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CIRCUMSTANCES NECESSITATING COLLECTION OF INFORMATION

On February 18, 2025, President Trump issued Executive Order 14216, “Expanding Access to In Vitro Fertilization” (EO 14216).[footnoteRef:2]  EO 14216 recognizes both the medical necessity of infertility treatment and the broader importance of supporting families in achieving their reproductive goals. This EO seeks to enhance reliable access to in vitro fertilization (IVF) by providing more affordable treatment options.  [2:  Exec. Order No. 14216, 90 Fed. Reg. 10451 (Feb. 18, 2025).] 


Under Internal Revenue Code (IRC) section 9832(c)(2), ERISA section 733(c)(2), and PHS Act section 2791(c)(2), limited excepted benefits include limited scope vision or dental benefits, and benefits for long-term care, nursing home care, home health care, or community-based care. These statutes authorize the Department of the Treasury (Department), together with the Departments of Health and Human Services and Labor (collectively, the Departments) to create additional categories of similar limited excepted benefits that are provided under a separate policy, certificate, or contract of insurance, or are otherwise not an integral part of a traditional group health plan.[footnoteRef:3] [3:  See Code section 9831(c)(1), ERISA section 732(c)(1), and PHS Act section 2722(c)(1).] 

	
	The Departments’ proposed regulation would establish a new excepted fertility benefit. The regulation’s information collections include third-party disclosures and associated recordkeeping requirements. These information collections are designed to inform participants and beneficiaries of their eligibility for coverage and provide a summary of the limitations and benefits of the coverage should they elect to enroll.

The proposed rule at paragraph (c)(3)(ix)(D) of 26 CFR 54.9831-1 and 29 CFR 2590.732 and paragraph (b)(3)(ix)(D) of 45 CFR 146.145 would require plans or issuers, offering limited fertility benefits, to provide written notice to participants and beneficiaries. This notice requirement would be necessary to ensure that participants and beneficiaries are fully informed about the availability of the excepted fertility benefits coverage, understand the benefits and limitations of such coverage, including the applicable claims procedures, in order to make informed decisions about whether to enroll in such coverage. 

Given that participants and beneficiaries may be unfamiliar with how benefits for the diagnosis, mitigation, and treatment of infertility generally work, this disclosure would also serve as an important educational tool to assist participants and beneficiaries in understanding what is covered under their excepted fertility benefits, and how it compares to their traditional group health plan.

USE OF DATA


The information collection is a written disclosure to eligible participants and beneficiaries of the excepted fertility benefit.  The disclosure includes a description of the coverage, including a summary of benefits and limitations of the coverage (including the applicable lifetime dollar limit established by the plan or issuer), how to identify and utilize a network provider, if applicable, and how to submit a claim for reimbursement, including whether the benefit utilizes the same claims procedure as for the plan sponsor’s other group health plans. 

The plan or issuer must provide the notice no later than the first date on which the participant is eligible to enroll in coverage and annually thereafter, and upon request of the participant or beneficiary.

Participants and beneficiaries may be unfamiliar with how benefits for the diagnosis, mitigation, and treatment of infertility generally work under the plan. Therefore, the third-party disclosures are an important and necessary educational tool to inform participants and beneficiaries about the expected fertility benefits. The associated recordkeeping requirement for plans and insurers is needed to demonstrate compliance with the regulatory requirements applicable to excepted fertility benefits. 

USE OF IMPROVED INFORMATION TECHNOLOGY TO REDUCE BURDEN

Plans and issuers may distribute notices using both electronic and paper methods, consistent with existing distribution practices for other plan documents.  A substantial proportion of employee benefit plans, including group health plans subject to this information collection requirement, have adopted electronic means of communication with participants. The Department of Labor estimates that approximately 58 percent of group health plan participants will receive the information collection electronically.  Disclosures and recordkeeping for expected fertility benefits would not increase the incremental cost burden for electronic distribution.  

EFFORTS TO IDENTIFY DUPLICATION

	 This information collection does not duplicate any current information collection.

METHODS TO MINIMIZE BURDEN ON SMALL BUSINESSES OR OTHER SMALL ENTITIES

For the purpose of determining burden, "small entities" are defined by the Department to include employee benefit plans covering fewer than 100 participants. Although some large employers may have small plans, most small plans are maintained by small businesses. Accordingly, assessing the impact on small plans is an appropriate substitute for evaluating the effects on small entities.

