
Navigating the Intersection of the IRA’s MFP and 
the 340B Program



Beginning in January 2026, new 
federal drug pricing policies will 

affect how certain Medicare 
prescriptions are reimbursed.

These changes stem from the 
Inflation Reduction Act (IRA), which 

intersects directly with the 340B 
Drug Pricing Program.

In August 2025, HRSA introduced a 
340B Rebate Pilot Policy to 
address duplicate discount 

prevention concerns related to MFP 
rebates.

The rebate policy represented a 
significant departure from the 

traditional 340B upfront discount 
model, introducing new financial, 

operational, and administrative risk 
for covered entities.

Covered entities anticipated 
material negative impacts, including 

cash-flow disruption, increased 
compliance burden, and uncertainty 
in purchasing and reimbursement.

Subsequent litigation has delayed 
implementation of the rebate policy, 

temporarily preserving the 
traditional upfront 340B discount 

model.

Despite the delay, covered entities 
remain responsible for preventing 

duplicate discounts, including 
potential overlap between 340B 

discounts and MFP rebates.

What We Expected vs. How the Landscape is Changing



Legal 
Challenge to 
Rebate Policy

The American 
Hospital 

Association (AHA) 
and other 

stakeholders filed 
suit against HRSA, 
arguing the rebate 
policy exceeded 

the agency’s 
authority and failed 
to account for the 

reliance of covered 
entities on upfront 
340B discounts.

Rebate Pilot 
Blocked

On December 29, 
2025, a Maine 
district court 

issued a 
preliminary 

injunction blocking 
HRSA’s 340B 

Rebate Model Pilot 
Program, citing 

likely violations of 
the Administrative 

Procedure Act.

Stay Denied 
at District 

Court

The federal 
government sought 

to lift or stay the 
injunction in Maine, 

but the district 
court denied that 
request, leaving 
the rebate pilot 

fully paused at the 
trial court level.

Appeal to the 
First Circuit

The government 
appealed the 

injunction to the 
U.S. Court of 

Appeals for the 
First Circuit, 
seeking to 

overturn the ruling 
and proceed with 
the rebate-based 

approach.

Expedited 
First Circuit 

Review

The First Circuit has 
ordered expedited 
briefing. The court 

stated that it 
intends to rule as 
soon as practical 

after briefing 
concludes, without 

specifying the 
timeline for when a 

decision will be 
issued.

Current 
Status

Until the First Circuit 
rules, the 

preliminary 
injunction remains 
in effect, and the 
traditional upfront 

340B discount 
model continues to 

apply.

Current Legal and Policy Status



Reimbursement 
Complexity

MFP lowers 
reimbursement and 

adds new 
administrative and 

financial complexity.

HRSA’s 
Proposed Model

HRSA’s proposed 
rebate model was 

intended to manage 
duplication risk.

CE 
Responsibility

Covered entities 
must still prevent 

duplicate discounts 
under existing rules.

Drug Pricing 
Reform

Medicare drug pricing 
reform is moving 

forward under the IRA.

Court Action

Court action has paused 
the rebate model, 

creating uncertainty, not 
inaction.

Key Issues at Hand



What matters now is understanding how 
these changes work – and what covered 
entities must do in response

From Policy to Practice



The IRA allows the federal government to negotiate prices for select high-cost Medicare 
drugs (single-source drugs with no generic or biosimilar competition)

These negotiated prices are called Maximum Fair Prices (MFPs) and are limited to 
Medicare Part D drugs in 2026 and expand in later years

Selected drugs billed to Medicare Part D will be adjudicated at MFP pricing (~60% lower 
on average)

Manufacturers can opt to sell drugs at MFP price or issue MFP rebates to pharmacies to 
reconcile acquisition cost vs. reimbursement

What is the Maximum Fair Price?
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Drugs in Scope of MFP in 2026



Federal rules prohibit manufacturers from providing both an MFP price adjustment and a 340B discount on 
the same drug (often referred to as a duplicate discount).

This concept is similar to duplicate discount restrictions that already apply to Medicaid prescriptions.

To address this overlap, HRSA established a 340B rebate pilot, allowing manufacturers to replace upfront 
340B discounts with retrospective rebates for drugs subject to MFP.

The rebate pilot was scheduled to begin January 1, 2026, but instead is on pause pending further court action

The Intersection of MFP and 340B



Drugs in the scope of the 340B rebate pilot will 
no longer be available at 340B pricing – in any 
setting, for any payer.

