recordkeeping provisions, subject to enforcement by FDA.

Description of Respondents:  Respondents to the collections of information in 21 CFR part 101 are manufacturers, packers, and distributors of food products, as well as certain food retailers, such as supermarkets and restaurants, subject to statutory and regulatory food labeling requirements.  Respondents are from the private sector (including for-profit businesses, not-for-profit institutions and farms).  Collections of information found in §§ 101.8 and 101.11 also include vending machine operators and restaurants or other similar food establishments that are subject to the requirements of part 101 as well as those entities who voluntary participate with the provisions through registration with FDA.

3. Use of Improved Information Technology and Burden Reduction

The regulations in parts 101, 102, 104, and 105 do not specifically prescribe the use of automated, electronic, mechanical, or other technological techniques or other forms of information technology as necessary for use by firms.  Companies are free to use whatever forms of information technology may best assist them in meeting labeling requirements.  We have established a registration process consisting of Form FDA 3757 and associated instructions.  We estimate all respondents (100%) will use electronic means for reporting under this process.



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

We estimate that no small businesses (0%) will be affected by the information collection.  To the extent that a small business may be impacted, the registration process is specifically designed to minimize burden by giving a choice as to voluntarily comply.  The registration process is voluntary and is the minimal amount of burden that we can impose in order to give firms this choice and to give regulatory authorities the information they need to enforce applicable statutes.  If a small business chooses to register, we aid small businesses in dealing with the requirements of vending machine and menu labeling requirements through the agency’s Regional Small Business Representatives and through the scientific and administrative staffs within the agency.  We also provide assistance via our Small Business Assistance webpage at https://www.fda.gov/industry/small-business-assistance.

6. Consequences of Collecting the Information Less Frequently

Data collection is consistent with statutory and regulatory requirements.

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 the Federal Register of April 12, 2023 (88 FR 22045), we published a 60-day notice soliciting comment on the proposed collection of information.  No comments were received.

9. Explanation of Any Payment or Gift to Respondents

This information collection does not provide for payments or gifts to respondents.

10. Assurance of Confidentiality Provided to Respondents

Consistent with 5 CFR 1320.5(d)(2)(vii) and agency regulations in 21 CFR § 20.20, data will be kept private to the extent allowed by law:

The Privacy Act of 1974

In preparing this supporting statement, we consulted our Privacy Office to ensure appropriate identification and handling of information collected.  This ICR collects personally identifiable information (PII) or other data of a personal nature.  PII is collected in the context of the subject individuals’ professional capacity and the FDA-related work performed for their employer (e.g., point of contact at a regulated entity).  The PII submitted via Form 3757, “The Menu and Vending Machine Labeling Voluntary Registration” is name, work email address, and work telephone numbers for the primary contact at a business.  FDA determined that although PII is collected, the collection is not subject to the Privacy Act of 1974, and the particular notice and other requirements of the Privacy Act do not apply.  Specifically, the contractor or FDA does not use name or any other personal identifier to retrieve records from the information collected.  Through appropriate form and webpage design, FDA has limited submission fields and minimized the PII collected to protect the privacy of the individuals.

The Freedom of Information Act (FOIA)

Under 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.  Information submitted to FDA under the food labeling regulations may contain trade secret and commercial confidential information.  Only information that is releasable under the agency’s regulations in 21 CFR part 20 would be released to the public.  This information is also safeguarded by section 301(j) of the FD&C Act and would be protected from disclosure under the Freedom of Information Act (FOIA) under sections 552(a) and (b) (5 U.S.C. 552(a) and (b)).

11. Justification for Sensitive Questions

This information collection does not involve questions that are of a personally sensitive nature.