The regulations do not include any special rules for small plans because the Department believes that all eligible individuals have the same need for the notice of eligibility, regardless of the size of the plan; however, the Department assumes that much of the burden of producing the notice will be incurred by issuers, most all of whom are large entities, rather than by the small plans themselves.

CONSEQUENCES OF LESS FREQUENT COLLECTION ON FEDERAL PROGRAMS OR POLICY ACTIVITIES

The purpose of the proposed regulation is to provide greater coverage and access to fertility-related medical care. The notice of eligibility is intended to inform participants and beneficiaries that they can elect to enroll in such coverage. These benefits will not be realized if the information is not collected or is collected less frequently.

SPECIAL CIRCUMSTANCES REQUIRING DATA COLLECTION TO BE INCONSISTENT WITH GUIDELINES IN 5 CFR 1320.5(d)(2)

No special circumstances exist for this information collection.


CONSULTATION WITH INDIVIDUALS OUTSIDE OF THE AGENCY ON AVAILABILITY OF DATA, FREQUENCY OF COLLECTION, CLARITY OF INSTRUCTIONS AND FORMS, AND DATA ELEMENTS

Proposed regulations (REG-118484-25) published May 13, 2026, at 91 FR 27140, requested public comments and recommendations on the information collections.  Any comments received on the information collections will be addressed within the Final Rule submission. 

EXPLANATION OF DECISION TO PROVIDE ANY PAYMENT OR GIFT TO RESPONDENTS

There is no payment or gift to respondents.

ASSURANCE OF CONFIDENTIALITY OF RESPONSES

The information submitted under this collection is not expected to be treated as confidential. The notices would be provided to plan participants and beneficiaries and would contain general information about coverage benefits and claims procedures.

JUSTIFICATION OF SENSITIVE QUESTIONS

There are no sensitive questions included in this collection effort. IRS does not propose to collect any private information.

ESTIMATED BURDEN OF INFORMATION COLLECTION and 
ESTIMATED TOTAL ANNUAL COST BURDEN

Affected Entities
The proposed rule requires the distribution of a notice to eligible participants, which would include a description of the coverage, including a summary of benefits as well as the limitations of the coverage (including the applicable lifetime dollar limit established by the plan or issuer), how to identify and utilize a network provider, if applicable, and how to submit a claim for reimbursement, including whether the benefit utilizes the same claims procedure as for the plan sponsor’s other group health plans. This information is similar to many other information requirements that health plans and issuers are subject to and would be sent along with other enrollment materials. 

Table 1 summarizes the number of group health plans, group health insurance issuers, and participants and other entities that could be affected by the proposed rules.  

	Table 1 – Affected Entities

	Group Health Insurance Companies
	373

	Group Health Insurance Issuers
	811

	[bookmark: _Ref232088197]State and Local (Public-Sector) Group Health Plans and Sponsoring Employers[footnoteRef:4] [4:  State and Local plans are included for context with the rulemaking only and are not reflected in the IRS burden estimates.  ] 

	32,545

	Private Sector Group Health Plans and Sponsoring Employers 
	490,266

	Participants and Eligible Employees (All Plans)3
	54,411,264

	Participants and Eligible Employees (Private Sector Plans Only)
	42,849,310

	Participants and Eligible Employees Likely to Enroll (All Plans)3
	743,361

	Participants and Eligible Employees Likely to Enroll (Private Sector Plans Only)
	627,331




IRS and DOL have authority over private-sector plans under ERISA.  HHS has authority over public sector (state and local) plans.  The 3 Departments split the group health issuer burden as 50% assumed by HHS, and 50% split between IRS and DOL.  HHS assumes all the material cost burden for the public-sector plan burden.  IRS and DOL split the material cost burden for the private sector plans. 

The Departments estimate that there is burden on the 373 group health insurance companies to have their 811 group health issuers draft and maintain disclosure notices (initially and then annually) on behalf of their 490,266 private sector health care plans and sponsors, “plans” and their 32,545 public sector plans.  The group health issuers burden and cost to draft and maintain the notices is reflected in Table 2.  These plans distribute notices to their 54,411,264 participants, initially, annually, and as requested.   Table 3 and 4 reflect the burden for the 490,266 private sector plans to distribute notices to their 42,849,310 participants. 


