
 

August 28, 2026 

 

The Honorable Bill Cassidy, MD 

Chair 

Senate Committee on Health, Education, Labor, and Pensions 

455 Dirksen Senate Office Building 

Washington, DC 20510 

 

Dear Dr. Cassidy: 

On behalf of the AAMC,1 thank you for the opportunity to provide comments on your recent 

discussion draft legislation, the 340B Drug Pricing Integrity and Affordability for Patients (340B 

for Patients) Act. We appreciate your continued interest in the 340B program and look forward to 

working with you on policy solutions to ensure that the program continues to serve covered 

entities and the patients and communities who rely upon them for care.  

The 340B program is critical to academic health systems and the patients and communities they 

serve. AAMC-member 340B hospitals are a vital part of the nation’s health care safety net, 

ensuring access to cutting-edge technology, research, and health expertise for their patients. 

Nearly 90 percent of AAMC-member short-term non-federal teaching hospitals are 340B-eligible 

and provide highly specialized health care services that are often unavailable in other settings, 

including oncology services, transplant surgery, trauma care, pediatric specialty care, and 

treatment for rare and complex conditions. For example, AAMC member teaching hospitals 

comprise 100 percent of all National Cancer Institute (NCI)-designated comprehensive cancer 

centers, 68 percent of all burn unit beds, 56 percent of all level-one trauma centers, and 65 

percent of pediatric ICU beds.2 AAMC member institutions share a common mission to care for 

the underserved, making life-saving health care services available to all patients, regardless of 

their ability to pay. This commitment to high-quality care, regardless of a patient’s insurance 

coverage or socioeconomic status, can create significant financial challenges. Savings from the 

340B program help our members navigate these challenges, supporting their ability to maintain, 

improve, and expand access to care for their patients. These savings are critical in allowing 340B 

hospitals to improve the health of their communities, whether by supporting medication access 

 
1 Established in 1876, the AAMC is a nonprofit association dedicated to improving the health of people everywhere 

through medical education, clinical care, biomedical research, and community collaborations. Its members are all 

163 U.S. medical schools accredited by the Liaison Committee on Medical Education; 11 Canadian medical schools 

accredited by the Committee on Accreditation of Canadian Medical Schools; more than 400 academic health 

systems and teaching hospitals; and more than 70 academic societies. The AAMC also collaborates with the 

Department of Veterans Affairs (VA) and VA medical centers through their academic affiliations with AAMC-

member institutions. Through these institutions and organizations, the AAMC leads and serves America’s medical 

schools, academic health systems and teaching hospitals, and the millions of individuals across academic medicine, 

including more than 220,000 full-time faculty members, 100,000 medical students, 167,000 resident physicians, and 

60,000 graduate students and postdoctoral researchers in the biomedical sciences. 
2 AAMC analysis of FY2024 American Hospital Association Annual Survey Database, and the National Cancer 

Institute’s Office of Cancer Centers, 2024. AAMC membership data, December 2025 

https://www.help.senate.gov/imo/media/doc/340b_drug_pricing_integrity_and_affordability_for_patients_act_discussion_draftpdf.pdf
https://www.help.senate.gov/imo/media/doc/340b_drug_pricing_integrity_and_affordability_for_patients_act_discussion_draftpdf.pdf
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and management, providing charity care, offering access to healthy food, or expanding care 

through mobile clinics and community health programs. 

In recent years, a perfect storm of challenges threatens to seriously undermine our member 

teaching hospitals’ continued ability to care for low-income and uninsured patients. Notably, the 

2025 budget reconciliation law, the One Big Beautiful Bill Act (OBBBA, P.L. 119-21), which 

included a historic $1 trillion cut to federal Medicaid spending over the next decade, is expected 

to increase the number of uninsured by over 10 million in 2034.3 Cuts to federal spending on the 

Medicaid program are expected to exacerbate the financial pressures already facing teaching 

hospitals by increasing uncompensated care costs while also limiting states’ ability to direct 

critical financial support to institutions that care for a disproportionate share of Medicaid 

enrollees. In addition to the fiscal uncertainty created by the OBBBA, our member 340B 

teaching hospitals must also grapple with increasing pressures on the 340B program. These 

include ongoing restrictions on contract pharmacy access, which have resulted in billions of 

dollars in lost savings,4 along with manufacturer-initiated claims reporting requirements for in-

house pharmacies, which, in some cases, have led to the loss of 340B pricing for certain covered 

entities. Taken together, these challenges underscore the urgent need for policymakers to protect 

and defend the 340B program at this critical juncture for our nation’s health care safety net.  

