
 

Page 1 

 
 

340B Rebate Model Pilot: Estimated Share of 340B Drugs and 

Impact on Rural and Critical Access Hospitals  

Analysis of the revised HRSA notice released July 31, 2026 
https://public-inspection.federalregister.gov/2026-15633.pdf 

Executive Summary 

• By drug count, the pilot is narrow. It is limited to the NDC-11 package codes associated with 25 

Medicare-negotiated selected-drug groupings: 10 for initial price applicability year 2026 and 15 for 

2027. HRSA does not publish an exact percentage of the entire 340B drug universe, but describes the 

covered drugs as a “small portion” of overall 340B utilization. Because the 340B universe contains 

thousands of covered outpatient drug products and package codes, the 25 selected-drug groupings 

are reasonably characterized as well below 1% by distinct drug family or grouping. 

• By dollar value, the exposure could be much larger. The selected products are high-cost and high-

volume drugs. The 10 drugs selected for 2026 represented about 20% of Medicare Part D gross 

covered prescription drug costs in 2023; the 15 selected for 2027 represented about 15% of Part D 

gross costs in 2024. Those Medicare percentages are not 340B percentages, but they demonstrate 

why a very small number of products can drive a substantial amount of spending. HRSA has not 

published an official estimate of the percentage of 340B purchases or savings that will be subject to 

the pilot. 

• Rural and Critical Access Hospitals are a small share of national 340B purchasing but may face 

disproportionate operational risk. Critical Access Hospitals accounted for approximately 1.53% of 

2025 340B purchases. Critical Access Hospitals, Rural Referral Centers, and Sole Community 

Hospitals together accounted for approximately 4.62%. Those categories are not a perfect measure of 

geographic rurality, but they show that the direct national dollar exposure for these hospital 

categories is much smaller than for large disproportionate share hospitals. 

• There are no categorical rural or CAH exemptions. HRSA rejected broad carve-outs by covered-

entity type. A manufacturer plan may propose a limited exception for particular entities, including 

rural hospitals, health centers, or entities without access to a third-party administrator, but such 

exceptions are not automatic and must be included in the manufacturer’s HRSA-approved plan. 

Key Metrics 

Metric Finding 

Selected-drug scope 25 selected-drug groupings: 10 for 2026 and 15 for 2027, covering 

associated NDC-11s. 

Estimated share by drug 

count 

Well below 1% by distinct drug family/grouping; no official NDC-

level percentage has been published. 
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Metric Finding 

CAH share of 2025 340B 

purchases 

Approximately 1.53% ($1.535 billion of $100.011 billion). 

CAH + RRC + SCH share Approximately 4.62% ($4.617 billion of $100.011 billion). 

Categorical rural/CAH 

exemption 

None. Only plan-specific exceptions may be proposed and 

approved. 

1. How Much of the 340B Drug Universe Is Included? 

The pilot is limited to NDC-11 package codes associated with the drugs selected under the Medicare 

Drug Price Negotiation Program for initial price applicability years 2026 and 2027. The first cycle 

includes 10 selected-drug groupings, and the second cycle includes 15, for a total of 25 groupings. 

CMS maintains a separate NDC-level file and updates it as package codes are added, removed, or 

become inapplicable. The pilot applies only while a selected drug is in its Medicare negotiated-price 

applicability period. 

A precise percentage of all 340B drugs cannot be calculated from the Federal Register notice alone. 

HRSA does not publish a denominator representing every active NDC-11 available through 340B, and 

the CMS selected-drug NDC file changes over time. The Medicaid Drug Rebate Program’s public 

drug-products dataset provides a quarterly snapshot of active NDCs reported by manufacturers, but an 

exact calculation would require matching that snapshot against the current CMS selected-drug NDC file 

on the same date. 

The most defensible conclusion is therefore that the pilot covers well below 1% of the 340B drug 

universe by distinct drug family or grouping. This is consistent with HRSA’s own statement that the 

selected products represent a small portion of overall 340B utilization relative to the total number of 

covered outpatient drugs. The percentage by NDC-11 could differ modestly because some selected-

drug groupings contain numerous strengths, dosage forms, and package sizes. 

References for Section 1 

1: HRSA, Notice Regarding 340B Rebate Model Pilot Program (pp. 41-42 and 58-59) 

2: CMS, Selected Drugs and Negotiated Prices 

3: CMS/Medicaid, Drug Products in the Medicaid Drug Rebate Program 

2. Why the Financial Exposure May Be Much Larger Than the Drug Count 

The selected drugs are not representative of an average drug. They were chosen because they are high-

expenditure, single-source products without generic or biosimilar competition. CMS reported that the 

10 drugs selected for 2026 accounted for $56.2 billion, or approximately 20%, of total Medicare Part D 

gross covered prescription drug costs in 2023. CMS reported that the 15 drugs selected for 2027 

accounted for $42.5 billion, or approximately 15%, of Part D gross covered prescription drug costs in 

2024. 

