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WASHINGTON UPDATE
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General Legislative Environment
 Stop-gap funding bill signed into law on Nov. 17 (Further Continuing Appropriations and Other 

Extensions Act, 2024)
 “Laddered” approach to funding, i.e., funding for different parts of the government expires at different 

times
 Jan. 19, 2024:  Agriculture-FDA, Energy and Water, Military Construction-VA, Transportation-HUD
 Feb. 2, 2024:  The remainder expire, including defense

 Bottom line:  unlike in recent years, there will not be an end of year funding bill as a vehicle for 
other legislation

 House scheduled to leave on Dec. 14
 Some funding may be done before year end, e.g., National Defense  Authorization Act (NDAA) 

and Federal Aviation Administration (FAA), but these typically do not carry other measures
 Other year end vehicles? 
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Health Care Legislation  -- Recap of Current Issues

 PBM Legislation
 HSA Legislation 
 Other 

4

PBM Legislation  -- House 
 Education & the Workforce

o H.R. 4507 - Transparency in Coverage Act of 2023 (reported favorably by a vote of 38-1 on July 12, 
2023)

o H.R. 4508 - Hidden Fee Disclosure Act of 2023 (reported favorably by a vote of 38-1 on July 12, 
2023)

 Energy & Commerce
o H.R. 3561 - Promoting Access to Treatments and Increasing Extremely Needed Transparency 

(PATIENT) Act of 2023 (reported favorably by a vote of 49-0 on May 24, 2023)
o H.R. 3285 - Fairness for Patient Medications Act (reported favorably by voice vote on May 17, 2023)

 Ways & Means  
o H.R. 4822 - Health Care Price Transparency Act of 2023 (reported favorably by a vote of 25-16 on July 26, 2023) 

House Committees on Education & the Workforce, Energy & Commerce, and Ways & Means
o HR 5378, Lower Costs, More Transparency Act (introduced September 8, 2023)
o Combines the work of the three committees

5
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https://docs.house.gov/meetings/ED/ED00/20230712/116220/BILLS-118-4507-G000595-Amdt-001.pdf
https://docs.house.gov/meetings/ED/ED00/20230712/116220/BILLS-118-HR4508-C001069-Amdt-001.pdf
https://docs.house.gov/meetings/IF/IF00/20230524/116022/BILLS-118-NA-M001159-Amdt-6.pdf
https://docs.house.gov/meetings/IF/IF14/20230517/115994/BILLS-118HR3285ih.pdf
https://docs.house.gov/meetings/WM/WM00/20230726/116293/BILLS-118-HR4822-S001195-Amdt-1.pdf
https://www.congress.gov/bill/118th-congress/house-bill/5378
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PBM Legislation – Senate 
 Senate HELP Committee

o S. 1339 - Pharmacy Benefit Manager Reform Act (reported favorably by a vote of 18-3 on May 11, 
2023)

 Senate Finance Committee 
o Modernizing and Ensuring PBM Accountability Act (reported favorably by a vote of 26-1 on July 26, 

2023)
o Addresses Medicare Part D only
o The Committee is having a further markup on Nov. 8 on Medicare/Medicaid issues, including 

additional provisions regarding Part D (e.g., Part D sponsors must contract with any willing 
pharmacy that meets the plan’s standard contract terms and conditions) 

 Senate Commerce Committee
 S 127, Pharmacy Benefit Manager Transparency Act of 2023 (approved by the Committee  on a bi-

partisan basis on March 22, 2023)
 No new requirements for group health plans; targeted directly at PBMs, but could impact group 

health plans

6

PBM Legislation  - Key Topics*
 PBM transparency

 PBMs are required to report detailed information to plan sponsors
 Contracts between plans and PBMs cannot limit disclosure of information necessary to make the reports

 PBM compensation disclosure 
 Amends the ERISA compensation disclosure provisions added by CAA 2021 to clarify the PBM compensation that must be disclosed to plan fiduciaries

 Prohibition on gag clauses that would prevent pharmacists from communicating lower cost drug options to patients

 Disclosure of common ownership information to plan sponsors

 Cost-sharing restrictions for “highly rebated drugs”

 Rebate pass through

 Prohibition on PBM spread pricing 

 Amendments to health coverage transparency requirements (for plans)

 Hospital pricing transparency

 Changes to current gag clause attestation requirements

 Preemption

 Possible other issues may emerge (e.g., mail order, lower co-payments for using preferred pharmacies)

*The specifics of each bill vary.
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https://www.congress.gov/bill/118th-congress/senate-bill/1339
https://www.congress.gov/bill/118th-congress/senate-bill/127?q=%7B%22search%22%3A%22Pharmacy+Benefit+Manager+Transparency+Act+of+2023%22%7D&s=1&r=1
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HSA Bills Approved By Ways and Means

 Telehealth Expansion Act of 2023, HR 1843
 Would permanently extend the ability of HSA compatible HDHPs to pay for telehealth and 

other remote services before the deductible is met 
 The current temporary provision expires for plan years beginning after Dec. 31, 2024
 Approved by House Ways & Means Committee on June 7, 2023, by a vote of 30-12 (with 5 

Democrats voting in favor)
 The bill is estimated to lose $5 billion over the 10-year budget window
 Companion Senate bill is S. 1001 

 Chronic Disease Flexible Coverage Act, HR 3800
 Would codify the IRS guidance regarding preventive services in Notice 2019-45
 The Notice expanded the list of permitted preventive services to include certain treatments 

for chronic conditions
 Approved by House Ways and Means Committee on June 7, 2023 (by a vote of 34-6)
 Estimated to have a minimum impact on federal revenues

8

HSA Bills Approved By Ways and Means
On September 28th the Ways and Means Committee approved two HSA improvement measures
 The Bipartisan HSA Improvement Act (HR 5688) would allow:

o Limited direct primary care ($150/month)
o Spouse only FSA (will require that FSAs be able to differentiate spouse expenses)
o Limited employer clinics (but employer clinic services somewhat limited)
o FSA/HRA to HSA rollover provision similar to expired provision (would clarify that  FSA/HRA conversion to 

limited purpose FSA/HRA in connection with HSA establishment will preserve HSA eligibility) 
 The HSA Act (HR 5687) would:

o Allow HSA for those with VA coverage 
o Allow HSA for those with only Medicare Part A, but disallows other medical insurance as permitted HSA 

expense for post-65 individuals while in Medicare and HSA
o Allow HSA for those with Native American Health coverage
o Allow HSA for those in bronze and catastrophic plan coverage
o Allow for $500 mental health services below HDHP deductible
o Address “establishment date issue by allowing 60 days to open HSA
o Allow age 55 catchup for both spouses
o Increase HSA contribution to deductible and OOP exposure (up to 7500 individual, 15k family);
o Address use of HSA distribution for LTC expenses
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Other legislation
 Cap on insulin cost-sharing

 Extend Medicare Part D $35 limit on cost-sharing for insulin to the commercial market
 For example:

 Affordable Insulin Now Act of 2023, S. 954, introduced by Raphael Warnock (D-GA)(bi-partisan)
 Affordable Insulin Now Act, HR 1488, introduced by Angie Craig (D-MN)

 Telehealth Benefit Expansion for Workers Act of 2023, HR 824
 Would make the provision of telehealth services an excepted benefit (i.e., exempt from ACA and other federal health coverage 

mandates), provided certain requirements are satisfied
 In general, the bill is intended to reflect/build on COVID-era enforcement relief provided by the tri-agencies in ACA FAQs part 43 

which applies to large employers providing telehealth services to employees not eligible for the employer’s major medical plan, 
subject to certain restrictions

 There are now different versions of the bill 
 The House Education and Workforce and Energy and Commerce Committees have marked up the bill, with differing results

 Extend Medicare Part D inflation rebates to commercial market
 Inflation Reduction Act provides that HHS will negotiate prices for certain prescription drugs, and that drug manufacturers must pay a rebate to 

the federal government if drug price increases exceed inflation
 Both these provisions apply only to Medicare Part D
 Lower Drug Costs for Families Act, S. 1139, introduced by Catherine Cortez Masto (D-NV) would take into account commercial sector drug sales 

in calculating inflation rebates

10

Regulations status update
Final rules issued in 2023:
 HHS Notice of Benefit and Payment Parameters for 2024 (April 27, 2023)

Proposed rules/Requests for information issued in 2023:
 HHS Proposed Notice of Benefit and Payment Parameters 2025 (Nov. 24, 2023); comments due Jan. 8, 2024
 DOL Proposed Rule on Definition of an Investment Advice Fiduciary and Proposed Changes to Related PTEs (Nov. 3, 

2023); comments due Jan. 2, 2024
 Tri-agency Proposed Rules on Federal IDR Operations (Nov. 3, 2023); comments due Jan. 2, 2024
 Tri-agency Request for Information on Coverage of OTC Preventive Services (Nov. 3, 2023); comment period ended 

Dec. 4, 2023
 Tri-Agency Proposed Rules on MHPAEA (Aug. 3, 2023); comment period ended Oct. 17, 2023
 Tri-Agency Proposed Rules on Federal IDR Process Administrative Fee and Certified IDR Entity Fee Ranges (Sept. 26, 

2023); comment period ended Oct. 26, 2023
 Tri-Agency Proposed Rules on STLDI, Independent, Non-Coordinated Excepted Benefits, Level Funded Arrangements 

and Treasury Proposed Rule on Tax Treatment of Certain Accident and Health Benefits (July 12, 2023); comment 
period ended Sept. 11, 2023

 HHS Office of Civil Rights (OCR) Proposed Rule on the HIPAA Privacy Rule and Reproductive Health Care (Apl. 17, 
2023); comment period ended June 16, 2023
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Regulations status update (cont.)
Currently under review by OMB
 DOL final rule on employee v. independent contractor classification under the FLSA (since Sept. 28, 2023)

 DOL Association Health Plan proposed rule (since Sept. 8, 2023)

And still waiting on:
 Section 1557 proposed rule (comment period closed in October 2022) 

 HHS Office of Civil Rights (OCR) Proposed Rule on Modifications to the HIPAA Privacy Rule To Support, and Remove 
Barriers to, Coordinated Care and Individual Engagement (Jan. 21, 2021); (comment period closed in May 2021)

12

End of the Public Health and National Emergencies; 
End of the Outbreak Period
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Post-Pandemic Status of Benefits and Relief for GHP

14

BENEFIT/RELIEF STATUS AFTER MAY 11, 2023

COVID tests
(prescribed and OTC)

No coverage required; plans that continue coverage can impose cost-sharing and medical management techniques such as
pre-authorization, and can disregard the prior mandated coverage and safe harbor requirements for OTC COVID-19 tests if
they continue to cover those tests.

COVID-19 vaccine In-network: 
Coverage required without cost-sharing under ACA preventive services requirements
Out-of-network: 
No coverage required

Personal Protective 
Equipment (PPE)

IRS continues to recognize PPE as a qualified medical expense, so health FSAs and HRAs that allow reimbursement for all 
qualifying §213(d) medical expenses must continue to reimburse claims for PPE.  Plans could be drafted to exclude.