Covered entities must buy in-scope drugs at 
upfront WAC pricing and submit prescription 
or medical claims data to request the 340B 
rebate.

This represents a fundamental shift in the 
340B program, increasing the administrative 
and financial burden to covered entities.

Manufacturers will play a larger role in 
determining rebate eligibility, which may lead 
to additional review steps and potential 
denials.

HRSA’s 340B Rebate Pilot



Rebate implementation is paused.

Court action has delayed implementation of 
HRSA’s 340B rebate policy, providing 

temporary relief from a rebate-based 340B 
model.

Upfront 340B pricing remains in 
effect.

Impacted products continue to be available 
at 340B pricing while the injunction remains 

in place.

A moment to acknowledge 
progress – carefully.

The pause is welcome, but it does not 
eliminate duplicate discount risk or 

compliance obligations.

Covered entities must prevent MFP 
duplication.

Covered entities remain responsible for 
ensuring that MFP rebates are not received 

on 340B-eligible transactions.

Non-340B transactions still require 
monitoring.

Covered entities should confirm that MFP 
rebates are being received as expected on 

non-340B transactions.

Continued readiness is essential. 

Covered entities should continue preparing 
for a potential rebate-based model, as the 

policy could be reinstated at any time 
depending on future court decisions or 

agency action.

Where Things Stand Today



Overview

Prescriptions adjudicated on or after January 1, 2026: Covered entities must comply with IRA requirements by 
preventing duplicate discounts for prescriptions that qualify for the 340B program and MFP rebates.

Key Points

• Applies to contract pharmacy and in-house dispensing environments 
• Prescriptions in scope of MFP rebates
• Requires operational controls where system automation is limited

Clarification

• As of January 1, 2026, one of the drugs has a Wholesale Acquisition Cost (WAC) equal to MFP
• In this scenario, drugs will not generate MFP rebates and are not at risk for MFP duplicate discounts
• Current drug with WAC = MFP, not at risk of duplicate discounts: Imbruvica

Preventing MFP Duplicate Discounts



Prescriptions in the scope of MFP rebates
• Dispensed on or after January 1, 2026
• Adjudicated to a Medicare Part D payer
• Drugs in scope of MFP reimbursement: Selected Drugs and Negotiated Prices | CMS

Option One: Decline MFP rebates on 340B prescriptions
• Entities must ensure MFP rebates are not received on prescriptions that accumulate for 340B
• Likely require manual process at entity or pharmacy level. 
• Currently no automated mechanism to flag 340B status to prevent MFP rebates.

Option Two: Exclude 340B accumulation for MFP-rebate-eligible 
prescriptions
• Exclude affected prescriptions from 340B eligibility
• May also require manual interventions, as most vendors cannot yet exclude by payer and drug

Operational Options for Covered Entities

https://www.cms.gov/priorities/medicare-prescription-drug-affordability/overview/medicare-drug-price-negotiation-program/selected-drugs-negotiated-prices


The Inflation 
Reduction Act’s 
Maximum Fair 
Price (MFP) 

introduces a new 
layer of 

complexity at the 
intersection of 

Medicare Part D 
and the 340B 

Program.

HRSA’s proposed 
340B rebate 

policy represents 
a significant shift 

away from the 
traditional upfront 
discount model 

and would 
materially change 

financial, 
operational, and 

compliance 
dynamics for 

covered entities.

While court action 
has paused 

implementation of 
the rebate policy, 

the underlying risk 
of duplicate 
discounts 

between 340B 
and MFP rebates 

remains.

Covered entities 
must take 

proactive steps to: 
(1) Ensure MFP 
rebates are not 

received on 340B-
eligible 

prescriptions. (2) 
Confirm MFP 
rebates are 
received as 

expected on non-
340B 

prescriptions.

Current vendor 
limitations mean 
many entities will 
rely on manual 

controls, 
enhanced 

monitoring, and 
documentation in 

the near term.

This pause 
provides a critical 

opportunity to 
prepare, refine 
processes, and 

demonstrate that 
MFP duplicate 

discounts can be 
effectively 

prevented without 
a rebate-based 

340B model.

Ongoing 
readiness is 

essential, as the 
rebate policy 

could be 
reinstated 

depending on 
future court 
decisions or 

agency action.

Key Takeaways



Click HereClick Here

Resources

https://www.cms.gov/priorities/medicare-prescription-drug-affordability/overview/medicare-drug-price-negotiation-program/selected-drugs-negotiated-prices
https://www.hrsa.gov/opa/340b-model-pilot-program
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