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August 18, 2026

The Honorable Bill Cassidy, MD

U.S. Senate Health, Education, Labor, and Pensions Committee
428 Senate Dirksen Office Building

Washington, DC 20510

Submitted electronically to 340bforpatients@help.senate.gov

RE: 340B Drug Pricing Integrity and Affordability for Patients Act Discussion
Draft

Senator Cassidy and members of the Committee,

The Coalition of State Rheumatology Organizations (CSRO) appreciates the
opportunity to provide feedback on the 340B Drug Pricing Integrity and Affordability
for Patients Act Discussion Draft. CSRO serves the practicing rheumatologist and is
comprised of over 40 state and regional professional rheumatology societies
nationwide whose mission is to advocate for excellence in the field of rheumatology,
ensuring access to the highest quality of care for the management of rheumatologic
and musculoskeletal disease.

Rheumatologic diseases, such as rheumatoid arthritis, psoriatic arthritis and lupus, are
systemic and incurable, but innovations in medicine over the last several decades have
enabled rheumatologists to better manage these conditions. With access to the right
treatment early in the disease, patients can generally delay or even avoid damage to
their bones and joints, as well as reduce reliance on pain medications and other
ancillary services, thus improving their quality of life.

The 340B program plays a crucial role in ensuring vulnerable, underserved, low-
income and uninsured patients have access to care by requiring prescription drug
manufacturers to provide discounted medications to safety-net hospitals and
community health centers serving vulnerable communities. Federal grantees,
including FQHCs and Ryan White grantees, serve some of this country’s most
vulnerable patients, often time at little to no charge to the patient. Many of these
organizations have historically reinvested their 340B savings back into patient care,
including subsidized uncompensated care, dispensing free or low-cost medications,
offering patients transportation, and providing patient educational services.

However, over the past three decades, the program has grown greatly, demonstrating
weaknesses in its implementation and execution. These weaknesses fail to
consistently serve patients in need and compromise the ability of providers outside
the 340B program to continue offering essential care in the community.
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SEC. 2. REBATE CONDITIONS.

Rebate Model

There has been a lot of debate recently around viable avenues to improve transparency and accountability
within the existing confines of the law. One method fiercely debated is the use of a retrospective rebate
model, by which disproportionate share hospitals would purchase drugs at the ceiling price and then
submit a rebate request to the manufacture when the drug is distributed within the 340B program. The
proposed draft would statutorily permit manufactures to make the ceiling price available through
retrospective rebates that the manufacturer must pay within 10 days.

CSRO supports the rebate model and believes many of the counter arguments lack merit, such as the
concept that retrospective rebates would produce retrospective windfalls. Instead, CSRO believes that if
the patient’s cost sharing was calculated before the 340B rebate was received, the covered entity should
have to reconcile the patient's obligation and refund or credit any excess amount. Furthermore, the patient
benefit should apply to physician-administered medications as well as self-administered drugs.

Furthermore, the patient benefit should be traceable through claims data. When a hospital initially
purchases a biologic at a higher acquisition price and later receives the 340B rebate, the patient pays
coinsurance based on the much higher acquisition amount while the covered entity subsequently captures
the 340B savings. This is clearly not in the best interest of the patient and we encourage the Committee
to consider opportunities to address patient cost-sharing based on 340B pricing when the drug is acquired
through the program. Ultimately, claims data should serve integrity purposes — such as preventing
duplicative discounts or diversion — and verifying that required patient affordability protections actually
reached the patient as outlined in this draft.

SEC. 4. ADDITIONAL DEFINITIONS.

Patient Definition

The 340B Drug Pricing Program was created with a noble mission — to ensure that underserved, low-income
and uninsured patients receive the medications they need at little to no cost. This was to ensure that
vulnerable patients can better adhere to their prescribed medications and improve the healthcare of patients
who may otherwise be unable to afford their medications.

However, the focus of the original law was on the facility, not on the patient. Therefore, HRSA does not
define a 340B eligible patient beyond the patient’s relationship with the covered entity. The patient must:
e have an established relationship with the covered entity through documented health records
e receive services from a health care professional who is employed or contracted by the covered
entity
e receive care from the covered entity for services for which grant funding or FQHC look-alike
status has been provided (Disproportionate share hospitals are exempt from this requirement)

CSRO appreciates that the 340B for Patients Act further defines patient to incorporate timelines for care.
We believe a direct relationship with a prescriber at the 340B covered entity is an integral part of the
program’s integrity.