Stand-alone telehealth for 
employees not eligible for 
employer’s major medical 
group health plan

Relief from ACA mandates for these stand-alone telehealth plans from most ACA mandates continues until the end of plan 
year that begins on or before May 11, 2023 (December 31, 2023 for calendar year plans), unless extended by future 
legislation or guidance

On January 30, 2023, the White House announced that both the national emergency and the public health 
emergency would officially be over as of May 11, 2023. The chart below provides a high-level summary of the 
status of mandated or permitted benefits and relief granted in response to the COVID-19 health emergency.  

Post-Pandemic Status of Benefits and Relief for GHP

15

BENEFIT/RELIEF STATUS AFTER MAY 11, 2023

Relief for “Excepted Benefit” 
status of EAPs providing 
COVID diagnosing, testing, 
and vaccines

Currently, there is no clear guidance on whether EAPs can continue to provide these benefits and still maintain status as an 
excepted benefit EAP after May 11, 2023. In the absence of further guidance, plan sponsors should weigh the risk of 
noncompliance with continuing to provide this benefit through the EAP.

Health Savings 
Accounts/HDHP:
COVID-19 testing and 
treatment

IRS Notice 2020-15 allows HDHPs to cover COVID-19 testing and treatment before the deductible without disqualifying HSA 
eligibility, and, as provided by IRS Notice 2023-37, this relief remains in effect for plan years ending on or before December 
31, 2024. This relief will not be available for subsequent plan years.  COVID vaccines required by ACA preventive care 
mandates would continue to be allowed below the deductible.

Health Savings 
Accounts/HDHP:
Telehealth

Coronavirus Aid, Relief, and Economic Security (CARES) Act permitted HDHPs to cover pre-deductible telehealth and other 
remote services offered through the HDHP without disqualifying a person from HSA participation. Original relief expired 
December 31, 2022, regardless of plan year; the Consolidated Appropriations Act, 2023 extended the relief, but only for plan 
years starting on or after January 1, 2023 and before January 1, 2025. Relief for non-calendar year plans expired on 
December 31, 2022, and no relief is available in 2023 for non-calendar year plans until the beginning of the 2023 plan year. 

MHPAEA QTLs For purposes of compliance with the “substantially all” and “predominant” tests for financial requirements and quantitative 
treatment limitations under MHPAEA, relief from enforcement action was granted for any plan or insurer that disregarded 
mandatory COVID-19 diagnostic testing required by the Families First Coronavirus Response Act (FFCRA). The relief was 
intended to be temporary and presumably ended on May 11, 2023, meaning that non-mandated COVID coverage must be 
taken into account for QTL testing.

14
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https://www.irs.gov/pub/irs-drop/n-20-15.pdf
https://www.irs.gov/pub/irs-drop/n-23-37.pdf
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Proposed Permanent Changes for HSAs?
 Telehealth Expansion Act of 2023, HR 1843

 If enacted, would permanently extend the ability of HSA compatible HDHPs 
to pay for telehealth and other remote services before the deductible is met 

 The current temporary provision expires for plan years beginning after Dec. 
31, 2024

 Approved by House Ways & Means Committee on June 7, 2023, by a vote of 
30-12 (with 5 Democrats voting in favor)

 Companion Senate bill is S. 1001 

16

Outbreak Period Transition of Tolling Periods
 The “Outbreak Period” began on March 1, 2020 and ended July 10, 2023, 60 days after 

the end of the national emergency. 
 Certain timeframes for ERISA plans were suspended until the sooner of one year or end 

of the Outbreak Period. Any tolling period that had not already expired (i.e., one-year 
rule) ended as of July 10, 2023.  

 Shorter timeframes that began running again on July 11, 2023 (e.g., 30-day period to 
request HIPAA special enrollment; 60-day election period for COBRA continuation 
coverage) have already ended. 

 Outbreak Period may still be operating to extend deadlines for some timeframes. 
 Example: A plan that allows 180 days to file a claim would have suspended that timeframe for 

claims incurred prior to July 10, 2023. A claim incurred on January 1, 2023, would not have to be 
filed within 180 days of January 1, 2023, but instead within 180 days after July 10, 2023, which 
would be January 6, 2024. These extensions may also apply to some claims filing provisions for 
FSAs and HRAs.

17
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Developments in Prescription Drug Coverage

PBM Legislation and Litigation
 Proposed legislation at the federal level focuses 

on reforms in transparency, compensation 
disclosure, controlling the rising cost of 
prescription drugs, rebates, and preemption, 
including:  
 HR 5378, the Lower Cost, More Transparency Act 

(combines the work of three House committees)
 S. 1339 - Pharmacy Benefit Manager Reform Act
 S. 2973 - Modernizing and Ensuring PBM 

Accountability Act
 S. 127, Pharmacy Benefit Manager Transparency Act 

of 2023

 Litigation: PCMA v. Mulready, 10th Circuit
 At issue: geographic standards imposed on networks 

(Network Access Standards); prohibition against 
requirements or incentives for using a particular 
requirement (Discount Prohibition); “any willing 
pharmacy” requirement (AWP); and prohibitions 
regarding terminations of pharmacists from network if 
on probation

 10th Circuit remanded the cases, holding that the 
network-related provisions were all preempted by 
ERISA (and the AWP requirement was preempted in 
part by Medicare Part D) because these provisions 
impermissibly mandated a particular benefit structure. 
Specifically, PBMs in Oklahoma could only offer a 
single network tier without any customization.

 Distinguished Rutledge due to the fact that Arkansas 
law merely regulated pricing terms in contracts 
between PBM and pharmacies without forcing plans to 
adopt any particular scheme of substantive coverage.

 Oklahoma filed a petition for en banc rehearing. 

19
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https://www.congress.gov/bill/118th-congress/house-bill/5378
https://www.congress.gov/bill/118th-congress/senate-bill/1339
https://www.congress.gov/bill/118th-congress/senate-bill/2973/text?s=1&r=1&q=%7B%22search%22%3A%22Modernizing+and+Ensuring+PBM+Accountability+Act%5Cu00a0%22%7D
https://www.congress.gov/bill/118th-congress/senate-bill/127?q=%7B%22search%22%3A%22Pharmacy+Benefit+Manager+Transparency+Act+of+2023%22%7D&s=1&r=1
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Copay Accumulator Litigation and Proposed Rule for 
2025 Payment Notice
 HIV and Hepatitis Policy Inst. et al. v. U.S. Dep’t of Health and Hum. Svcs., No. 22-2604, 2023 WL 6388932 (D.D.C. Sept. 29, 2023):

 Court invalidated the 2021 HHS regulation because it concluded that the treatment of Rx coupons conflicts with the statutory definition of 
“cost sharing” under the ACA
 Initial HHS MOOP guidance required inclusion of coupons in MOOP unless generic equivalent available
 2021 regulation revised to allow plans to include coupon or not
 May be theoretically possible to accommodate by excluding from deductible, but counting in MOOP (but plans administratively may be unable 

to do this)
 Unclear whether return to prior regulation allows exclusion where generic equivalent available

 CMS has filed a motion seeking clarification on the ruling and indicating that it will not enforce the requirement (i.e., to apply credit against 
the MOOP)

 On November 15, 2023 CMS issued a 2025 Payment Notice proposed rule 
 Codifies its current policy that prescription drugs in excess of those covered by a state’s essential health benefits (“EHB”) benchmark plan 

are considered EHBs.
 Consequently, the prescription drugs would be subject to EHB protections, including the annual limitation on cost sharing and the 

restriction on annual and lifetime dollar limits
 A drug would not be an EHB if the drug is mandated by state action and is in addition to EHB.
 Appears to address copay maximizer programs that designate drugs as “non-EHB” (e.g., and apply separate cost sharing equal to the value 

of manufacturer copay assistance but do not count the amount towards the deductible or OOP Max).

20

Consolidated Appropriations Act, 2021 Updates: 
Transparency in Coverage (“TiC”) and Independent 
Dispute Resolution Process

20
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Transparency in Coverage (“TiC”) Overview
 Not applicable to grandfathered plans, excepted benefits, HRAs, stand-alone 

retiree health plans
 2 different rules: 

 Publicly available machine-readable file (“MRFs”) for allowed amounts of three types:
 In-network rates
 Out of Network allowed amounts
 Fee for service RX costs (now effective via FAQs Part 61)

 Cost share estimate tool
 Plan years beginning on or after January 1, 2023, with respect to the 500 services identified by HHS 

(if covered by the plan)
 Plan years beginning on or after January 1, 2024, for all covered services

22

FAQs Part 61: New TiC Guidance
FAQs Part 61 (issued September 2023)
 Rescinded compliance deferral for Rx costs MRFs.

 Departments will issue technical requirements and 
implementation timeline in future guidance.

 Also rescinded blanket enforcement safe harbor 
of TiC Final Rules’ disclosure of certain rates as 
dollar amounts.
 Enforcement discretion exercised on a case-by-case 

basis. 
 Fact-specific determination.
 Must demonstrate that compliance with relevant 

provisions of TiC Final Rules would have been extremely 
difficult or impossible.

Practice Pointers:
 Document how the plan will comply once the 

updated guidance regarding technical 
implementation is released.

 Identify the resources that will be required based 
on the TiC requirements for medical claims.

 Evaluate agreements with insurers/TPAs/PBMs to 
address who is obligated to post and maintain Rx 
information required by TiC.

 Self-insured plans that have contracted with a 
TPA/PBM or third party to post MRFs must 
monitor the TPAs/PBMs to ensure compliance.

23
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Surprise Billing IDR Process Developments
 In Tex. Med. Ass'n v. United States HHS, 2023 U.S. Dist. LEXIS 135310, (N.D. Tex. August 3, 

2023), the court invalidated:
 the increased fee to participate in IDR for 2023 $350 (up from $50); and 
 the batching rule that makes it more difficult to batch multiple, qualified IDR dispute items and services 

to be considered jointly as part of a single determination.
 HHS published proposed regulations addressing the fees associated with the IDR process and the 

batching rule on September 26, 2023, 2023-20799.pdf (govinfo.gov) setting the fee at $150. Revised fees 
will be effective the later of the effective date of the final regulations or January 1, 2024.

 On August 24, 2023, the same Texas district court invalidated several provisions of the interim 
final regulations relating to calculating the qualifying payment amount, or “QPA.” 

 As of October 6, 2023, the Departments have reopened the Federal IDR portal for the initiation 
of certain new single and bundled disputes.

 FAQs Part 63 were issued on November 28, 2023 on batched and singular air ambulance 
transport disputes with further clarifying CMS FAQs but as of that date the Federal IDR portal 
remains closed for those disputes. 

24

No Surprises Act (NSA) Proposed Regulations for Federal IDR
The Departments published proposed regulations on November 3, 2023  with a 60-day comment period 
addressing the following areas:
 Communications between providers, payers, and certified IDR entities:

 Requires plans or issuers  to use claims adjustment reason codes and remittance advice codes 
 Payers must include with the QPA a statement notifying the provider of a 30-business day period for open negotiation  

 Allows a 30-business day open negotiation period before federal IDR process
 Requires an IDR initiation and response notice
 Establishes an overflow eligibility review system by HHS when the dispute volume is high
 Proposes additional ways to collect fees directly from parties
 Allows more flexibility for batching
 Creates an IDR Payor Registry for plans and issuers subject to the federal IDR process. Registry required for:

 Each group health plan subject to the IDR process 
 Issuers of individual and group policies
 Federal Employees Health Benefits (FEHB) Program carriers

25

24
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https://www.govinfo.gov/content/pkg/FR-2021-07-13/pdf/2021-14379.pdf
https://www.dol.gov/agencies/ebsa/about-ebsa/our-activities/resource-center/faqs/aca-part-63
https://www.cms.gov/files/document/faqs-batching-air-ambulance.pdf
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Preventive Services Developments

Braidwood and ACA FAQs Part 59
Braidwood Management v. Becerra
 On March 30, 2023, U.S. District Court for N.D. of Texas issued an 

opinion and order invalidating certain of the ACA preventive care 
requirements.