Those Medicare Part D percentages should not be treated as the percentage of 340B purchases affected. 

The patient population, dispensing channels, net prices, and product mix differ between Medicare Part 

D and 340B. They do, however, establish that a small number of selected products can account for a 

disproportionately large financial volume. HRSA’s 2025 340B purchase data show the same 

concentration effect: the top 10 drugs represented approximately 28.6% of total 340B spending, and 

specialty-channel products accounted for 61.9% of reported 340B purchases. 

https://public-inspection.federalregister.gov/2026-15633.pdf
https://www.cms.gov/initiatives/medicare-prescription-drug-affordability/overview/medicare-drug-price-negotiation-program/selected-drugs-negotiated-prices
https://data.medicaid.gov/dataset/0ad65fe5-3ad3-5d79-a3f9-7893ded7963a
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HRSA has not published an official estimate of the percentage of 340B purchases, discounts, or savings 

that will move to the rebate model. A July 2026 Forvis Mazars advisory, published before the final July 

31 notice, estimated that approximately 30% of 340B could be subject to the revised model. That 

estimate is useful as a directional warning but should not be treated as an official or validated 

percentage: the public article does not present the underlying methodology, and actual exposure will 

depend on which manufacturers apply, which plans HRSA approves, and the NDCs active during the 

pilot. 

The best current characterization is therefore: less than 1% by drug grouping, but potentially a double-

digit percentage by dollars for some covered entities. The entity-specific percentage could be especially 

high for providers whose retail or contract-pharmacy programs dispense large volumes of 

anticoagulants, diabetes drugs, cardiovascular drugs, respiratory therapies, or high-cost specialty 

products on the 2026 and 2027 lists. 

References for Section 2 

1: CMS, Negotiated Prices for Initial Price Applicability Year 2026 (pp. 1-2) 

2: CMS, Negotiated Prices for Initial Price Applicability Year 2027 (pp. 1-2) 

3: HRSA, 2025 340B Covered Entity Purchases 

4: Forvis Mazars, HRSA Takes Steps to Implement a 340B Rebate Model 

3. National Exposure of Rural and Critical Access Hospitals 

Using HRSA’s 2025 purchase data, Critical Access Hospitals purchased approximately $1.535 billion 

in 340B drugs, equal to about 1.53% of the $100.011 billion national total. Adding Rural Referral 

Centers and Sole Community Hospitals produces approximately $4.617 billion, or 4.62% of total 340B 

purchases. These figures indicate that the hospital categories most closely associated with rural care 

represent a relatively small share of national 340B purchasing. 

The 4.62% figure is not a precise measure of all rural hospital exposure. Some geographically rural 

hospitals participate as disproportionate share hospitals, and some Rural Referral Centers are located in 

urban ZIP codes or have been reclassified. The figure is best viewed as a measure of three statutory 

hospital categories rather than a complete rural-versus-urban split. 

An Avalere Health analysis prepared for the National Grange found that 41% of 340B hospitals were 

rural in 2023 and that 88% of rural 340B hospitals were Critical Access Hospitals. At the same time, 

rural hospitals accounted for under 3% of the total volume of hospital 340B drug claims in the analysis. 

These findings support two conclusions: rural providers are numerous in facility count, but their 

aggregate drug volume and national purchasing share are much smaller than those of large urban 

hospital systems. 

The same study found that 340B drug claims represented only a small share of all rural hospital claims 

but accounted for approximately three-quarters of rural hospital drug payments. That concentration 

means that changes affecting a limited group of high-cost drugs may still matter significantly to a rural 

hospital’s pharmacy economics even when its national market share is small. 

References for Section 3 

1: HRSA, 2025 340B Covered Entity Purchases 

2: Avalere Health for the National Grange, Analysis of 340B Program Impact on Rural Hospitals (pp. 5-8, 16 and 20-22) 

https://www.cms.gov/files/document/fact-sheet-negotiated-prices-initial-price-applicability-year-2026.pdf
https://www.cms.gov/files/document/fact-sheet-negotiated-prices-ipay-2027.pdf
https://www.hrsa.gov/opa/updates/2025-340b-covered-entity-purchases
https://www.forvismazars.us/forsights/2026/07/hrsa-takes-steps-to-implement-a-340b-rebate-model
https://www.hrsa.gov/opa/updates/2025-340b-covered-entity-purchases
https://growthzonecmsprodeastus.azureedge.net/sites/2383/2026/05/Analysis-of-340B-Program-Impact-on-Rural-Hospitals-1.pdf
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4. Why Some Rural Hospitals and CAHs Could Still Be Materially Affected 

The first two Medicare negotiation cycles consist entirely of Part D drugs. Accordingly, a rural 

hospital’s exposure will generally be driven more by its owned retail pharmacy, specialty-pharmacy 

activity, employee pharmacy, and contract-pharmacy arrangements than by traditional hospital-

administered Part B infusion volume. Hospitals with little retail or contract-pharmacy activity may 

experience limited direct exposure. Hospitals with active pharmacy networks and older populations 

may experience substantially more. 

