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1. 2024 Administrative Dispute Resolution (ADR) Final Rule

New regulation for manufacturers and 340B Covered Entities (CEs)

On April 19, 2024, the Department of Health and Human Services (HHS) issued a final rule for the Administrative 

Dispute Resolution (ADR) process (89 FR 28643, April 19, 2024), which will be effective June 18, 2024. HHS issued the 

final rule to correct policy and operational challenges encountered by the Health Resources and Services 

Administration (HRSA) since the 2020 final rule went into effect on January 13, 2021 (85 FR 80632, Dec. 14, 2020). The 

final rule retains certain provisions described in the proposed rule, including many requirements for filing a claim. 

However, input from industry stakeholders informed important changes to the published regulation. 

What are the changes in the 2024 ADR Final Rule?

Key takeaways

Questions and considerations

2. Medicare Part D MDP:

Notice from CMS

a. Phase-In Eligibility Determination
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https://www.federalregister.gov/documents/2024/04/19/2024-08262/340b-drug-pricing-program-administrative-dispute-resolution-regulation


What to do now?

3. 2023 Medicaid Proposed Rule – Get a jump start on changes!

Proposed regulation from CMS

The proposed rule includes provisions, if finalized, that could significantly impact drug manufacturer government 

program prices, commercial discount strategies, compliance activities, and innovation. Certain provisions pose 

particular challenges or considerations:

• Implementation of discount stacking across customers for Best Price (BP) determination.

• Revised definition for misclassification of drugs, with new penalties for non-compliance.

• Change to the definition of “internal investigation”, limiting restatements beyond the 12-quarter price reporting 

period.

What to do now?
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New guidance from CMS

b. Frequently Asked Questions (FAQs) from CMS

What to do now?

https://hpms.cms.gov/app/ng/home/


What is the proposed regulation?

• CMS proposes to “clarify” the definition of BP to require the aggregation of discounts associated with a final price, 

even if they were received by different entities. 

• The current BP definition is typically interpreted by manufacturers as an evaluation of each single entity as a 

separate BP candidate. This interpretation is based on regulation, which defines BP as:

“…the lowest price available from the manufacturer during the rebate period to any wholesaler, retailer, 

provider, health maintenance organization, nonprofit entity, or governmental entity in the United States…” 

(42 CFR 447.505)

• The change from stacking discounts to a single entity to stacking all arrangements on a single transaction will be 

challenging to implement and may result in significantly higher Medicaid rebate payments and lower 340B Ceiling 

Prices.

• Read further in-depth analysis from FCS Insights & News :

-  CMS Proposed Rule on Stacking for BP

-  MDRP Summit 2023: BP Stacking Proposal

What to do now?

Best Price (BP) Stacking
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What is the proposed regulation?

Misclassification of Drugs

https://www.federalcompliancesolutions.com/cms-proposed-rule-on-stacking-for-bp/
https://www.federalcompliancesolutions.com/mdrp-summit-2023-bp-stacking-proposal/


What to do now?
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What is the proposed regulation?

• CMS proposes to define “internal investigation” to limit the exception to the 12-quarter rule for price reporting 

with the following:

“a manufacturer's investigation of its AMP, best price, customary prompt pay discounts or nominal prices that 

have been previously certified in MDRP that results in a finding made by the manufacturer of fraud, abuse or 

violation of law or regulation.”

• Current regulation provides a broader exception to the 12-quarter price reporting rule, which allows for 

restatements when “the change is to address specific rebate adjustments to States by manufacturers, as required 

by CMS or court order, or under an internal investigation” (42 CFR 447.510(b)(1)(v)). 

• CMS highlights that the existing language has enabled manufacturers to recover significant dollars due to 

methodology changes outside the 12-quarter price reporting period, where the original calculation was consistent 

with statute and regulation. The proposed change will limit manufacturers from taking such action.

What to do now?

Internal Investigations

4. Government Program Calculation and Reporting Updates

AMP cap removal in effect

a. 1Q 2024 Unit Rebate Amount (URA) Considerations: AMP Cap Removal and Consumer Price Index – 

Urban (CPI-U) Decrease

CPI-U decrease for 1Q 2024 Additional Rebate Calculation

http://www.fda.gov/industry/structured-product-labeling-resources/nsde
http://www.accessdata.fda.gov/scripts/cder/daf/index.cfm


c. CMS Average Sales Price (ASP) Data Collection System

What to do now?

New reporting process

b.  Office of Pharmacy Affairs Information System (OPAIS) 340B Pricing Component

What to do now?

What to do now?
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https://www.cms.gov/medicare/payment/part-b-drugs/asp-education-outreach
https://www.cms.gov/medicare/payment/part-b-drugs/asp-education-outreach
https://portal.cms.gov/portal/
https://www.cms.gov/medicare/payment/all-fee-service-providers/medicare-part-b-drug-average-sales-price/asp-regulations-policy
https://340bopais.hrsa.gov/
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d. Federal Acquisition Service (FAS) Sales Reporting Portal (SRP) for FSS Sales Reporting and Industrial Funding Fee (IFF) 

Payment

What to do now?