 Initially, all actions taken by Agencies to enforce or implement 
the preventive care coverage requirements in response to an “A” 
or “B” recommendation by the U.S. Preventive Services Task 
Force (USPSTF) made on or after March 23, 2010 were vacated 
and the agencies were enjoined from enforcing, but the 5th

Circuit granted the government a partial stay of the injunction 
pending appeal.

 If Braidwood is upheld, the following ACA preventive services 
mandates would be unenforceable: screenings for breast, 
cervical, colorectal, lung and skin cancer; screenings for diabetes, 
depression, hepatitis and vision problems in children; screening 
and treatment for HIV, including PrEP; and care for those who 
are pregnant and breastfeeding and care for their young 
children.

 Final disposition is likely to take some time.

ACA FAQs Part 59:
 Issued on April 13, 2023 in response to Braidwood.

 Emphasizes decision only affects recommendations by the 
USPSTF on or after March 23, 2010.
 Will provide future guidance on recommendations prior to that 

date but subsequently modified after that date.

 Strongly encourages plans and issuers to continue coverage with 
no cost-sharing.

 Emphasizes no effect on ACIP and HRSA recommendations. 

 States can still require  coverage for fully insured plans.

 If changes are made mid-year, reminds plans and issuers of the 
advance notice requirement for SBCs and the 60-day notice 
requirement for an SMM following a material reduction. 

 USPSTF recommendations after March 23, 2010 will still be 
considered preventive care for purposes of HSA eligibility. 

27
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Proposed Rule on Religious and Moral Objections 
 On January 30, 2023, the tri-agencies released a proposed rule related to certain preventive services 

under the ACA. 
 Proposed changes include

 rescinding the moral exemption rule
 maintaining the existing religious objection provisions
 establishing a new individual contraceptive arrangement to facilitate the provision of contraception, cost-free, to individuals enrolled in 

plans sponsored by an objecting entity.  

 Current 2018 final regulations, objecting employers have the option to provide an “accommodation” 
for employees to obtain contraceptive services through an insurer or TPA. 
 Many objecting employers do not provide the optional accommodation. 

 Proposed “Independent Pathway”: Proposed rule would allow employees of objecting employers to 
obtain contraceptives at no cost through an “individual contraceptive arrangement” with a willing 
provider.  
 Willing providers could seek reimbursements from an insurer on the Exchange who has signed an agreement to provide the coverage.
 Insurer would be entitled to an adjustment of an Exchange user fee.

28

New Preventive Services in 2023
 New and updated guidelines were issued in December 2021 which means they were effective for 

plan years beginning January 1, 2023 for calendar  year plans. 

 Included are:
 Updated guidelines on breastfeeding services and supplies including double electric breast pumps.
 Screening for HIV infection for all adolescent and adult women aged 15 and older at least once during their 

lifetime, and risk assessment and prevention education beginning at age 13.
 Pre-pregnancy, prenatal, postpartum, and interpregnancy well-woman visits.
 Counseling to prevent obesity in women aged 40 to 60 years with normal or overweight body mass index.  

Previously only covered obesity.
 The “full range of U.S. Food and Drug Administration (FDA)- approved, -granted, or -cleared contraceptives, 

effective family planning practices, and sterilization procedures be available as part of contraceptive care.”

 Practice Pointer: Review any plan exclusion for maternity services for dependents/daughters to 
make sure preventive pregnancy related services are covered even if other maternity services are 
excluded. Review plan exclusions for weight loss to make sure preventive services are covered.

29
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HIPAA Developments

Proposed HIPAA Privacy Rule for Confidentiality of 
“Reproductive Care”
 Office for Civil Rights (OCR) at HHS issued proposed rule in April 2023 to add a new category of PHI called 

“reproductive health care” to be a specially protected category of sensitive PHI like psychotherapy notes.
 Defined as “care, services, or supplies related to the reproductive health of the individual” in 45 CFR §160.103. 
 Proposed rule would amend 45 CFR §164.502 to prohibit disclosures for non-health care purposes even in the case of a 

court order or search warrant enforceable in court. 
 Non-health care purposes would include:

 Criminal, civil, or administrative investigation into or a proceeding against an individual, a covered entity, a business associate, or other person in connection with 
seeking, obtaining, providing, or facilitating reproductive health care where such health care is lawful under the circumstances in which it is provided; or

 Identification of an individual, a covered entity, a business associate or other person for the purpose of initiating such investigations or proceedings.

 Under proposed rule, neither a HIPAA authorization nor the permissions under 45 CFR §164.512 (relating to uses and 
disclosure required by law) could be used to bypass the purpose-based prohibition.

 New provision would require a covered entity to obtain a signed and dated attestation when it receives a request for 
PHI potentially related to reproductive health care that the use or disclosure is not for a prohibited purpose.

31
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Impact to Plan Sponsors and Business Associates
 The NPRM proposes to modify 45 CFR § 164.520 regarding HIPAA Notice of Privacy Practices to add new 

provisions explaining that the HIPAA Privacy Rule would prohibit the use or disclosure of PHI in certain 
scenarios relating to reproductive health care.

 Employers that sponsor covered health plans will need to develop, implement, and maintain compliance 
documentation in response to the final rule. This includes
 an attestation form; 
 updated business associate agreements, 
 policies, and procedures; and training materials.

 Per the NPRM, when a final rule is issued, the total timeframe for compliance would likely be 240 days 
(60 days from the publication of the final rule plus 180 days)

32

HIPAA Reproductive Health Care Disclosures
 Vanderbilt University Medical Center (VUMC) is under investigation by HHS’ Office of Civil Rights (OCR) over disclosures of patient 

records to the Tennessee Attorney General (“AG”).

 As part of a fraud investigation under the Tennessee Medicaid False Claims Act, the AG issued three separate Civil Investigation
Demands (CIDs) to VUMC.

 The CIDs requested 106 patient records related to gender affirming care provided by VUMC along with internal communications 
to a mental health facility.

 Disclosures for law enforcement purposes under the privacy regulations are permitted if:
 The information sought is relevant and material to a legitimate law enforcement inquiry;
 The request is specific and limited in scope to the extent reasonably practicable in light of the purpose for which the information is sought; and
 De-identified information could not reasonably be used

 The patients claim that none of the disclosure requirements in  45 C.F.R. §164.512(f)(ii)(C) were met and VUMC should not have 
complied.

 Below are links to recent guidance from OCR regarding disclosures of information relating to reproductive health care and 
proposed regulations:
 https://www.hhs.gov/hipaa/for-professionals/privacy/guidance/phi-reproductive-health/index.html
 https://www.federalregister.gov/documents/2023/04/17/2023-07517/hipaa-privacy-rule-to-support-reproductive-health-care-

privacy#:~:text=The%20proposal%20would%20modify%20existing,which%20such%20health%20care%20is
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Online Tracking Technologies and HIPAA: Update 
 On December 1, 2022, OCR/HHS issued the bulletin “Use of Online Tracking Technologies by HIPAA 

Covered Entities and Business Associates.”
 Online third-party tracking technologies (e.g., cookies, web beacons, session replay scripts, and fingerprinting scripts) through 

websites or mobile apps can create HIPAA risks for covered entities if information is PHI.
 OCR takes a broad view of PHI: Information collected even from covered entity’s publicly accessible webpage could be PHI/ePHI

even if a user has no current relationship with the covered entity, and even if the user does not actively provide any specific 
health care information.

 On July 20, 2023 OCR and the Federal Trade Commission sent to approximately 130 hospital systems 
and telehealth providers a letter to alert recipients about the risks and concerns related to the use of 
technologies, such as the Meta/Facebook pixel and Google Analytics, that can track a user’s online 
activities.

 In October 2023 a class action lawsuit was filed against Piedmont Healthcare, Inc. over its use of 
embedded tracking technologies from Meta Platforms, Inc. on its patient facing website. Complaint 
alleges that the tracking technologies allowed Meta to have access to non-public PII and PHI such as the 
type and date of medical appointments, the name of the provider, medical conditions, and treatment 
without notifying individuals that their information would be shared in violation of HIPAA and various 
other state laws.

 Practice Pointer: HIPAA-covered plan sponsors should monitor vendors’ use of embedded tracking 
technologies as directed by HHS in this guidance from 2022: https://www.hhs.gov/hipaa/for-
professionals/privacy/guidance/hipaa-online-tracking/index.html

34

OCR Annual Report to Congress on HIPAA

 On 2/17/23 OCR shared two reports with Congress for 2021:
 Annual Report on HIPAA Compliance Annual Report to Congress on HIPAA Privacy, Security, 

and Breach Notification Rule Compliance (hhs.gov)
 Breaches of Unsecured Protected Health Information Annual Report to Congress on 

Breaches of Unsecured Protected Health Information (hhs.gov)
 OCR frequently noted in the reports the continued need for regulated entities 

to improve the compliance with the HIPAA Security Rule requirements 
including:
 Risk analysis and risk management;
 Information system activity review; and
 Audit and access controls
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OCR Reaches 1st Settlement Agreement for 
Ransomware Attack
 On October 31, 2023, OCR published a settlement agreement with a medical management company 

regarding a ransomware breach involving the ePHI of 206,695 individuals.  
 The settlement agreement cited potential HIPAA violations of insufficient risk analysis, insufficient monitoring 

of systems containing ePHI, and lack of policies and procedures in place to implement the security rule.
 The Corrective Action Plan (CAP), among other things, requires the entity to:

 update its HIPAA policies and procedures and workforce training to address security rule compliance;
 submit the updated documents to OCR for approval;
 once approved by OCR, the entity must train all workforce members with access to ePHI on security rule compliance; and
 timely distribute the updated HIPAA policies and procedures to its workforce members with access to ePHI.

 Below is a link to the news release: 
https://www.hhs.gov/about/news/2023/10/31/hhs-office-civil-rights-settles-ransomware-cyber-attack-
investigation.html#:~:text=The%20%24100%2C000%20settlement%20resolves%20a,health%20information%20of%20206%2C695
%20individuals.

36

Proposed HIPAA Regulations Issued in 2021
 In January 2021, HHS released proposed regulations, “Modifications to the HIPAA Privacy 

Rule to Support, and Remove Barriers to, Coordinated Care and Individual Engagement.” 
https://www.federalregister.gov/documents/2021/01/21/2020-27157/proposed-
modifications-to-the-hipaa-privacy-rule-to-support-and-remove-barriers-to-coordinated-
care

 Final regulations are expected in 2023 based on the OMB regulatory agenda: 
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202204&RIN=0945-AA00

 These regulations, when finalized, will require modifications to HIPAA Privacy Policies and 
Procedures, Notices of Privacy Practices, individual access forms, and Business Associate 
Agreements.   
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Mental Health Parity and Addiction Equity Act: 
Proposed Rule for Non-Quantitative Treatment Limitations

Summary of Developments
 Proposed Rule:

 creates three new requirements for NQTLs;
 requires “meaningful benefits” in each classification (expansion of 2013 Rule);
 reorganizes and expands CAA 2021 NQTL comparative analysis requirements;
 provides detail on DOL action for inadequate NQTL comparative analysis;
 confers ERISA 104(b)(4) status on NQTL comparative analysis;
 sunsets opt-out for state & local governmental plans.