SEC. 5. CONTRACT PHARMACIES.

Contract Pharmacy Expansion

The unfettered growth of the 340B program is a direct result voluminous contract pharmacy expansion,
which has occurred without any oversight to ensure that underserved patients actually receive discounted
medications from the contract pharmacies associated with disproportionate share hospitals (DSHs).



According to a 2018 U.S. Government Accountability Office (GAO) report, the number of pharmacies that
contract with 340B entities has increased “more than fifteen-fold” since the 2010 guidance that allows for
an unlimited number of contracts.' Initially these contract pharmacies were primarily located in the same
communities as the covered entity. However, GAO reported that contract pharmacies are located between
0-5,000 miles away from their associated covered entity. '

More than half of all U.S. pharmacy locations act as a contract pharmacy for a covered entity participating
in the 340B program.ii CVS Health, Walgreens, Cigna (via Express Scripts), UnitedHealth (via OptumRx),
and Walmart — all publicly traded, vertically integrated subsidiaries of pharmacy benefit managers (PBMs)
— account for 75% of all contract pharmacy relationships with 340B covered entities.” These pharmacies
are all top Fortune 30¥ companies, profiting off of underserved patients through their 340B business
arrangements. Clearly, access to contract pharmacies is not what is limiting patient access to 340B
medications, and instead the program has only allowed large PBMs to continue to profit from these broken
aspects of the system.

Healthcare Consolidation

The Health Resources and Services Administration (HRSA) allows 340B covered entities to register their
off-campus outpatient facilities, or child sites, under their 340B designation. Covered entities, such as
hospitals and their off-campus facilities, have a competitive advantage as they can purchase drugs at a 20-
50% discount through their 340B status. Covered entities acquire drugs at the 340B price, while imposing
markups on the reimbursement they submit to commercial health plans. It’s therefore unsurprising that the
Congressional Budget Office found that the number of hospitals with at least one-offsite outpatient clinic
increased from 50 to 76% between 2013-2021."

According to a study in the New England Journal of Medicine, after accounting for drug, patient, and
geographic factors, price markups at 340B eligible hospitals were 6.59 times as high as those in independent
physician practices." In this study, 340B eligible hospitals earned $650.24 more per drug unit than
independent physician practices. This may also have the unintended consequence of exacerbating
government healthcare spending.

The additional revenue these covered entities can pocket provides them with a cash flow advantage that
physician practices and outpatient clinics will never be able to actualize. These child site clinics compete
with independent community practice rheumatologists and oncologists, who prescribe many of the
expensive medications available to 340B DSH, and eventually run them out of business. This uneven
playing field may make rheumatology practices more susceptible to hospital acquisitions. In fact, between
2016-2022, large 340B hospitals were responsible for approximately 80% of hospital acquisitions. i

This consolidation was also recognized in a 2025 Congressional Budget Office report, which found that the
acquisition or establishment of off-site clinics by hospital systems increased between 2010-2021, in some
studies by as much as 20 percentage points.™ The 340B program has encouraged large healthcare systems
that prescribe expensive 340B eligible medications to acquire physician practices, such as rheumatology
and oncology. These acquisitions threaten the viability of rheumatology practices across the United States.
We are concerned that if the program continues to grow without accountability to patients, then it could
lead to greater healthcare consolidation throughout the country, jeopardizing the viability of rheumatology
practices and leading to increased costs for patients and the healthcare system in general.

Establishing Limitations on Contract Pharmacies

CSRO was encouraged to see that the 340B for Patients Act provides guardrails for contract pharmacies
and ensure these organizations operate within the original intent of the law. We strongly support parameters
that restrict hospitals classified under (A)(4)(L), free standing cancer hospitals (M), and rural referral
centers (O) from entering into more than five contract pharmacy agreements. We are also encouraged to



see that these five locations would need to be located in the service area of the covered entity and would
not be able to dispense 340B drugs through a mail order pharmacy. We believe these requirements will
help address some of our concerns highlighted above on contract pharmacy expansion and healthcare
consolidation.

SEC. 6. TRANSPARENCY.

Many advocates for reform have highlighted the lack of transparency and oversight over the program.
Covered entities claim that the program’s growth is an essential tool in providing uncompensated care to
millions of uninsured Americans. Advocates have called for confirmation that the intended patient
populations actually receive the discounted drugs that are intended for them.