5. SUSTAIN Act

On February 2, 2024, the Senate released a discussion draft of a bill to reform the 340B Program. Titled “Supporting 

Underserved and Strengthening Transparency, Accountability, and Integrity Now and for the Future of 340B Act” or 

“SUSTAIN 340B Act”, the discussion draft outlines 340B Program changes based on a Request for Information on June 

16, 2023, and meetings with stakeholders. Provisions in the discussion draft include:

• Removal of drug manufacturer restrictions to contract pharmacies (e.g., site limitations or claims data 

requirements).

• Definition of a patient.

• Clarification of child site eligibility.

• Transparency reporting requirement for CEs to disclose 340B Program metrics (e.g., number of prescriptions filled 

and cost of charity care).

• Enhanced program integrity through audits of covered entities, including the contract pharmacies and child sites, 

and manufacturers.

• Establishment of a 340B Program data clearinghouse to identify and prevent duplicate discounts.

• Requirements to ensure equitable treatment of CEs, contract pharmacies, and beneficiaries by group health plans 

and pharmacy benefit managers.

• CE user fee payments to HRSA for administering the 340B Program.

Comments to the discussion draft were submitted by April 1, 2024. The Senate Committee will use feedback from 

340B Program stakeholders to inform the law-making.

https://srp.fas.gsa.gov/portal/docs/fas-reporting-portal-quickstart-guide.pdf
https://www.thune.senate.gov/public/_cache/files/c3a678e3-12a5-4175-8a80-9246b76576ec/75E01A8968B679E3525395E2BB0CE7DB.ss340b-act-discussion-draft-.pdf


8

6. Bona Fide Service Fees

There continues to be a lot of focus on pharma manufacturers and their arrangements with third-party service 

providers and how the fees are treated in government pricing (i.e., included as a price concession or excluded as a 

Bona Fide Service Fee (BFSF).  We’ve included a quick refresher on BFSF and a few key considerations (see our recent 

BFSF blog for additional details and insights)

Quick Refresher on BFSF

BFSF Test Components

What to do now and Key Considerations to Mitigate Risk?

✓

✓

✓

✓

https://www.federalcompliancesolutions.com/bfsf-continues-to-be-an-area-of-focus/
https://www.federalcompliancesolutions.com/bfsf-continues-to-be-an-area-of-focus/
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✓

✓

✓

✓

Stay connected

Want to make sure you are always up to date on the latest in pricing and contracting? Subscribe to the FCS's LinkedIn channel and 

email FCSNews@FederalComplianceSolutions.com to ensure inclusion in all firm news updates. For more insights, visit our Insights & 

News webpage. Stay tuned for new topics, including:

➢ Decoding Gross-to-Net: Essential Design Considerations (April 2024)

➢ SPTR Quarterly Update (April 2024)

➢ SPTR: Maintaining Compliance in a Challenging Environment (May 2024)

➢ Optimizing Pricing Governance in a Dynamic Healthcare Environment (May 2024)

➢ Surge in Medical Benefit Managed Care Contracts: Challenges and Opportunities (May 2024)

Jim Flowers

Director

Direct: (617) 678-0519

Email: jflowers@FederalComplianceSolutions.com

Rick Moore

Managing Partner

Direct: (570) 847-3951

Email: rmoore@FederalComplianceSolutions.com

Jeff Blake

Managing Partner

Direct: (276) 825-0220

Email: jblake@FederalComplianceSolutions.com

Nick Lynch

Partner

Direct: (610) 742-5619

Email: nlynch@FederalComplianceSolutions.com

Jake Keenan

Senior Director

Direct: (414) 345-8128

Email: jkeenan@FederalComplianceSolutions.com

See us at upcoming conferences

Informaconnect: Life Sciences Pricing and Contracting

May 21 - 23 – New Orleans, LA

The GTN Impacts of Contract Effectiveness 

• IRA implications that will impact operations 

• Data processing and forecasting systems 

• Patient access management 

Walt Worsham, Managing Director

Propel Launch Summit

May 20 - 22 – Indianapolis, IN

Challenge Your Launch Strategy – an Interactive Experience

• Take a hands-on approach to testing your assumptions – for 

payer strategy, pricing considerations, stakeholder needs

• Leave the session with actionable steps that inform your 

successful commercialization 

Nick Lynch, Partner

https://www.linkedin.com/company/federal-compliance-solutions-llc/
mailto:FCSNews@FederalComplianceSolutions.com
https://www.federalcompliancesolutions.com/insights-news/
https://www.federalcompliancesolutions.com/insights-news/
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