 Technical Release 2023-O1P—drills down on outcomes data requirement
 Report to Congress—similar to 2022 Report and identifies two additional 

NQTLS as current enforcement concerns
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2023 Proposed Rule: Overview
The Proposed Rule has three basic requirements:
 “No more restrictive”: MH/SUD NQTLs can be no more restrictive than the predominant NQTL 

that applies to substantially all Med/Surg benefits within the same classification. 

 Design & application: Processes, strategies, evidentiary standards, or other factors used in 
designing and applying the NQTL to MH/SUD benefits must be comparable to, and applied no more 
stringently than, those used in designing and applying the NQTL to Med/Surg benefits within the 
same classification.

 Outcomes Data: Collect and evaluate relevant data in a manner reasonably designed to assess the 
impact of NQTLs on access to MH/SUD benefits and Med/Surg benefits. A “material difference” in 
outcomes represents a “strong indicator” of a NQTL violation generally and establishes an actual
violation for network composition specifically.
 “Material differences” not defined; comments requested.

40

Technical Release 2023-01P
 The TR describes the following four types of outcomes data the Depts are considering for collection and 

evaluation by plans/issuers for the comparative analysis:
 Out-of-network utilization;
 Percentage of in-network providers actively submitting claims;
 Time and distance standards for MH/SUD as compared to Med/Surg;
 Reimbursement rates of in-network MH/SUD providers as compared to Med/Surg.

 For each type of data, Depts may require TPAs to collect and evaluate the data in the aggregate for plans that 
use the same network or reimbursement rates. Future guidance would specify prospective date for 
plans/issuers to include the data in the comparative analysis. 

 TR raises possibility of future safe harbor for the network composition NQTL. If a plan meets or exceeds 
future specified standards on the four data elements, plan would not be subject to an enforcement action 
with respect to network composition NQTL for a period of time specified in future guidance. 
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Other Provisions
 Proposed Rule provides detail on DOL actions for inadequate NQTL 

comparative analysis. 
 E.g., can require that the plan eliminate the NQTL as it applies to MH/SUD benefits. 
 Specific time periods provided for responding to a Department’s initial request for an NQTL 

comparative analysis and follow up requests. 
 ERISA 104(b)(4) status for NQTL comparative analysis, meaning analysis must 

be provided to participants/beneficiaries within 30 days of a written request. If 
not provided, the plan administrator could face up to a $110 per day penalty.

 Proposed Rule would implement the CAA 2023 sunset provisions for state and 
local governmental plan MHPAEA opt-out.  

42

2023 Report to Congress 
 Similar to 2022 Report:

 Plans are still unprepared to submit NQTL comparative analyses upon request. 
 When provided, NQTL comparative analyses generally failed to contain what the Departments viewed as required 

information. 
 DOL states it has “not seen a marked improvement in the sufficiency of the initial comparative analyses received” since 2022.

 Reiterates four NQTLs where DOL is concentrating its enforcement efforts and adds two more:
 Prior authorization requirements for in-network and out-of-network inpatient services
 Concurrent care review for in-network and out-of-network inpatient and outpatient services
 Standards for provider admission to participate in a network, including reimbursement rates
 Out-of-network reimbursement rates (methods for determining usual, customary, and reasonable charges)
 Impermissible exclusions of key treatments for mental health conditions and substance use disorders (added in 2023)
 Adequacy standards for MH/SUD provider networks (added in 2023)
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MHPAEA Litigation/E.W. v. Health Net Life Insurance Company

 MHPAEA litigation continues with new complaints virtually every week.
 Issues often involve residential treatment facilities, wilderness therapy, therapeutic boarding schools.
 For MH/SUD residential treatment, the issue is frequently that treatment is denied for subacute 

conditions while treatment for subacute conditions is permitted  in Med/Surg skilled nursing or physical 
rehabilitation facility.

 Many cases brought by the same firm out of Utah.
 Recent 10th Circuit case in late November, E.W. v. Health Net Life Insurance Company, provides guidance 

on several unresolved MHPAEA issues (although other Circuits may disagree).
o Analogizing residential treatment to skilled nursing and rehabilitation is appropriate under MHPAEA 

based on language in the 2013 final regulations.
o At least on a motion to dismiss, the acute/sub-acute distinction between MH/SUD and Med/Surg is 

sufficient to allege a MHPAEA violation. 
o Possibility that the same treatment guidelines were used for both residential treatment and skilled 

nursing might be a defense under one example in the 2013 final MHPAEA regulations but cannot be 
decided on a motion to dismiss.

44

MHPAEA Litigation/E.W. v. Health Net Life Insurance Company

o Sets forth the requirements to allege a MHPAEA violation:
 Plausibly allege that the group health plan is subject to 

MHPAEA,
 Identify a specific treatment limitation applied to MH/SUD 

benefits covered by the plan,
 Identify Med/Surg benefits covered by the plan that are 

analogous to the MH/SUD benefits sought, and
 Plausibly allege a disparity between the treatment limitation on 

the MH/SUD benefits as compared to those placed upon the 
analogous Med/Surg benefits.
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David Wit v. United Behavioral Health (Three strikes and you’re out or 
third times the charm)

 District Court ordered reprocessing of over 66,000 MH/SUD claims.
 Case brought under ERISA’s fiduciary and benefit claims provisions--not MHPAEA.  Relief sought was reprocessing claims.
 Ninth Circuit panel issued a ruling in March 2022, a corrected ruling in January 2023, and then vacated that ruling and 

issued a new opinion in August 2023.  
 The fact the coverage determination guidelines were alleged to be faulty in some respects did not mean they were 

faulty in all respects.  So, reprocessing, on a class wide basis  for all who had claims denied under those guidelines was 
inappropriate under ERISAs provisions for litigating benefit claims since there would be class members whose benefits 
were denied under unchallenged provisions of the guidelines.

 Reprocessing also not available under ERISA’s general provisions for equitable relief since there was no showing that 
reprocessing is a traditional equitable remedy.

 Held that while a precondition under the plans was that a treatment met generally accepted standards of care (GASC) 
the plan provisions need not and did not cover all treatments that met GASC. 

 Some fiduciary claims survived with respect to alleged UBH financial incentives, and the case was remanded back to the 
district court for further proceedings as well as a determination of whether the fiduciary claims were subject to an 
exhaustion requirement as disguised benefit claims. 
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Grab Bag Report and Reminders
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Proposed Rule on STLDI and Fixed Indemnity Coverage
 Proposed rule published on July 12, 2023, would: place new limits on STLDI; impose new requirements on hospital indemnity or other fixed 

indemnity excepted benefits coverage; and change the tax treatment of all fixed indemnity coverage.

 Would cut back the current 36-month max renewal limit on STLDI to three months with one month extension and includes an anti-stacking 
provision.

 Would impose significant new requirements for hospital indemnity and other fixed indemnity plans to qualify as excepted benefits (in both 
group and individual markets).
 Would prohibit benefits that vary based on the item or service, severity of illness or injury, or any other characteristics particular to a course of 

treatment received by the covered individual (even if the benefit is also based on a time period).
 Would expand the scope of the “noncoordination” requirement to limit the ability of hospital indemnity and other fixed indemnity excepted benefits to 

be offered in the group market.  While apparently targeted at situations such as mini-MEC plans, the impact appears to be much broader, e.g., could 
impact ability to offer HDHP and fixed indemnity combinations. Full scope of the rule is not clear.

 Would impose new notice requirements.

 Would change the tax treatment of all fixed indemnity benefits (not just hospital indemnity and other fixed indemnity excepted benefits)
 If premium paid pre-tax, the entire amount of the benefit would be taxable (rather than the “excess benefit” as under current law).  The preamble states 

that the taxable benefits would also be subject to employment taxes.
 If premium paid after tax, the benefits are tax free

 Broadly applies to fixed indemnity benefits, including hospital indemnity and other fixed indemnity excepted benefits, specified disease coverage, vision 
or dental that pays on a fixed indemnity basis, and others.

 Proposed effective dates vary, but generally allow little time to adjust if rule were to be finalized.

 Over 15,000 comments received. 
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IRS Substantiation Guidance
 Chief Counsel Memorandum 202317020 (“CCM”), 

issued on March 29, 2023, reinforces the 
necessity of following proper substantiation 
requirements under Code sections 125 and 129 
and confirms that these practices do not meet 
those requirements:  
 Employee self-certification
 Sampling claims
 De minimis claims substantiation level
 “Pass” on substantiation for certain favored providers
 Advance approval of dependent care claims. 

 Steps for pay-and-chase procedures for plans with 
debit cards/auto-substantiation: 
 Ask for substantiation.
 If not provided, turn off debit card. Turning off card 

must come before any subsequent steps.
 Demand repayment, offset against good claims, 

withhold from pay (where permitted). These can be 
done in any order as long as they are done uniformly 
for all participants. While unclear, the IRS has hinted 
that offsets must occur during same plan year as 
unsubstantiated claim. 

 If unsuccessful, then treat claims as any other bad 
debt, which can mean:
 Send the claim to collections;
 Forgive the debt, which results in  W-2 taxable income for 

the year forgiven.
 This step must come last and defaulting to this step 

without going through the steps above may be considered 
evidence of a noncompliant substantiation process.
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State Law Bans on Transgender Care for Minors 
Updates
 11th Circuit: 

 On November 6, 2023 a group challenging Florida’s ban on gender-affirming care for minors filed a 
brief with the 11th Circuit urging the court to uphold a federal district court injunction staying the 
enforcement of Florida’s ban. Florida has also filed an appeal.

 10th Circuit: 
 On November 9, 2023, a group challenging Oklahoma’s ban on gender-affirming care for 

minors (S.B. 613, enacted in May 2023) filed a brief with the 10th Circuit to block the law. 
 6th Circuit: 

 On September 28, 2023 the majority of a split 3-judge panel for the 6th Circuit reversed two 
district court preliminary injunctions blocking recently enacted bans on gender-affirming care for 
minors in Tennessee and Kentucky. 
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Gag Clauses—Annual Attestations 
 Reminder - annual attestations of compliance.
 System for submitting attestations now open. 
 First attestation covering the period December 27, 2020, to the date of the 

attestation is due December 31, 2023.
 Who must submit?