Increased transparency and oversight of the 340B program could improve the program’s integrity, ensuring
patients in need receive these discounted medications, while curbing hospital systems’ unfair advantage
over non-340B physician practices. According to GAO, as of 2018, HRSA only audited 200 entities per
year, or approximately 1.6% of all covered entities.* A 2017 HRSA report confirmed noncompliance for
covered entities was between 63-82%. Noncompliance includes flawed recordkeeping on 340B program
eligibility, duplicate discounting and diversion of 340B product. Shockingly, HRSA generally relies on
covered entities to self-attest that all violations have been addressed and does not require evidence that
corrective action has been taken X

Currently, covered entities are not required to report their 340B revenue, how 340B revenue is used, or
confirm the volume of uncompensated care offered by the covered entity. The New York Times,*! The
Washington Post, The Wall Street Journal®¥ and STAT News*! have recently documented how 340B
disproportionate share hospitals are not reinvesting savings in underserved communities, but instead
diverting those funds to more lucrative healthcare markets in affluent suburbs. The Minnesota Department
of Health reported that the state’s covered entities generated a collective net 340B revenue of at least $1.34
billion in 2024, which they acknowledge is likely undercounted because of the lack of data on office-
administered drugs.® Reporting on these areas would promote trust and accountability within the 340B
program, ensuring patients are the beneficiaries of 340B instead of covered entities.

CSRO strongly supports provisions in Section 6 that require Disproportionate Share Hospitals to report to
the Secretary on each covered entity and child site, including the margin generated on covered out-patient
drugs, statistical information about patients served, the total costs incurred for charity care and the use of
margin generated on covered outpatient drugs.

SEC. 7. ENSURING AFFORDABILITY.

Many of the medications available in rheumatology are expensive biologic agents. As such, rheumatologists
are keenly aware of the rising out-of-pocket cost burdens on our patients. All too often, these burdens are
prohibitive and result in patients rationing their medications or abandoning treatment altogether. When
faced with these high out-of-pocket costs, many patients may abandon their treatment plan, forcing stable
patients to discontinue their treatments. This can result in disease progression, flare-ups, increased steroid
use, and even loss of effectiveness of their original therapy if eventually restarted. Managing the results
from non-adherence to their medication requires the use of substantially more resources than allowing for
continuity of care from the start.*"ili

340B was intended to help patients gain access to more affordable medications, yet in practice we do not
always see the mission of the program carried out by the covered entities involved. We therefore appreciate
the 3408 for Patients Act’s inclusion of affordability measures that will minimize patient’s out-of-pocket



expenses. Requiring disproportionate share hospitals to establish a sliding fee scale to pass through 340B
discounts directly to patients could make a real difference for patients who have found themselves paying
large sums even when the covered entity has paid pennies for the medication. Limiting the patient’s
maximum out-of-pocket obligation applies much needed limits to the patient’s financial liability for their
medication.

SEC. 8. HOSPITAL CHILD SITES.

As highlighted previously, child site clinics compete with independent community physician practices,
including rheumatologists and oncologists, who prescribe many of the expensive medications available to
340B disproportionate share hospitals. These practices are seldom eligible for 340B status and this uneven
playing field in medication acquisition cost may make rheumatology practices more susceptible to hospital
consolidation. Therefore, CSRO supports the inclusion of guardrails that will reign in the rampant
expansion of off-campus outpatient facilities, including adhering to charity care and sliding fee scale
policies and located within an area with a shortage of personal health services. By allowing only child sites
that meet these parameters to purchase 340B drugs and restriction transfers of drugs to other locations, the
340B for Patients Act establishes some necessary protections to help limit the rampant expansion of 340B
that jeopardizes the viability of independent community physician practices.

eskosk

CSRO believes that the 340B Drug Pricing Program was created with a noble mission — to ensure that
underserved, low-income and uninsured patients receive the medications they need at little to no cost.
However, to ensure the program’s success, it’s imperative for the mission to be realigned to prioritize the
patient and establish greater transparency and accountability. We thank you for your consideration and are
happy to further detail our comments to the Committee upon request.

Respectfully,
’ Grdoid! VAL e 0 _mmonn
Forpe (/7 oot /
Aaron Broadwell, MD, FACR Madelaine A. Feldman, MD, FACR
President VP, Advocacy & Government Affairs
Board of Directors Board of Directors
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