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The Health Resources and Services Administration (HRSA) faces a key deadline 

today to approve drugmakers’ 340B rebate pilot proposals—but uncertainty over 

staff furloughs and new federal layoffs has cast doubt on whether the agency will 

meet it. 

 

HRSA’s controversial 340B rebate pilot, which would allow manufacturers to offer 

post-purchase rebates instead of upfront 340B discounts for 10 drugs, is set to 

launch Jan. 1, 2026. Any delay in HRSA’s Oct. 15 deadline to approve drugmaker 

proposals could jeopardize that timeline, as the agency’s pilot requires at least 60 

days’ notice to covered entities before implementation. 

  

Nearly half of HRSA’s workforce remains furloughed due to the ongoing 

government shutdown, and the agency has not said whether work on its rebate 

pilot has continued. The Department of Health and Human Services (HHS) 

disclosed plans to fire an additional 982 employees in an Oct. 14 court filing, and 

the publication NOTUS reported that 99 of those layoffs were at HRSA. 

  

HRSA’s Office of Pharmacy Affairs (OPA), which oversees the 340B program, had 

21 full-time employees heading into the 2025 fiscal year. It is unclear how many of 

those employees have been affected by furloughs or layoffs within HRSA. 

  

Multiple sources told 340B Report they do not expect HRSA to issue 340B rebate 

approvals by today’s deadline due to the ongoing shutdown, though they did not 

have direct knowledge of the agency’s internal process. HRSA did not respond to a 

request for comment. 

  

Timeline for HRSA’s Rebate Pilot at Risk 

  

Under HRSA’s rebate pilot, manufacturers of the first 10 drugs subject to the 

Inflation Reduction Act’s (IRA) Medicare drug price negotiations can apply to 

implement a 340B rebate if they meet the agency’s criteria. HRSA specified that 

drugmakers “should allow for 60 calendar days’ notice to covered entities and 

other impacted stakeholders before implementation of a rebate model, with 

instructions for registering for any IT platforms." 

  



That requirement means manufacturers must notify providers of their rebate 

implementation plans by Nov. 2. Therefore, even a short delay in issuing approvals 

beyond the Oct. 15 deadline would make it difficult for HRSA to keep its planned 

Jan. 1, 2026 start date. 

  

Experts previously told 340B Report that the 340B rebate pilot’s connection to the 

IRA could mean HRSA has classified rebate implementation as “excepted” work, 

allowing limited staff to continue operations during the shutdown. The Centers for 

Medicare and Medicaid Services (CMS) exempted IRA-related staff in its 

contingency plan, though HRSA has not publicly stated whether it did the same. 

  

Still, a politically charged message on OPA’s website appeared to confirm the 

shutdown had impacted 340B operations. 

  

“Due to the Democrat-led shutdown, HRSA’s Office of Pharmacy Affairs staff will 

be unavailable until further notice,” the notice stated. 

  

Further, it said the Office of Pharmacy Affairs Information System (OPAIS) would 

remain online and accept covered entity and contract pharmacy registrations 

during the Oct. 1–15 open registration period, as well as change and termination 

requests. However, it said HRSA staff “will not be available to process the 

registrations or provide technical assistance.” 

  

Sources told 340B Report that 340B program audits are continuing despite the 

shutdown. Audits are conducted by the federal contractor, Bizzell US., formerly the 

Bizzell Group. Apexus, the 340B prime vendor, also remains operational. 

  

Ongoing 340B Rebate Debate  

  

Even without delays, provider groups have strongly criticized HRSA’s pilot 

proposal, arguing that its compressed timeline leaves covered entities little time to 

prepare for a major program shift they say would place significant financial and 

operational burdens. Provider groups have also urged HRSA to delay or abandon 

the pilot altogether. 

  

A bipartisan group of 163 U.S. House members also signed a Sept. 8 letter urging 

HHS to abandon the 340B rebate pilot. 

  

Meanwhile, the drug industry has argued that the rebate pilot must launch on 
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schedule to align with the start of the IRA’s drug price negotiation program in 2026. 

They’ve contended that a rebate model is necessary to prevent duplicate discounts 

where manufacturers pay both a 340B discount and a Medicare negotiated 

“maximum fair price” for the same drug. 

  

Other Federal Health Operations Disrupted 

  

The uncertainty over HRSA’s 340B rebate pilot comes amid growing turmoil across 

federal health agencies as the shutdown continues without any clear resolution. 

  

Politico reported Oct. 14 that hospitals have begun withdrawing from the Acute 

Hospital Care at Home program—which allows certain patients to receive hospital-

level care at home—because Congress has not extended its authorization amid 

the shutdown. Meanwhile, The New York Times reported Oct. 11 that the Trump 

administration moved to rescind the mistaken layoffs of hundreds of scientists at 

the Centers for Disease Control and Prevention (CDC), including senior leaders of 

its measles and Ebola response teams. 

  

The shutdown itself has been driven largely by partisan disputes in Congress over 

health care and whether to extend enhanced Affordable Care Act subsidies for 

individuals. Democrats have pushed to keep the subsidies in place to prevent 

premium spikes, while Republicans have sought to maintain current funding levels 

and said they would negotiate health care matters such as the subsidies at a later 

date. 
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