 Health insurance issuers offering group health insurance coverage; 
 Health insurance issuers offering individual health insurance coverage, including student 

health insurance coverage and individual health insurance coverage issued through an 
association; and 

 Fully-insured and self-insured group health plans, including ERISA plans, non-Federal 
governmental plans, and church plans subject to the Internal Revenue Code.
 Includes grandfathered and grandmothered plans. 
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Electronic Filing of Forms 1094-C and 1095-C
 Final regulation issued on February 23rd.
 Prior 250 Form threshold for mandated electronic filing.
 Threshold reduced to 10 for Forms due in 2024 ( i.e., 2023 1095-Cs filed in 2024). 
 Aggregate the forms to determine 10 form threshold (aggregate W-2, 1094-C, 1095-C 

and a host of others including 1099).
 Practical effect is that all will be filing electronically (50 FT/FTE requirement to even 

be an ALE).
 If an employer was under the 250 threshold in the past and not filing electronically

will likely need to find a vendor in 2023. 
 For  2023 1094-C and 1095-C Forms, the penalty for failure to file a correct Form with the IRS or 

failure to furnish a correct Form 1095-C to an employee is $310 for each Form with the total 
penalty for a calendar year not to exceed $3,783,00.
 Per-Form penalty can double for intentional disregard.
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2024 Cost-of-living Adjustments for H&W Benefits

53

BENEFIT, 2024 2023

HSA contribution max (including
employee and employer contributions)

$4,150/$8,300 Rev. Proc. 2023-
23

$3,850/$7,750 in 2023

HSA additional catch-up contributions $1,000 $1,000

HDHP annual deductible minimum $1,600 ($3,200 family) $1,500 ($3,000 family)

Limit on HDHP OOP expenses $8,050 ($16,100 family) $7,500 ($15,000 family)

ACA limit on OOP expenses $9,450 ($18,900 family) $9,100 ($18,200 family)

Limit on amounts newly available under
an Excepted Benefit HRA

$2,100 $1,950

Health FSA salary reduction max $3,200 $3,050

Health FSA carryover max $640 $610

Transit and parking benefits $315 $300
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ACA Pay or Play Affordability Threshold and PCORI Fees 
for 2024
 Pay or play penalty threshold for affordability with be 8.39% for 2024, 

down from 9.12% for 2023.
 The Federal Poverty Level (FPL) for US mainland will be $14,580 for 2024 

and for employers that use the FPL Safe Harbor, the required employee 
contribution for self-only coverage cannot exceed $101.93 per month, 
down from $103.28 for 2023.

 PCORI Fees: For plan years ending on or after October 1, 2023 and before 
October 1, 2024, the updated PCORI fee amount is $3.22 x the average 
number of covered lives under the plan, up from $3.00. (IRS Notice 2023-
70)
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Questions
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This advisory is published by Alston & Bird LLP to provide a summary of significant developments to our clients and friends.  It is intended 
to be informational and does not constitute legal advice regarding any specific situation. This material may also be considered attorney 
advertising under court rules of certain jurisdictions.

Employee Benefits & Executive Compensation ADVISORY n
DECEMBER 6, 2023

Year-End Health Benefits Roundup 2023

The year 2023 was another active one for health and welfare plans. It started with the big announcement of the end of the 
COVID-19 national emergency and public health emergency and peaked over the summer with the release of the long-
anticipated proposed rules for non-quantitative treatment limitations under the Mental Health Parity and Addiction Equity 
Act (MHPAEA). Regulators also issued several sets of proposed rules, including proposed rules for fixed indemnity excepted 
benefits coverage and short-term, limited-duration insurance; privacy of reproductive health information; and investment 
fiduciaries. Although there is still no final resolution to the independent dispute resolution (IDR) process, a new proposed 
regulation was issued this fall after several court opinions disrupted the federal IDR process. The IRS quietly released a chief 
counsel memorandum confirming that the substantiation rules for account-based plans really do mean what they say they 
mean. While litigation over state legislation of pharmacy benefit managers (PBMs) continues to wind through the courts, 
Congress introduced several bills this year aimed at regulating PBMs. 

We revisit some of the most pressing issues for employers, plan sponsors, plan administrators and service providers, and 
health insurers, and we provide some practice pointers heading into 2024.

COVID-19: The End Is Here (National Emergencies and Outbreak Period Expire)
On January 30, 2023, the White House announced that the national and public health emergencies would officially end 
on May 11, 2023. For group health plans, this meant an end to several temporary changes that plan sponsors and group 
health plans were either required or permitted to make in response to the COVID-19 pandemic and the beginning of a 
transition back to pre-pandemic benefits and administration. The chart below provides a high-level summary of the status 
of mandated or permitted benefits and relief granted in response to the COVID-19 national and public health emergencies. 

BENEFIT/RELIEF STATUS AFTER MAY 11, 2023
COVID-19 tests

(prescribed and OTC)

No coverage is required; plans that continue coverage can impose cost-sharing and 
medical management techniques such as pre-authorization and can disregard the 
safe harbor requirements for OTC COVID-19 tests (e.g., must cover up to eight tests 
per month per family member) if they continue to cover those tests.

COVID-19 vaccine In-network: 

Coverage is required without cost-sharing under the Affordable Care Act (ACA) 
preventive services requirements.

Out-of-network: 

No coverage is required.

http://www.alston.com
http://www.alston.com/services/tax/employee-benefits/
https://www.whitehouse.gov/wp-content/uploads/2023/01/SAP-H.R.-382-H.J.-Res.-7.pdf
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Personal protective equipment (PPE) The IRS continues to recognize PPE as a qualified medical expense, so health 
flexible spending accounts (FSAs) and health reimbursement arrangements 
(HRAs) that allow reimbursement for all qualifying §213(d) medical expenses must 
continue to reimburse claims for PPE.

Stand-alone telehealth for employees 
not eligible for employer’s major 
medical group health plan

Relief for these stand-alone plans from most ACA mandates continues until the 
end of the plan year that begins on or before May 11, 2023 (December 31, 2023 for 
calendar year plans) unless extended by future legislation or guidance (no such 
guidance has been issued as of the publication of this advisory).

Relief for “excepted benefit” status of 
employee assistance programs (EAPs) 
providing COVID-19 diagnosing, 
testing, and vaccines

There is no clear guidance on whether EAPs can continue to provide these benefits 
and maintain status as an excepted benefit after May 11, 2023. Without further 
guidance, plan sponsors will need to weigh the risk of noncompliance with 
continuing to provide this benefit through the EAP until the end of the plan year.

Health savings accounts (HSAs)/high-
deductible health plans (HDHPs):

COVID-19 testing

IRS Notice 2020-15 allows HDHPs to cover COVID-19 testing before the deductible 
without disqualifying HSA eligibility, and as provided by IRS Notice 2023-37, this 
relief remains in effect for plan years ending on or before December 31, 2024. This 
relief will not be available for subsequent plan years.

HSAs/HDHPs: telehealth The Coronavirus Aid, Relief, and Economic Security Act permitted HDHPs to cover 
pre-deductible telehealth and other remote services offered through the HDHP 
without disqualifying a person from HSA participation. Original relief expired on 
December 31, 2022, regardless of plan year; the Consolidated Appropriations Act 
(CAA), 2023 extended the relief, but only for plan years starting on or after January 
1, 2023 and before January 1, 2025. The original relief for non-calendar year plans 
expired on December 31, 2022, and the extended relief was not available in 2023 
for non-calendar year plans until the beginning of the 2023 plan year. 

MHPAEA quantitative treatment 
limitations (QTLs)

For purposes of compliance with the “substantially all” and “predominant” tests for 
financial requirements and quantitative treatment limitations under the MHPAEA, 
relief from enforcement action was granted for any plan or insurer that disregarded 
mandatory COVID-19 diagnostic testing required by the Families First Coronavirus 
Response Act. The relief was intended to be temporary and presumably ended on 
May 11, 2023, meaning that nonmandated COVID-19 coverage must be taken into 
account for QTL testing.

Outbreak period transition of tolling periods

The Outbreak Period refers to a period that began on March 1, 2020 and ended 60 days after the end of the national 
emergency, or July 10, 2023. During this Outbreak Period, certain timeframes for ERISA plans were suspended for up to 
one year or until 60 days after the end of the national emergency, whichever was sooner. Once the Outbreak Period ended 
on July 10, 2023, any tolling period that had not already expired ended, and the clock for the applicable deadline began 
running as of July 11, 2023. 

The clock for the affected timeframes that were still suspended as of July 10, 2023 would have started ticking again as of 
July 11, 2023, and many of the deadlines have long since passed (e.g., the 30-day period to request HIPAA special enrollment 
and the 60-day election period for COBRA continuation coverage). However, for some timeframes, such as the date by 
which claims or appeals need to be filed, the Outbreak Period may still be operating to extend deadlines. For example, a 
plan that allows 180 days to file a claim would have suspended that timeframe for claims incurred before July 10, 2023. A 
claim incurred on January 1, 2023 would not have to be filed within 180 days of January 1, 2023 but instead within 180 days 
after July 10, 2023, or January 6, 2024. These extensions also apply to claims filed for FSAs and HRAs (e.g. the run-out period 
following the end of each plan year during the Outbreak Period was suspended in accordance with the rules).

http://www.alston.com
http://
https://www.irs.gov/pub/irs-drop/n-20-15.pdf
https://www.irs.gov/pub/irs-drop/n-23-37.pdf
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Practice Pointer: Be aware of the potential effect the Outbreak Period rules have on claims, appeals, COBRA 
elections, and COBRA payments.

 
IRS Substantiation Guidance
On March 29, 2023, by way of chief counsel memorandum 202317020 (CCM), the IRS reiterated that when it comes to claims 
substantiation for reimbursement of medical expenses, there are rules that must be followed. The IRS confirmed that 
practices such as employee self-certification, sampling claims, de minimis claims substantiation level, auto-substantiation 
for certain favored health care providers, and advance approval of dependent care claims all fall short of what the Code 
Section 105, 125 and 129 rules require for claims substantiation. In driving this point home, the IRS explained that if a plan’s 
claim substantiation process does not meet IRS requirements, claims for all participants (even otherwise validly substantiated 
claims) are taxable. 

This CCM serves as an important reminder to review your plan’s and your third-party administrator’s (TPA) claim substantiation 
process to ensure that all claims adjudication satisfies IRS requirements. 

Here are some steps to keep in mind for plans that use debit cards for auto-substantiation to implement pay-and-chase 
procedures for all claims that are not auto-substantiated (there are no prescribed timelines for completing pay-and-chase): 

 ▪ Ask for substantiation.

 ▪ If substantiation is not provided, turn off the debit card. Turning off the debit card must come before any subsequent 
steps.

 ▪ Demand repayment, offset against good claims, withhold from pay (where permitted by state wage withholding 
laws). While unclear, the IRS has hinted that the offsets must occur during the same plan year as the unsubstantiated 
claim. In fact, the CCM suggests, without analysis or explanation, that repayment and offsetting in a subsequent 
year may violate the prohibition under Code Section 125 against the receipt of deferred compensation. These three 
steps can be taken in any order as long as they are done uniformly for all participants.

 ▪ If demanding repayment, withholding from pay, or offsetting are unsuccessful, then employers must treat such 
claims as any other bad debt, which can mean:

 – Send the claim to collections.

 – Forgive the debt if not recoverable, which results in W-2 taxable income for the year forgiven (according 
to the CCM).

 – This step must come last, and defaulting to this step without going through the steps above may be 
considered evidence of a noncompliant substantiation process.

Practice Pointer: Year-end is a good time to double-check your claims substantiation and pay-and-chase processes 
for compliance. Consult your TPA and legal adviser for assistance.