Several selected drugs are widely used for conditions common in rural and Medicare populations, 

including Eliquis and Xarelto for anticoagulation; Jardiance and Farxiga for diabetes, heart failure, and 

chronic kidney disease; Entresto for heart failure; Ozempic, Rybelsus, and Wegovy for diabetes and 

obesity-related conditions; and Trelegy Ellipta and Breo Ellipta for asthma and chronic obstructive 

pulmonary disease. Because HRSA’s notice applies the rebate model regardless of payer or indication, 

relevant commercial, Medicaid, and other non-Medicare claims may also be included once a 

manufacturer and drug are approved. 

The most significant rural risk is likely to be liquidity and administrative capacity rather than national 

purchasing share. Covered entities would purchase the drug at the higher acquisition price, identify 

eligible 340B dispenses, submit claims-level data, reconcile payments and denials, and wait for the 

manufacturer rebate. HRSA acknowledged that rural providers emphasized cash-flow and liquidity 

risks and that financing costs may be disproportionately larger for smaller entities that lack inexpensive 

access to capital. 

Small hospitals also have fewer pharmacy, compliance, information-technology, and accounting 

personnel available to create and monitor a new rebate workflow. Even when the affected drug volume 

is modest, the fixed cost of implementation may be material. The 45-day claims-submission window 

and required manufacturer response period provide procedural protections, but they do not eliminate 

the need to finance the acquisition-price difference and maintain a reliable reconciliation process. 

References for Section 4 

1: HRSA, Notice Regarding 340B Rebate Model Pilot Program (pp. 14, 54-56 and 58-63) 

2: CMS, Selected Drugs and Negotiated Prices 

3: IQVIA, How Will a Rebate Model Impact Cash Flow in the 340B Drug Pricing Program? 

4: Avalere Health for the National Grange, Analysis of 340B Program Impact on Rural Hospitals (pp. 5-8 and 18-22) 

5. No Categorical Exemptions and Recommended Facility-Level Analysis 

The July 31 notice does not exempt Critical Access Hospitals, Rural Referral Centers, Sole Community 

Hospitals, Federally Qualified Health Centers, or other covered-entity categories. HRSA expressly 

rejected dividing or phasing the pilot by entity type, reasoning that the duplicate-discount and 

overlapping-pricing issues are drug-specific and arise whenever an included drug is dispensed by a 

covered entity. 

Manufacturer plans must state whether they will provide any exception that does not apply broadly to 

all covered entities. HRSA identifies entities without access to a third-party administrator and rural 

hospitals or health centers as examples. This provision creates an opportunity for targeted relief, but it 

is not a guaranteed exemption. The exception must be included in the manufacturer’s plan, approved by 

HRSA, and communicated to the affected covered entities. 

The most reliable way to determine whether a particular rural hospital or CAH will be materially 

affected is to run a claim-level and purchasing analysis for the 25 selected-drug groupings. The analysis 

https://public-inspection.federalregister.gov/2026-15633.pdf
https://www.cms.gov/initiatives/medicare-prescription-drug-affordability/overview/medicare-drug-price-negotiation-program/selected-drugs-negotiated-prices
https://www.iqvia.com/locations/united-states/library/fact-sheets/how-will-a-rebate-model-impact-cash-flow-in-the-340b-drug-pricing-program
https://growthzonecmsprodeastus.azureedge.net/sites/2383/2026/05/Analysis-of-340B-Program-Impact-on-Rural-Hospitals-1.pdf
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should identify annual prescriptions and units, 340B acquisition cost, WAC or other replacement 

acquisition cost, expected rebate amount, days of cash outstanding, contract-pharmacy concentration, 

denial risk, and the staff or vendor cost required to submit and reconcile claims. 

Overall assessment: the pilot is unlikely to represent a large percentage of aggregate CAH purchasing 

nationwide, but it could materially affect individual rural hospitals with significant retail or contract-

pharmacy volume in the selected chronic-disease drugs. The burden is likely to be most pronounced 

where a hospital has limited liquidity, depends heavily on 340B margin to support local services, or 

lacks an established third-party administrator capable of managing rebate claims. 

References for Section 5 

1: HRSA, Notice Regarding 340B Rebate Model Pilot Program (pp. 54-60) 

2: HRSA, 2025 340B Covered Entity Purchases 

Important limitation: As of August 2, 2026, manufacturer applications were not due until August 24, 

2026, and HRSA had not yet approved participating plans. The actual number of drugs, manufacturers, 

transactions, and covered-entity exceptions cannot be known until HRSA publishes the approved plans. 

https://public-inspection.federalregister.gov/2026-15633.pdf
https://www.hrsa.gov/opa/updates/2025-340b-covered-entity-purchases
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