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The Senate 340B Working Group may soon introduce a bipartisan bill to rein in operational issues and 

covered entity practices that appear to be pulling the 340B drug discount program away from its mission 

to provide affordable medications to low-income, rural and otherwise underserved communities, Senate 

health committee chair Bill Cassidy (R-LA) said Thursday (Oct. 23) during the committee’s second 

hearing on the program this year. 

 

Cassidy said he is eager for Congress to pass 340B reforms that would establish clear guidelines to 

ensure eligible patients directly benefit from the program, require reporting on how entities use 340B 

revenue, and examine the role of the for-profit middlemen that help to administer the program to make 

sure their fees are not further disadvantaging patients. These are just a few of the policies the senator 

recommended earlier this year following the release of a report on his years-long investigation into the 

growth of the program. 

 

“It appears the significant growth of the 340B program has become a means for some to pad bottom 

lines, but with little focus on affordability for the family, or for the employer who is helping to pay for their 

insurance. Angus King once said there is no silver bullet for reducing drug costs but there is a silver 

buckshot. Maybe reforming 340B is part of our silver buckshot,” Cassidy said at the top of the hearing 

Thursday. 

 

The Government Accountability Office (GAO) has produced several reports and made 20 

recommendations since 2011 to ensure the Health Resources and Services Administration (HRSA) better 

oversees covered entity eligibility and program compliance. GAO Director of Health Care Michelle 

Rosenberg testified before lawmakers Thursday, urging policymakers to implement more if not all of the 

GAO’s recommendations than the five HRSA has already implemented. 

 

Rosenberg noted that weaknesses in the 340B program have persisted despite HRSA’s efforts to 

improve its oversight. 

 



The agency switched to conducting audits of covered entities in 2012 and no longer leaving covered 

entities and participating drug manufacturers to police their own actions. But Rosenberg said HRSA’s 

oversight processes still do not provide reasonable assurance that participating 340B hospitals are 

meeting eligibility requirements. 

 

According to Rosenberg, the agency has not ensured it has reliable data to determine if participating 

hospitals are non-profits, a key eligibility requirement. HRSA has also not verified that non-governmental 

hospitals, which comprise two thirds of the hospitals participating in the program, have a contract with the 

state or local government to provide services to low-income individuals not eligible for Medicare or 

Medicaid, which is required by law, she added. 

 

Rosenberg also said that while HRSA permits covered entities to use as many contract pharmacies as 

they feel is necessary to dispense 340B drugs -- an issue which has led multiple drug companies to 

employ contract pharmacy restrictions since 2020 -- HRSA has not clearly articulated how covered 

entities are supposed to oversee contract pharmacies to prevent duplicate discounts and diversions. 

“GAO has 15 open recommendations to HRSA to address these and other weaknesses. While HRSA 

concurred with many of these recommendations, the agency has told us that it does not believe it has 

appropriate enforcement capability, and that it needs regulatory authority from Congress to implement 

many of them,” Rosenberg told lawmakers. “Furthermore, as a result of legal challenges, HRSA now only 

issues audit findings for clear and direct statutory violations. This limits the issuance of findings, including 

those related to the diversion of drugs to ineligible individuals and oversight of contract pharmacies, as 

the 340B statute does not provide criteria for determining patient eligibility and does not address contract 

pharmacy use.” 

 

Rosenberg said federal oversight needs to catch up to the growth of the 340B program if the program is 

to operate as Congress intended. 

 

The Congressional Budget Office (CBO) also testified before the committee Thursday. In September, 

CBO released a report that found the program encourages behaviors that have led to a significant 

increase in federal spending because it incentivizes the prescription of more and higher-priced drugs, the 

expansion of services, and the consolidation of hospitals and off-site clinics -- findings the chief of the 

nonpartisan agency’s Health Policy Studies Unit, Aditi Sen, reiterated throughout the hearing. 

 

CBO found that because 340B facilities generate net revenue when they dispense drugs purchased 

through the program, facilities are incentivized to prescribe more drugs and to shift prescriptions to drugs 

for which the difference between the insurance rate and the 340B discounted price is large. The increase 



in prescription volume often results in higher spending on drugs by federal payers and larger federal 

subsidies for insurance premiums. Other critical behaviors within the 340B program that contribute to 

increased government drug spending include drug companies reducing the rebates they provide for 340B 

drugs and covered entities such as 340B hospitals expanding upon the services they offer, the report 

found. 

 

CBO could not quantify the extent to which each factor contributed to the rise of 340B spending from 

2010 through 2021, but vertical integration was determined to be the most significant contributing factor. 

CBO cannot make policy recommendations, but Sen told lawmakers the agency is open to evaluating the 

budgetary impact of any legislative proposals aimed at resolving the misaligned incentives highlighted in 

the report. 

 

Despite widespread bipartisan support for reforming the 340B program, Sens. Tommy Tuberville 

(R-AL) and Susan Collins (R-ME) were among the few who showed wariness to making any changes 

that could have a negative impact on rural 340B hospitals and clinics. 

 

Tuberville said he would rather see the program expanded upon and expressed concern that reforming 

the 340B program could eliminate essential services like mental health and substance abuse treatments, 

and force rural patients to seek care from hospitals that are already struggling to operate. Tuberville also 

said reform efforts should be directed at the covered entities, namely hospital systems, most often 

accused of being “flush with cash” and not at all entities, including rural hospitals that are not misusing the 

340B revenues they receive. 