 
PBM Legislation and Litigation
The year 2023 saw a flurry of bipartisan legislative activity at the federal level aimed at regulating PBMs. Much of the proposed 
legislation focuses on reforms in transparency, compensation disclosure, controlling the rising cost of prescription drugs, 
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rebates, and preemption. HR 5378, the Lower Cost, More Transparency Act, was introduced in September and combines 
the work of three House committees. Legislation in the Senate includes:

 ▪ S. 1339 - Pharmacy Benefit Manager Reform Act

 ▪ S. 2973 - Modernizing and Ensuring PBM Accountability Act 

 ▪ S. 127 - Pharmacy Benefit Manager Transparency Act of 2023

As these bills make their way through House and Senate committees, legislation at the state level continues to 
be challenged in courts, with the Tenth Circuit opinion in PCMA v. Mulready in August marking a big win for ERISA 
preemption and plan sponsors. Mulready involved a preemption challenge to an Oklahoma PBM law and comes just 
two and a half years after the Supreme Court’s decision in Rutledge v. PCMA. In Rutledge, the Supreme Court identified 
two types of state laws that are preempted: (1) laws that require providers to structure benefit plans in particular ways; 
and (2) laws that have an acute but indirect economic impact and, thus, force providers to adopt a certain scheme 
of substantive coverage. At issue in Mulready were the geographic standards imposed on networks (network access 
standards); prohibition against requirements or incentives for using a particular provider (discount prohibition); the 
“any willing pharmacy” requirement (AWP); and prohibitions regarding terminations of pharmacists from network if on 
probation. Glen Mulready, the Oklahoma insurance commissioner, argued that there should be no preemption because 
Oklahoma law regulates the PBMs and not the ERISA plans. The Tenth Circuit rejected the argument and remanded 
the case, holding that the network-related provisions were all preempted by ERISA (and the AWP requirement was 
preempted in part by Medicare Part D) because these provisions impermissibly mandated a particular benefit structure. 
In essence, PBMs in Oklahoma could only offer a single network tier without any customization. ERISA’s savings clause 
was not addressed in the opinion because Mulready did not raise the issue. The Tenth Circuit distinguished Rutledge 
because Arkansas law merely regulated pricing terms in contracts between PBMs and pharmacies without forcing 
plans to adopt any particular scheme of substantive coverage. 

In September, the Oklahoma insurance commissioner filed a petition for an en banc rehearing. We may hear more 
from Mulready again in 2024. 

Practice Pointer: Continue to monitor PBM legislation at the state and federal levels. Compliance requirements 
in this area are very fluid. 

 
Transparency 

Consolidated Appropriations Act, 2021

The required prescription drug and health care spending report under Section 204 of Division BB of the CAA, 2021 
began in 2023. The first deadline (for 2020 and 2021 data submissions) was again extended from December 31, 
2021 to January 31, 2023, and the second deadline was extended from June 1, 2022 to June 1, 2023. All subsequent 
prescription drug reporting to the Centers for Medicare and Medicaid Services (CMS) is due on June 1 each year for 
the prior calendar year (regardless of plan year). CMS has provided several resources, including manuals and technical 
assistance, on its Prescription Drug Data Collection webpage.

FAQs Part 61: New guidance for ACA transparency in coverage rules

The CAA, 2021 also added reporting requirements to the ACA in the transparency in coverage (TiC) rule requirements. 
These TiC reporting requirements required group health plans subject to the ACA to post publicly available machine-
readable files (MRFs) of allowed amounts and to make a cost share estimate tool available. 

http://www.alston.com
http://
https://www.congress.gov/bill/118th-congress/house-bill/5378
https://www.congress.gov/bill/118th-congress/senate-bill/1339
https://www.congress.gov/bill/118th-congress/senate-bill/2973/text?s=1&r=1&q=%7B%22search%22%3A%22Modernizing+and+Ensuring+PBM+Accountability+Act%5Cu00a0%22%7D
https://www.congress.gov/bill/118th-congress/senate-bill/127?q=%7B%22search%22%3A%22Pharmacy+Benefit+Manager+Transparency+Act+of+2023%22%7D&s=1&r=1
https://www.cms.gov/marketplace/about/oversight/other-insurance-protections/prescription-drug-data-collection-rxdc


WWW.ALSTON.COM  5

The MRFs include three different files: in-network rates; out-of-network allowed amounts; and fee-for-service 
prescription drug costs. Some noted that the fee-for-service prescription drug costs file could be potentially duplicative 
and overlap with reporting requirements of Section 204 of Division BB of the CAA, 2021. In response to these concerns, 
enforcement of the fee-for-service prescription drug cost requirement for MRFs was deferred indefinitely by FAQs 
Part 49, Q1. The departments have now concluded that there is no “meaningful conflict” between these two sets of 
requirements and rescinded that guidance in September in FAQs Part 61, Q1. The departments will instead address 
enforcement decisions on a case-by-case basis, as facts and circumstances warrant, and they intend to develop 
technical requirements and an implementation timeline in future guidance to account for any reliance plans that 
issuers may have developed on the enforcement deferral.

Through FAQs Part 61, the departments also rescinded the blanket enforcement safe harbor of TiC final rules’ disclosure 
of certain in-network rates as dollar amounts, as described in FAQs Part 53. Enforcement discretion will be case by 
base and fact specific, and plans must demonstrate compliance with the relevant provisions of TiC. Final rules would 
have been extremely difficult or impossible, including for reasons stated in FAQs Part 53. The departments stated 
that plans and issuers that are unable to determine dollar amounts for the in-network rate element should continue 
to follow the existing technical guidance on GitHub for percentage-of-billed-charges arrangements.

Reminder! TiC’s cost share estimate tool is being phased in, with only the 500 services identified by the Department 
of Health and Human Services (HHS) (if covered by the plan) required to be available for plan years beginning 
on or after January 1, 2023. For plan years beginning on or after January 1, 2024, all covered services under the 
plan must be included in the tool.

 
Electronic Filing of Forms 1094-C and 1095-C for ACA Reporting

On February 23, 2023, the IRS published a final regulation in the Federal Register for electronic filing of returns and other 
documents, including Forms 1094-C and 1095-C. This final regulation reduced the prior mandated electronic filing 
threshold of 250 forms to just 10 for forms due in 2024. In calculating the number of forms, filers need to aggregate 
almost all form types covered by the final regulation, including Forms W-2, 1094-C, 1095-C, and 1099. The practical 
effect this will have on applicable large employers (ALEs) for purposes of ACA reporting requirements is that all ALEs 
will be filing electronically because of the 50 fulltime or fulltime equivalent threshold to be classified as an ALE. The 
penalty for failure to file, or failure to file a correct form, for 2023 Forms 1094-C and 1095-C filed in 2024 is $310 for 
each form, with the total penalty for a calendar year not to exceed $3,783,000. The per-form penalty can be increased 
for intentional disregard. Waivers are available for reasonable cause and not willful neglect.

Practice Pointer: If an employer was under the 250-form threshold in the past and not filing electronically, the 
employer will likely need to find a vendor to properly and timely file Forms 1094-C and 1095-C in 2024. 

 
Independent Dispute Resolution Process 

Litigation, pauses in process, and backlogs have stymied the federal IDR process ever since it was introduced by 
the No Surprises Act in CAA, 2021. The departments have had to pause and resume processing of disputes several 
times in 2023 due to court opinions that vacated portions of the regulations governing the federal IDR process. As of  
October 6, 2023, the departments have reopened the federal IDR portal for the initiation of certain new single and 
bundled disputes, but processing and initiation of batched disputes and initiation of new air ambulance disputes 
remain temporarily suspended as of early November. The departments are conducting a phased reopening of 
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the portal and should be making additional announcements regarding other suspended dispute categories soon.  
A timeline of these developments and the departments’ responses can be found on CMS’s webpage about payment 
disputes between providers and health plans. Some of the more salient developments include:

Federal IDR Fee: On August 3, 2023, the Eastern District of Texas invalidated the increased federal IDR $350 fee for  
2023 (up from $50), and, consequently, disputes initiated after August 3, 2023 reverted to $50. In response to the 
district court’s decision, the departments issued a proposed rule in September that would set the fee at $150 as of 
January 1, 2024. 

Qualifying Payment Amount: The calculation of the qualifying payment amount (QPA) also remains a contested 
feature of the federal IDR process. On August 24, 2023, the Eastern District of Texas, as part of the ongoing Texas 
Medical Association litigation, invalidated several provisions of the interim final regulations, including but not limited 
to the rule that plan sponsors could calculate the QPA based on its service provider’s book of business. 

In FAQs Part 62, the departments stated that they would not be issuing further guidance on the calculation of QPA but 
expected a good-faith reasonable interpretation of the applicable regulations in light of this decision. The departments 
are exercising enforcement discretion in allowing plans to continue to use the definition of QPA before this decision 
until May 1 2024, with a possible extension until November 1, 2024. On October 20, 2023, the departments appealed 
this decision to the Fifth Circuit.

New Proposed Regulations for the IDR Process: On November 3, 2023, the departments published a notice of 
proposed rulemaking (NPRM) in the Federal Register that proposed new requirements in the federal IDR process. The 
departments address the following in the NPRM:

 ▪ Communications between providers, payers, and certified IDR entities:

 – Requires plans or issuers to use claims adjustment reason codes and remittance advice codes 

 – Payers must include with the QPA a statement notifying the provider of a 30-business-day period for open 
negotiation 

 ▪ Allows a 30-business-day open negotiation period before the federal IDR process

 ▪ Requires an IDR initiation and response notice

 ▪ Establishes an overflow eligibility review system by HHS when the dispute volume is high

 ▪ Proposes additional ways to collect fees directly from parties

 ▪ Allows more flexibility for batching

 ▪ Creates an IDR Payer Registry for plans and issuers subject to the federal IDR process. Registry is required for:

 – Each group health plan subject to the IDR process 

 – Issuers of individual and group policies

 – Federal Employees Health Benefits Program carriers

The preamble to the proposed regulations highlights that the current process is hampered by ongoing disputes as 
to whether a claim is subject to an IDR as well as confusion in identifying the correct plan or provider. Notices and 
communications that were outside the federal portal, such as the open negotiation process, would go through the 
federal portal with much more detailed information on the parties, the actual claims in dispute, the basis upon which 
the claim is subject to the IDR process, the exchange of offers, etc. Under the proposed revised process, the departments 
believe that the IDR entities would be in a position to make a decision on IDR eligibility without the back-and-forth 
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communication between the parties and the IDR entity that occurs currently. Further, directing these steps through 
the portal would eliminate disputes on whether a party acted in a timely manner under the tight timeframes of the 
IDR process.

2023 Developments in ACA Preventive Services and Contraceptive Coverage 
Braidwood Management v. Becerra

In March 2023 a U.S. district court issued an opinion and order under Braidwood Management v. Becerra invalidating ACA 
preventive care requirements recommended by the U.S. Preventive Services Task Force (USPSTF). Initially, all actions 
taken by the Department of Labor (DOL), HHS, and the IRS to enforce or implement the preventive care coverage 
requirements in response to an “A” or “B” recommendation by the USPSTF made on or after March 23, 2010 were 
vacated, and the agencies were enjoined from enforcing these requirements. In June, the Fifth Circuit granted the 
government’s motion for a partial stay of the injunction pending appeal after the parties reached an agreement. Final 
disposition of this case is likely to take some time, but if the district court’s opinion is ultimately upheld, the following 
ACA preventive services mandates would be unenforceable: screenings for breast, cervical, colorectal, lung, and skin 
cancer; screenings for diabetes, depression, hepatitis, and vision problems in children; screening and treatment for 
HIV, including PrEP; and care for those who are pregnant and breastfeeding and care for their young children.

