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December 3, 2025 
 
TO:    MHDO Board of Directors & MHDO Interested Parties 
 
FROM:  Karynlee Harrington, Executive Director 
 
RE:   Proposed changes to 90-590 Chapter 340: Uniform Reporting System for 

Reporting 340B Drug Program Data Sets  

 

Earlier this summer, the Health Resources and Services Administration (HRSA) announced the 
availability of a voluntary 340B Rebate Model Pilot Program for drugs on the CMS Medicare 
Drug Price Negotiation Selected Drug List for the year 2026 from qualifying manufacturers 
meeting specific criteria. Attached to this memo is a list of the manufacturers and the selected 
drugs that have been approved by HRSA for participation in the pilot effective January 1, 2026. 

Unfortunately, information regarding the implementation of the model pilot program was not 
available at the time the proposed changes to Rule Ch 340 were drafted.  As a result, data 
elements and definitions specific to the rebate model pilot program that are now known to be 
needed to capture the accurate acquisition costs of these drugs were initially omitted. 

I will submit the following proposed changes to Chapter 340 to the Board during the 10-day 
comment period. In the meantime, I wanted to bring this issue to the attention of the MHDO 
Board of Directors and the interested parties so that they have an opportunity to respond 
accordingly during the comment period.   

Proposed Changes Specific to 340B Rebate Model Pilot Program: 

1. Definitions 
Add the following definitions: 

340B Rebate Model Pilot Program.  “340B Rebate Model Pilot Program” means a 
rebate program introduced by the Health Resources and Services Administration 
(HRSA) under which 340B Entities purchase specific 340B Drugs through their current 
340B wholesaler account based on the WAC price provided by the manufacturer and 
are later provided a manufacturer rebate after the drug is dispensed or administered 
to an eligible 340B patient. 
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Payable.  “Payable” means a payment amount accrued to be paid to another party. 

Receivable.  “Receivable” means a payment amount accrued to be received from 
another party. 

 
2. Part 2. a, c & e:  

Add the following new data elements with definitions: 

Total 340B Rebate 
Receivable Amount 

The aggregated rebate receivable amount accrued by the 
Hospital during the previous fiscal year related to the 
dispensing or administration of 340B drugs. 

Total 340B Rebate 
Payable Amount 

The aggregated rebate payable amount accrued by the 
Hospital during the previous fiscal year related to the 
dispensing or administration of 340B drugs. 

 

 

Thank you in advance for your consideration of these additional data elements that will help to 
align 340B reporting in Maine with the most current implementation of the program at the 
federal level.   
 
 
 
 
 
Karynlee Harrington 
Executive Director 
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340B Rebate Model Pilot Program 

Source: Health Resources & Services Administration, https://www.hrsa.gov/opa/340b-model-pilot-program 

The 340B Rebate Model Pilot Program consists of a selected group of drugs of manufacturers who have 
submitted plans meeting specific criteria that HRSA has approved. The Pilot Program will help to inform the 
development of a process for approving future models that are consistent with the 340B statute and the 
Administration’s goals. For more details on the Pilot Program, please visit the 340B Program Notice: 
Application Process for the 340B Rebate Model Pilot Program Federal Register Notice and the HRSA press 
release.  

The following plans have been approved by OPA for participation in the 340B Rebate Model Pilot Program. 
These plans all met the requirements as stated in the Federal Register Notice. The plans summarized below 
apply to all covered entity types.  

Manufacturer Selected Drug Name Contact email IT platform Start date 
Bristol Myers Squibb  ELIQUIS  Linda.kamin@bms.com Beacon platform  1/1/2026 
Immunex Corporation  ENBREL  340BRelations@amgen.com  Beacon platform  1/1/2026 
Astra Zeneca AB  FARXIGA 340B@astrazeneca.com  Beacon platform  1/1/2026 
Pharmacyclics  IMBRUVICA  340Brebatemodel@abbvie.com Beacon platform  1/1/2026 
Merck Sharp Dohme  JANUVIA  340Brebate@merck.com Beacon platform  1/1/2026 
Boehringer Ingelheim  JARDIANCE  340brebatemodel.rdg@boehringe

r-ingelheim.com 

Beacon platform  1/1/2026 

Novo Nordisk Inc.  NOVOLOG; NOVOLOG 
FLEXPEN; NOVOLOG 
PENFILL; FIASP; FIASP 
FLEXTOUCH; FIASP 
PENFILL  

340binfo@novonordisk.com Beacon platform  1/1/2026 

Janssen Biotech, Inc.  STELARA  340B_JJHCS@its.jnj.com Beacon platform  1/1/2026 
Janssen 
Pharmaceuticals, Inc. 

XARELTO  340B_JJHCS@its.jnj.com Beacon platform  1/1/2026 

Novartis 
Pharmaceuticals 
Corporation 

ENTRESTO Novartis.340B@Novartis.com Beacon platform  4/1/2026 

Under the 340B Rebate Model Pilot Program, covered entities must continue to make purchases through their 
340B wholesaler account and must ensure they are only requesting rebates on the above drugs after a 
purchase is made. These purchases must be made for eligible 340B patients in accordance with the 340B 
statute. Manufacturers should work with their distributor partners to ensure the WAC price is loaded in the 
340B wholesaler account where purchases will be made by covered entities to then obtain a rebate.   

Manufacturers should subsequently work with their distributors to obtain necessary data from the 340B 
wholesaler account to monitor purchases in that account. Covered entities and manufacturers should 
maintain auditable records for purchases made subject to the 340B Rebate Model Pilot Program. HRSA will 
continue to audit both covered entities and manufacturers to ensure compliance with statutory requirements. 
All approved manufacturer plans will issue rebates based at the unit level. 
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