12. Estimates of Annualized Burden Hours and Cost

	12a.  Annualized Hour Burden Estimate

Table 1.--Estimated Annual Reporting Burden1
	Activity Using Form FDA 3757; 21 CFR
	No. of Respondents
	No. of Responses per Respondent
	Total Annual Responses
	Avg. Burden per Response (in hours)
	Total Hours

	Initial registration for Vending Machine Labeling; 101.8(d)
	13
	1
	13
	2
	26

	Biennial registration renewal for Vending Machine Labeling; 101.8(d)
	20
	1
	20
	0.5
(30 mins.)
	10

	Initial registration for Menu Labeling; 101.11(d)
	3,559
	1
	3,559
	2
	7,118

	Registration renewal for Menu Labeling; 101.11(d)
	5,340
	1
	5,340
	0.5
(30 mins.)
	2,670

	TOTAL
	8,932
	1
	8,932
	~1.09
	9,824


     1 There are no capital costs or operating and maintenance costs associated with this collection of information.



Table 2.--Estimated Recordkeeping Burden1
	Activity; 21 CFR 
	No. of Recordkeepers
	No. of Records per Recordkeeper
	Total Annual Records
	Avg. Burden per Record (in hours)
	Total Hours

	Nutrition analysis; 
101.11(c)
	100,000
	1
	100,000
	1
	100,000


    1 There are no capital costs or operating and maintenance costs associated with this collection of information.

	The information collection reflects adjustments.  We have reorganized the information collection activities into reporting and recordkeeping categories, eliminating a separate summary burden estimate for third-party disclosure.  As defined in 5 CFR 1320.3(m), a recordkeeping requirement is a requirement to maintain specified records and includes activities such as disclosure of these records to third parties, the Federal government, or the public.  We believe that vending machine operators and covered establishments who must demonstrate compliance with statutory and regulatory requirements applicable to food labeling would retain requisite records as a usual and customary business practice.  (See 5 CFR 1320.3(b)(2)).  At the same time, we have modified our recordkeeping burden estimates to account for effort that may be necessary to retain, as well as to “transmit or otherwise disclose [the] information,” to the Federal government and/or third parties (see 5 CFR 1320.3(b)(1)(ix)) as required by the regulations to the extent they reflect on activities applicable to 21 CFR 101.8 and 101.11.  Included in our estimated number of recordkeepers are those who voluntarily elect to register with FDA through submissions in accordance with §§ 101.8(d) and 101.11(d).  Cumulatively, these adjustments result in the decrease of 1,399,306 hours and 7,370,090 responses annually to the information collection currently approved under OMB control no. 0910-0782.  However, adding the burden specifically associated with §§ 101.8 and 101.11 will increase the overall burden for this collection (OMB control no. 0910-0381) by 109,824 hours and 108,932 additional responses.  

	12b.  Annualized Cost Burden Estimate

	We believe any costs incurred by respondents to the information collection would be nominal.  Rather, costs associated with the labeling of food products for human consumption are reflected under OMB control no. 0910-0381: Food Labeling Regulations.

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 collection.
 
14. Annualized Cost to the Federal Government

We estimate a $60,000 annual cost to the Federal government for maintaining the registration system for both the vending machines and menu labeling.

15. Explanation for Program Changes or Adjustments

[bookmark: _Hlk160027762]We are revising the information collection to include related activity from an approved ICR (OMB control number 0910-0782).  We have also reorganized the information collection activities into reporting and recordkeeping categories, eliminating a separate summary burden estimate for third-party disclosure.  At the same time, we have modified our recordkeeping burden estimates to account for effort that may be necessary to retain, as well as to “transmit or otherwise disclose [the] information,” to the Federal government and/or third parties (see 5 CFR 1320.3(b)(1)(ix)) as required by the regulations to the extent they reflect on activities applicable to 21 CFR 101.8 and 101.11.  These adjustments result in the decrease of 1,399,306 hours and 7,370,090 responses annually to the information collection currently approved under OMB control number 0910-0782.  However, adding the burden associated with §§ 101.8 and 101.11 will increase the overall burden for this collection (OMB control no. 0910-0381) by 109,824 hours and 108,932 additional responses.  

16. Plans for Tabulation and Publication and Project Time Schedule

The information from this collection will not be published. 

17. Reason(s) Display of OMB Expiration Date is Inappropriate

There are no reasons why display of the expiration date for OMB approval of the information collection would be inappropriate.

18. Exceptions to Certification for Paperwork Reduction Act Submissions

There are no exceptions to the certification.
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