Shortly after the March opinion and order were issued and before the government prevailed in its motion for a partial 
stay, HHS, the DOL, and the Department of the Treasury issued FAQs Part 59 on April 13, 2023. Although the partial 
stay of the injunction renders the information in the FAQs less urgent, plans and issuers should still be mindful of the 
following in the event the district court opinion is upheld in whole or in part:

 ▪ The Braidwood outcome only affects recommendations by the USPSTF on or after March 23, 2010 and does not 
have an effect on Advisory Committee on Immunization Practices and Health Resources and Services Administration 
recommendations. 

 ▪ States can still require coverage for fully insured plans.

 ▪ Any mid-year changes would still be subject to the advance notice requirement for summaries of benefits and 
coverage and the 60-day notice requirement for a summary of material modifications following a material reduction. 

 ▪ USPSTF recommendations after March 23, 2010 will still be considered preventive care for purposes of HSA eligibility. 

New preventive services for 2023

New and updated guidelines for preventive services that were issued in December 2021 went into effect for calendar 
plan years beginning January 1, 2023. Included are:

 ▪ Updated guidelines on breastfeeding services and supplies, including double electric breast pumps.

 ▪ Screening for HIV infection for all adolescent and adult women ages 15 and older at least once during their lifetime 
and risk assessment and prevention education beginning at age 13.

 ▪ Pre-pregnancy, prenatal, postpartum, and interpregnancy well-woman visits.

 ▪ Counseling to prevent obesity in women ages 40 to 60 years with normal or overweight body mass index. Previously 
only covered obesity.

 ▪ The “full range of U.S. Food and Drug Administration (FDA)- approved, -granted, or -cleared contraceptives, effective 
family planning practices, and sterilization procedures be available as part of contraceptive care.”
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Practice Pointer: Review any plan exclusion for maternity services for dependents/daughters to make sure 
preventive pregnancy-related services are covered even if other maternity services are excluded. Review plan 
exclusions for weight loss to make sure preventive services are covered.

 
Proposed rule to eliminate the moral objection and establish individual contraceptive arrangement

On January 30, 2023, the Department of the Treasury, the DOL, and HHS released a notice of proposed rulemaking 
related to certain preventive services under the ACA. The proposed changes include rescinding the moral exemption 
rule (while maintaining the existing religious objection) and establishing a new individual contraceptive arrangement 
to facilitate the provision of contraception, cost-free, to individuals enrolled in plans sponsored by an objecting entity. 
Under the current 2018 final regulations, certain types of employers identified in the final rule that sponsor group 
health plans and have a moral or religious objection to contraceptive coverage do not have to provide that coverage. 
These objecting employers have the option to provide an accommodation whereby they do not have to contract, 
arrange, pay, or refer an individual for contraceptive coverage, but contraceptive services are still available through 
an insurer or TPA. Many objecting employers do not provide the optional accommodation. 

The proposed rule would provide a new pathway where individuals in plans of objecting employers that do not provide 
the accommodation could obtain contraceptives at no cost through an “individual contraceptive arrangement” with 
a willing provider. Through that arrangement the provider would be able to seek reimbursements from an insurer 
on the Exchange who has signed an agreement to provide the coverage. The insurer would then be entitled to an 
adjustment of an Exchange user fee.

Gag Clause Attestation
Group health plans are required to submit an annual gag clause compliance attestation by December 31, 2023 to HHS, 
which is collecting the attestations on behalf of itself, the DOL, and the Department of the Treasury. The attestation 
is required to confirm that certain contracts do not prevent disclosures of cost, quality of care data, or certain other 
information required as part of the CAA, 2021. CMS has posted several compliance resources on its website, including:

 ▪ Annual Submission Webform Instructions that provide an overview of the process.

 ▪ User Manual for making attestations through the Health Insurance Oversight System that walks through the 
submission process step by step with screenshots from the webform. 

 ▪ FAQs About Affordable Care Act and Consolidated Appropriations Act, 2021 Implementation Part 57 (FAQs Part 57), 
issued by the departments on February 23, 2023.

Highlights of gag clause attestation requirements

 ▪ Plans subject to gag clause attestation requirement: The annual attestation requirement applies to most group 
health plans subject to the ACA, without regard to grandfather plan status, including both self-insured and fully 
insured ERISA plans, church plans, nonfederal governmental plans. 

 ▪ Plans not subject to gag clause attestation requirement: Account-based plans, such as HRAs (even if otherwise 
subject to the ACA) and health FSAs, and excepted benefit plans (e.g., hospital indemnity, some EAPs, some onsite 
clinics, dental, vision, long-term care) are not required to submit attestations. The gag clause attestation also does 
not apply to stand-alone retiree health plans.
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 ▪ Covered period for initial attestation: The initial attestation due at the end of this year covers the period beginning 
December 27, 2020 (or the effective date of the applicable group health plan, if later), through the date of attestation. 
The attestation requires the attester to confirm that the plan has not, since December 27, 2020, entered into any 
agreement with a provider, network of providers, TPA, or any other service provider offering access to a network or 
association of providers that contains any prohibited gag clause. 

 ▪ Types of contracts subject to the attestation requirement: The gag clause rules apply to agreements with 
providers, network of providers, TPAs, or any other service provider offering access to a network or association of 
providers. 

 ▪ Entity responsible for making the attestation: Insurers and self-insured plans are each responsible for their own 
plans. Self-insured plans can authorize a TPA or other service provider to be the official attesting entity and submit 
the attestation on behalf the entire plan or subset(s) of plan benefits, but the plan is ultimately responsible if the 
TPA fails to make the attestation. 

 ▪ Enforcement action for self-insured plans: Regardless of whether the plan or the TPA submits the attestation, the 
plan is ultimately responsible if there is a failure to submit an attestation on time. The agencies state in FAQs Part 57, 
Q7 that failure to submit timely attestations may subject the plan to enforcement action, without specifying what 
type of action. Presumably the general penalty of $100 per day under the Internal Revenue Code could be applied, 
but it isn’t clear if this would apply per attestation or per person affected by the violation. 

Practice Pointer: Going forward, in addition to carefully reviewing new administration agreements for gag 
clauses (and removing them), plan sponsors should also include affirmative language that clarifies their right 
to disclose provider-specific cost/quality of care through a consumer engagement tool or other means, access 
certain de-identified claims and claim encounter information, and share with business associates as permitted 
by privacy laws.

 
HIPAA

Proposed HIPAA Privacy Rule for confidentiality of reproductive health care

On April 17, 2023, the HHS Office for Civil Rights (OCR) issued an NPRM to modify the HIPAA Privacy Rule. The NPRM, 
which only applies to covered entities, health plans, providers, and health care clearinghouses, and their business 
associates (which the OCR refers to as “regulated entities”), is one of the actions taken pursuant to Executive Orders 
issued in response to the U.S. Supreme Court’s Dobbs v. Jackson Women’s Health Organization decision.

The NPRM creates a new category of protected health information (PHI) called “reproductive health care,” which is 
defined as “care, services, or supplies related to the reproductive health of the individual” in 45 CFR §160.103. This 
would be a specially protected category of sensitive PHI similar to psychotherapy notes and would include a broad 
range of services, treatments, and care. 

The NPRM also offers protection against prohibited disclosures of this new category of PHI. Earlier post-Dobbs guidance 
provided that HIPAA-covered entities, including health plans, could only disclose PHI related to reproductive health 
care in the case of a law that expressly compels a covered entity to disclose the PHI and is enforceable in court. The 
NPRM would go further and amend 45 CFR §164.502 to prohibit disclosures for non-health care purposes even in the 
case of a court order or search warrant enforceable in court. These non-health care purposes are aimed at protecting 
a person from investigations or proceedings related to legally obtaining reproductive care. The NPRM proposes that 
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neither a HIPAA authorization nor the permissions under 45 CFR §164.512 (relating to uses and disclosure required by 
law) could be used to bypass the purpose-based prohibition and would require a covered entity to obtain a signed 
and dated attestation when it receives a request for PHI potentially related to reproductive health care that the use 
or disclosure is not for a prohibited purpose.

If the NPRM becomes final in its proposed form, plan sponsors and business associates need to be mindful of the 
following:

 ▪ The NPRM proposes to modify 45 CFR §164.520 regarding HIPAA Notice of Privacy Practices to add new provisions 
explaining that the HIPAA Privacy Rule would prohibit the use or disclosure of PHI in certain scenarios relating to 
reproductive health care.

 ▪ Employers that sponsor covered health plans will need to develop, implement, and maintain compliance 
documentation in response to the final rule. This includes:

 – An attestation form

 – Updated business associate agreements

 – Policies, procedures, and training materials

 ▪ Per the NPRM, when a final rule is issued, the total timeframe for compliance would likely be 240 days (60 days from 
the publication of the final rule plus 180 days).

HIPAA and Online Tracking Technologies
On December 1, 2022, HHS’s OCR issued the bulletin Use of Online Tracking Technologies by HIPAA Covered Entities 
and Business Associates, which was followed by a joint letter published by the OCR and the Federal Trade Commission 
on July 20, 2023 sent to approximately 130 hospital systems and telehealth providers. The letter alerts recipients about 
the risks and concerns related to the use of technologies, such as Meta/Facebook Pixel and Google Analytics, that 
can track a user’s online activities. A lawsuit filed in October 2023 against Piedmont Healthcare Inc. cites the letter 
in its complaint, which alleges that the tracking technologies allowed Meta to have access to nonpublic personally 
identifiable information and PHI such as the type and date of medical appointments, the name of the provider, medical 
conditions, and treatment without notifying individuals that their information would be shared, which allegedly 
violates HIPAA and various other state laws.

Practice Pointer: HIPAA covered plan sponsors should monitor vendors’ use of embedded tracking technologies 
as directed by HHS in the 2022 guidance from 2022.

 
Other HIPAA News
On February 17, 2023, the OCR shared two reports with Congress for 2021:

 ▪ Annual Report to Congress on HIPAA Privacy, Security, and Breach Notification Rule Compliance (hhs.gov)

 ▪ Annual Report to Congress on Breaches of Unsecured Protected Health Information (hhs.gov)

The OCR frequently noted in the reports the continued need for regulated entities to improve the compliance with 
the HIPAA Security Rule requirements, including risk analysis and risk management; information system activity 
review; and audit and access controls.
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Proposed STLDI and Excepted Benefit Regulations
On July 12, 2023, federal regulators proposed changes to short-term, limited-duration insurance (STLDI) and fixed 
indemnity excepted benefits. Regulators believe that consumers may confuse these types of coverages with a more 
comprehensive (and more expensive) coverage option that complies with the ACA and choose these less expensive 
options instead. The new proposed changes would affect STLDI coverage in a few ways:

 ▪ Cut back the less-than-12-months term to no more than three months after the effective date of the contract.

 ▪ Cut back the total duration of an STLDI contract from 36 months to no more than four months in total for renewals 
and extensions.

 ▪ Prohibit stacking so that an individual could not obtain a new STLDI policy from an issuer within 12 months of the 
effective date of a previous STDLI policy, if from the same issuer. 