 

University of California-Los Angeles Physician and Health Policy Researcher William Feldman echoed 

similar concerns and called for lawmakers to consider a targeted approach in reforming the 340B 

program, while he agreed reforms are necessary. 

 

Feldman noted that three pillars of the Senate 340B working group’s ongoing efforts to introduce 340B 

legislation include the group’s interest in increasing transparency of how 340B revenue is generated and 

how it is spent, providing more funding for HRSA to conduct audits by way either user fees or direct 

appropriations, and limiting the number of child sites and contract pharmacies covered entities can use to 

administer the program. Feldman also urged lawmakers to consider placing restrictions on aggressive 

debt collection standards for community benefit spending and offering more assistance to help patients 

with out-of-pocket costs. 

 



“These reforms, if carefully targeted and implemented, could improve 340B without compromising the 

ability of community health centers and safety-net hospitals to provide care,” Feldman said. “Ill-crafted 

reforms could jeopardize facilities that depend on 340B for their function and even their survival.” 

The 340B working group first released a discussion draft for the Supporting Underserved and 

Strengthening Transparency, Accountability, and Integrity Now and for the Future of (SUSTAIN) 340B Act 

in 2024. The draft considered numerous policy proposals meant to address concerns from multiple 

stakeholders. These proposals included establishing an official definition for what a 340B patient is, 

prohibiting contract pharmacy restrictions imposed by drug companies and requiring that off-site facilities 

be wholly owned and completely integrated with the operations of a 340B-covered entity before program 

participation, among several other proposals. 

 

The previous working group received comments with suggestions for what to include in the SUSTAIN 

340B Act, but a final bill has yet to be introduced. 

 

There was also discussion of the administration’s upcoming 340B rebate pilot program, set to 

launch in January, that will permit participating drug companies to provide rebates to covered entities 

after the purchase of 340B drugs at list price instead of providing traditional upfront discounts on the 

drugs. Hospitals and community health centers have expressed concerns about the additional operational 

tasks and financial costs they will face if HRSA implements the program without ensuring guardrails are in 

place. 

 

Sen. Tammy Baldwin (D-WI) noted that hospitals and community health centers across Wisconsin say the 

340B rebate model would be disruptive to their finances and threaten their ability to continue to provide 

their current level of care and services, and rural WI hospitals and that they would struggle with millions 

more in additional upfront costs. 

 

“I worry about this model for a couple of reasons. One . . . some institutions may not have the cash to 

make that payment up front,” Feldman said on the rebate model. “The second is that it puts the 

pharmaceutical industry in control of determining which rebates to give.” 

 

Feldman told lawmakers that establishing a third-party clearinghouse would be preferable to resolve any 

issues with discounts. This clearinghouse policy was included in the SUSTAIN 340B discussion draft, in 

which the HHS secretary would be directed to contract with an independent, third-party entity to act as a 

national clearinghouse to prevent duplicate discounts between the 340B program and Medicaid. The 

clearinghouse would request and receive claims-level rebate file data from state Medicaid agencies and 



covered entities, and covered entities would have to pay back drug companies in the event a discount for 

a drug is found to be a duplicate. 

 

Hospitals remain at odds with several of the 340B reforms policymakers are floating. The American 

Hospital Association (AHA) and other hospital groups maintain that hospitals use 340B savings in many 

ways to advance access to care for the communities they serve, such as to provide free or discounted 

medicines, provide financial assistance to patients unable to afford their care, provide clinical pharmacy 

services or establish additional clinics to meet community needs. 

 

AHA says the 340B program as it stands has also been a critical support for participating hospitals to 

defray the rising cost of drugs. 

 

AHA said in a statement on the Senate health committee hearing Thursday that accusations the 340B 

program has grown out of control,” or that the program is a key contributor to hospital acquisitions of 

physician practices, are not based on real evidence. The hospital lobby says the CBO’s report on 340B 

program growth and federal spending draws broad, unsubstantiated conclusions about the 340B 

program. 

 

“Ultimately, these unsupported allegations about the growth and impact of the 340B program have 

become the basis for repeated attempts to scale back the program at the expense of Americans 

nationwide. These misimpressions in the public narrative have undergirded efforts to fundamentally 

change how 340B hospitals access 340B discounted pricing from an upfront discount to a back-end 

rebate and impose arbitrary restrictions on accessing 340B pricing through partnerships between 340B 

hospitals and community pharmacies,” AHA said.” If allowed, these changes to the program would delay 

access to medications, increase administrative costs, and undermine the financial stability of the hospitals 

that the program is meant to assist.” 

 

On the other hand, AIR340B, a coalition of patient advocacy groups, clinical care providers and drug 

manufacturers, and other advocates for 340B reform praise lawmakers for considering reforms. 

“For too long, the program has operated without meaningful accountability and transparency, effectively 

functioning as a hidden tax on everyone in the health care system,” AIR340B said Thursday. “This 

hearing marks a meaningful milestone towards much-needed reform.” -- Gabrielle 

Wanneh (gwanneh@iwpnews.com) 
  