Group Health Issuer Burden
The Departments assume that drafting the notice will be performed by an attorney employed by a health issuer.  It will take approximately two hours in the first year to initially draft the notice.  In each subsequent year the notice will be reviewed at a burden of one hour. The following wage rates were used in this analysis: $187.58 (legal professional)[footnoteRef:5]   the burden and cost are reflected in Table 2.  [5:  Internal DOL calculation based on 2025 labor cost data. For a description of DOL’s methodology for calculating wage rates, see https://www.dol.gov/sites/dolgov/files/EBSA/laws-and-regulations/rules-and-regulations/technical-appendices/labor-cost-inputs-used-in-ebsa-opr-ria-and-pra-burden-calculations-june-2019.pdf.”] 


	TABLE 2. Burden and Cost to Draft Notices (Group Health Issuers)

	
	Number of Respondents
	Total Number of Responses
	Hour Burden per Notice
	Total Hour Burden
	Hourly Wage
	Cost Burden

	Attorney Prepare Eligibility Notice – Initially 
(Year 1)
	811
	811
	2.00
	1,622
	$187.58
	$304,255

	Attorney Modify Eligibility Notice – Annually
(Year 2)
	811
	811
	1.00
	811
	$187.58
	$152,127

	Attorney Modify Eligibility Notice – Annually
(Year 3)
	811
	811
	1.00
	811
	$187.58
	$152,127

	Total 3-year burden
	2,433
	2,433
	
	3,244
	
	$608,509

	Average Annual Burden
	811
	811
	
	1,081
	
	$202,836

	IRS Portion (25%)
	203
	203
	
	270
	
	$50,709



Group Health Plans and Sponsoring Employer (“Plans”) Burden
The Departments assume that the notices of eligibility will be distributed along with other enrollment documents by the plans offering the proposed excepted fertility benefit.  As such, the plans should not have an additional time or cost burden associated with providing the notices, as reflected in Table 3.  

	TABLE 3. Burden and Cost to Distribute Notices (Private Sector Plans Only)

	
	Number of Respondents
	Number of Responses
	Time to Distribute Notices
	Total Time 
	Hourly Wage
	Cost Burden

	Plans and Sponsors to all eligible participants – Produce and Distribute Eligibility Notice (Initially, Annually, As Requested)
	490,266
	42,849,310
	0 hours
	0
	$0
	$0

	Total Annual Burden
	490,266
	42,849,310
	
	0
	
	$0

	IRS Portion (50%)
	245,133
	21,424,655
	
	0
	
	$0




Material Costs
The Departments estimate that the plans may mail 41.7% of the disclosure notices.  As the notices are mailed with other required notices, plans should not incur an additional postage cost for this notice.  Therefore, the only material cost arises for printing the notice, approximately $0.05 per notice. The total burden and cost of producing and distributing the notices is estimated below in Table 4.  

	TABLE 4. Material Cost to Distribute Notices (Private Sector Plans Only)

	
	Number of Yearly Responses
	Number of Mailed Responses 
(41.7% of the total)
	Cost per Notice
	Cost Burden = (# of Mailed Response x Cost per Response)

	Plans or Sponsors
	42,849,310
	17,868,162
	$0.05
	$893,408

	Total Material Cost
	42,849,310
	17,868,162
	
	$893,408

	IRS Portion (50%)
	21,424,655
	8,934,081
	
	$446,704





ESTIMATED ANNUALIZED COST TO THE FEDERAL GOVERNMENT

 This information collection does not impose costs on the Federal Government.

REASONS FOR CHANGE IN BURDEN

[bookmark: _Hlk95981193][bookmark: _Hlk531173354]This is a new information collection request.

PLANS FOR TABULATION, STATISTICAL ANALYSIS AND PUBLICATION

There are no plans for tabulation, statistical analysis and publication.

REASONS WHY DISPLAYING THE OMB EXPIRATION DATE IS INAPPROPRIATE

IRS believes that displaying the OMB expiration date is inappropriate because it could cause confusion by leading taxpayers to believe that the collection sunsets as of the expiration date.  Taxpayers are not likely to be aware that the IRS intends to request renewal of OMB approval and obtain a new expiration date before the old one expires.

EXCEPTIONS TO THE CERTIFICATION STATEMENT

There are no exceptions to the certification statement.