The proposed rule would also impose new restrictions on certain supplemental fixed indemnity health benefits. In 
particular, the proposed rule would impose significant new limitations on the structure of hospital indemnity and 
other fixed indemnity supplement benefits. The proposed rule would also change the tax treatment of benefits under 
all health indemnity policies (fixed indemnity as well as benefits under specified disease policies such as cancer or 
critical illness policies). The proposed rule also requested comments on additional issues. The comment period closed 
on September 11, 2023, and the agencies have reported receiving over 15,000 comments.

Mental Health Parity and Addiction Equity Act Proposed Rule for NQTLs
On July 25, 2023, the IRS, the DOL, and HHS released new proposed regulations under the MHPAEA that, if finalized, 
would provide significant clarifications and new compliance obligations for group health plans and issuers subject to 
the MHPAEA’s provisions (Proposed Rules). The DOL was originally accepting comments (on behalf of the departments) 
through October 2, 2023, but due to the “considerable interest expressed” in the Proposed Rules, the departments 
extended the deadline through October 17, 2023. 

Highlights of the new proposed rule

 ▪ Creates three new requirements for nonquantitative treatment limitations: 

 – “No more restrictive” requirement. The “substantially all/predominant” test currently applicable to 
quantitative treatment limitations (QTLs) would also apply to nonquantitative treatment limitations (NQTLs), 
which means that an NQTL would need to apply to at least two-thirds of the medical/surgical benefits (Med/
Surg) in one of the MHPAEA classifications (i.e., inpatient, in-network; inpatient, out-of-network; outpatient, 
in-network; outpatient, out-of-network; emergency care; and prescription drugs) for the NQTL to apply to 
any mental health/substance use disorder (MH/SUD) benefits in the same classification. In addition, only 
the predominant variation (meaning the most common or frequent) of the NQTL can apply. 

 – Design and application requirement. NQTLs would be subject to an enhanced “design and application” 
requirement under which the NQTL analysis will also apply “in designing and applying the limitation.” The 
processes, strategies, evidentiary standards, or other factors (terms that are defined for the first time in 
these Proposed Rules) used in designing and applying the NQTL to MH/SUD benefits would need to be 
comparable to, and applied no more stringently than, those used in designing and applying the NQTL to 
Med/Surg benefits within the same classification.

 – Data gathering requirement. In designing and applying an NQTL, plans and issuers would need to collect 
and evaluate relevant data to assess the impact of an NQTL on MH/SUD compared to Med/Surg and to 
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determine whether there are material differences in access to MH/SUD benefits compared to Med/Surg 
benefits based on this data. There is also an additional data collection requirement specific to network 
composition. Technical Release 2023-01P, issued at the same time as the Proposed Rules, provides technical 
details on this requirement.

 ▪ Material differences. For NQTLs other than network composition, a “material difference” in the metrics/
data gathering for the NQTL as applied to MH/SUD and medical/surgical benefits would be a “strong 
indicator” of a violation, and the Proposed Rules detail action that should be taken. For NQTLs related to 
network composition, a material difference would indicate an actual violation. Comments were sought 
on how to define “material difference.”

 ▪ Requires meaningful benefits in each classification (expansion of 2013 rule). The 2013 final rule for the MHPAEA 
made it clear that if a plan or issuer provides MH/SUD benefits in any of the six classifications of benefits (i.e., inpatient, 
in-network; inpatient, out-of-network; outpatient, in-network; outpatient, out-of-network; emergency care; and 
prescription drugs), the MH/SUD benefits must be provided in every classification in which Med/Surg benefits are 
provided. The Proposed Rules add that this requirement would not be satisfied unless the MH/SUD benefits provided 
in each classification are “meaningful benefits” when compared to the Med/Surg benefits in the same classification, 
and comments were sought on how to define the term. 

 ▪ Codifies, reorganizes, and expands CAA, 2021 NQTL comparative analysis requirements. The Proposed Rules 
would amend existing guidance, set more specific content requirements for comparative analyses, clarify when 
the comparative analysis needs to be performed and for which NQTLs, and outline the timeframes and process for 
plans and issuers to provide their comparative analyses to the departments upon request. The Proposed Rules also 
require a certification of the comparative analysis by one or more named fiduciaries stating whether they found 
the comparative analysis to be compliant with the requirements outlined in the Proposed Rules.

 ▪ Provides detail on DOL action for inadequate NQTL comparative analysis. The Proposed Rules would allow a 
plan or issuer a minimum of 10 business days to respond to a request from the DOL for a comparative analysis, and 
a minimum of 45 calendar days to respond to the DOL’s initial determination of noncompliance with a corrective 
action plan. If the DOL still determines that the plan or issuer is not compliant, the noncompliant plan or issuer 
would be required to provide notice of noncompliance to participants and beneficiaries within seven calendar 
days of the receipt of the final determination of noncompliance. A copy of the notice would need to be sent to the 
DOL, any service provider involved in claims processing, and any fiduciary responsible for deciding claims within 
the same timeframe. 

 ▪ Confers ERISA 104(b)(4) status on NQTL comparative analysis. The Proposed Rules would treat the comparative 
analysis like an instrument under which the plan is established and operated, thereby allowing participants and 
beneficiaries to request the comparative analysis to be provided upon request within 30 days. Plan administrators 
can face up to a $110 per day penalty for not complying with such a request.

 ▪ Sunsets CAA, 2023 opt-out for state and local governmental plans. The Proposed Rules would implement the 
sunset provisions of the CAA, 2023 that ended the ability of state and local governmental plans to opt out of the 
MHPAEA. 

In addition to the Proposed Rules, the DOL issued Technical Release 2023-01P, which provides technical details, 
includes a request for information concerning this data gathering, and discusses a possible safe harbor on network 
composition based on the data gathering requirements in the Proposed Rules.

More detail on the Proposed Rules and the Technical Release can be found in our August 2023 advisory. 
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2023 MHPAEA report to Congress

The departments released the second report to Congress on the MHPAEA comparative analysis for NQTLs. This 
report for the first time, as required by the CAA, 2021, names specific plans that were found by the agencies to not 
be compliant with the comparative analysis requirement.

Practice Pointers: 

 ▪ Carefully review the report to Congress and the DOL’s recommended compliance tools. 

 ▪ Develop a practice of regularly checking for what is (and is not) a compliant NQTL, as this is a constantly 
developing area of MHPAEA compliance.

 ▪ Carefully review your plan’s NQTL analysis to ensure it includes statutorily required elements. 

 ▪ For self-insured plans, consult legal counsel and review your agreement with your TPA to ensure that the 
responsibilities of the TPA and the employer with respect to preparing a proper and comprehensive NQTL 
comparative analysis are included in that agreement.

 
Miscellaneous
Air Ambulance. Proposed regulations for the No Surprises Act indicated that 2022 reporting for air ambulance would 
be due March 31, 2023, and 2023 reporting would be due March 31, 2024. Section 106 of the Act is clear that reporting 
is not required until “a final rule is promulgated.” Because no final rule has been promulgated, CMS confirmed on its 
website that reporting is not due until there are final regulations. 

Patient-Centered Outcomes Research Institute (PCORI) Fees. For plan years ending on or after October 1, 2023 
and before October 1, 2024, the updated PCORI fee amount is $3.22 times the average number of covered lives under 
the plan, up from $3.00. (IRS Notice 2023-70)

DOL Proposed Investment Fiduciary Rule. On November 3, 2023 a new investment advice fiduciary proposed 
rule was published in the Federal Register. The proposed rule reinstitutes the broad investment fiduciary definition 
and best interest requirement for certain investment fiduciaries (PTE 2020-2). Although this rule will primarily affect 
retirement plans, it also applies to HSAs. 

Section 1557 Proposed Regulations. HHS published proposed regulations in August 2022 for ACA’s nondiscrimination 
requirements under Section 1557. These nondiscrimination rules import the protections against sex discrimination 
(among others) under Title IX of the Education Amendments of 1972. The Biden Administration has stated that it 
interprets sex discrimination to include discrimination based on sexual orientation and gender identity, arguing that 
this interpretation of Title IX is permitted as a result of the Supreme Court’s interpretation of sex discrimination under 
Title VII in Bostock v. Clayton County, but a Texas judge later set this interpretation aside for plaintiffs and members 
of the class in Neese v. Becerra. Litigation under Section 1557 for transgender health care is active and evolving, yet 
despite (or perhaps because of) this litigation, the proposed regulations have not yet been finalized.

Copay Accumulator Litigation. In September, a U.S district court vacated a 2021 rule that allowed plans and insurers 
to exclude drug manufacturer coupons and copay assistance from a participant’s annual out-of-pocket maximum. 
The 2021 rule allowed plans and insurers to exclude the portion of drug costs covered by such coupons or assistance 
to the extent consistent with applicable state law, meaning that participants would have to continue to pay out-of-
pocket costs for other services and treatments until the annual maximum is reached. Prior to the 2021 rule, CMS had 
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issued a final rule that allowed such costs to be excluded from the calculation of annual out-of-pocket maximums, 
but only if a generic equivalent were available. Given that the 2021 rule has been invalidated just as many employers 
are beginning annual open enrollment, some plans and insurers are asking whether either rule is valid and whether 
CMS has the authority to require such rules through its rulemaking process for insured plans. CMS has filed a motion 
with the court seeking further clarification.

2024 Health Benefit Adjustments
Included in the table below are 2023 and 2024 indexed amounts for some of the health-benefit-related limits and caps:

BENEFIT 2024 2023
HSA contribution max (including 
employee and employer contributions)

$4,150/$8,300 Rev. Proc. 2023-23 $3,850/$7,750 in 2023

HSA additional catch-up contributions $1,000 $1,000

HDHP annual deductible minimum $1,600 ($3,200 family) $1,500 in 2023 

Limit on HDHP OOP expenses $8,050 ($16,100 family) $7,500 ($15,000 family) 

ACA limit on OOP expenses $9,450 ($18,900 family) $9,100 ($18,200 family)

Limit on amounts newly available 
under an excepted benefit HRA

$2,100 $1,950

Health FSA salary reduction max $3,200 $3,050

Health FSA carryover max $640 $610

QSEHRA max reimbursement $6,150 ($12,450 family) $5,850 ($11,800 family)

Transit and parking benefits $315 (monthly) $300 (monthly)

401(k) employee elective deferral max $23,000 (catch-up contributions $7,500) $22,500 (catch-up contributions $7,500) 

Highly compensated employee $155,000 ($150,000 applies for 2024 
plan year under look-back rule)

$150,000 ($135,000 applies for 2023 
plan year under look-back rule)

Key employee $220,000 $215,000

ACA pay-or-play affordability threshold 
for 2024

8.39% 9.12%

Federal poverty level (FPL) for U.S. 
mainland

$14,580; for employers that use the 
FPL safe harbor, required employee 
contribution for self-only coverage 
cannot exceed $101.93 per month

$13,590; for employers that use the 
FPL safe harbor, required employee 
contribution for self-only coverage 
cannot exceed $103.28 per month

http://www.alston.com
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You can subscribe to future Employee Benefits & Executive Compensation advisories and other Alston & Bird publications by 
completing our publications subscription form.

If you have any questions or would like additional information, please contact your Alston & Bird attorney or any member of the 
Employee Benefits & Executive Compensation Group. 
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