Patient Definition 

Section 4 of the legislation (“Additional Definitions”) seeks to legislatively codify a definition of 

a 340B-eligible “patient.” As you are aware, the question of who qualifies as a “patient” when 

determining eligibility for 340B-acquired drugs is a longstanding issue in the program, important 

to both covered entities and manufacturers. While the 340B statute prohibits covered entities 

from reselling or otherwise transferring a 340B discounted drug to a “person who is not a patient 

of the entity,” the statute does not explicitly define the term “patient.” In response to the lack of a 

statutory definition of the term “patient,” in 1996, the Health Resources and Services 

Administration (HRSA) promulgated guidance explaining how it interprets the term.5 The 1996 

guidance, which remains in effect today, establishes two criteria for determining if an individual 

qualifies as a “patient” of a 340B hospital: (1) the covered entity has “established a relationship 

with the individual” such that the covered entity maintains medical records of the individual’s 

care, and (2) the individual’s provider is either employed by the covered entity or operates under 

a contractual or other arrangement (i.e., referral or consultation), such that “responsibility for the 

care provided remains with the covered entity.” As we have emphasized in previous comments, 

the AAMC supports the 1996 HRSA guidance’s definition of a 340B “patient.” If Congress 

were to legislatively codify a 340B patient definition, the association would prefer one based 

on the 1996 HRSA guidance. Aligning a legislative definition with longstanding HRSA 

 
3 Congressional Budget Office, Distributional Effects of Public Law 119-21 (Washington, DC: Congressional 

Budget Office, August 11, 2025), accessed August 27, 2026, https://www.cbo.gov/publication/61367.  
4 340B Health. Drugmakers Pulling $8 Billion Out of Safety-Net Hospitals. July 11, 2023. Note that this figure 

underestimates the true impact of these restrictions, because it was based on 21 drug manufacturers’ restrictions. The 

number of manufacturers that have imposed limitations now exceeds 40.  
5 Health Resources and Services Administration, Notice Regarding Section 602 of the Veterans Health Care Act of 

1992: Patient and Entity Eligibility, 61 Fed. Reg. 55156, 55157–58 (October 24, 1996). 

https://www.cbo.gov/publication/61367
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guidance would provide greater regulatory certainty for our members and minimize potential 

disruptions resulting from a new patient definition.  

The AAMC has reviewed the legislation’s proposed 340B patient definition and has two primary 

concerns: (1) the appropriateness of a two-year lookback period, and (2) the potential impact of 

this definition on 340B hospitals’ ability to use 340B for discharge prescriptions (i.e., “Meds to 

Beds” programs). 

• The Appropriateness of a Two-Year Lookback Period for Establishing 340B Patient 

Eligibility: Under this proposal, to qualify for 340B-acquired drugs, a patient would need 

to have received an outpatient service from the covered entity in the preceding two years 

(i.e., a two-year lookback period). Notably, although the 1996 HRSA guidance requires a 

covered entity to have "established a relationship with the individual" for that individual 

to qualify as a 340B patient, it does not specify how long that relationship must exist. 

This question was raised in the case of Genesis Health Care, Inc. v. Becerra, with the 

court noting that the American Medical Association (AMA) considers an “established 

patient” to be an individual who has received a heath care service from a provider in the 

preceding three years.6 Consistent with this interpretation, many of our member teaching 

hospitals report that they employ a three-year lookback period to determine if an 

individual qualifies as a 340B “patient.” For these reasons, the AAMC is concerned by 

the legislation’s proposed two-year lookback period, as this would be a departure from 

the current legal precedent, and believes that a three-year lookback period is more 

appropriate and aligned with current 340B program operating procedures. 

• The Impact of this Patient Definition on “Meds to Beds” Programs: The proposal 

would require that a 340B-acquired drug be prescribed as the result of an outpatient 

service, eliminating hospitals’ ability to use 340B on discharge prescriptions. Under the 

340B statute, covered entities can use 340B drugs for discharge prescriptions as long as 

the drug being dispensed is a covered outpatient drug. There is no prohibition under the 

current statute on the use of 340B drug based on whether the prescription was written as 

the result of an inpatient or outpatient encounter. A prohibition on discharge prescription 

would negatively impact “Meds to Beds” programs, in which a hospital pharmacy team 

fills a patient’s prescriptions and delivers them directly to their bedside prior to discharge. 

“Meds to Beds” is just one example of the kinds of evidence-based programs and services 

made possible by 340B savings. Research shows that these types of programs help to 

improve patient medication adherence and reduce hospital readmissions.7 For these 

reasons, the association requests that you amend the proposal to include an exemption 

allowing 340B hospitals to continue to use 340B on discharge prescriptions, ensuring that 

our members can continue to successfully operate “Meds to Beds” programs. 

 

 
6 Genesis Health Care, Inc. v. Becerra, 40 F.4th 151 (3d Cir. 2022). 
7 Ibrahim Kamel et al., “Empowering Recovery Through Bedside Medication Accessibility,” Cureus 17, no. 1 

(January 1, 2025): e76744, https://doi.org/10.7759/cureus.76744.  

https://doi.org/10.7759/cureus.76744


Senate HELP Committee Chair Bill Cassidy 

Pg. 4 

 

Contract Pharmacy 

Since 2010, community-based contract pharmacies have played a critical role in the 340B 

program, allowing covered entities to provide patients with the medications they need at a 

location that is most convenient for them. This is especially true for patients served by academic 

health systems and teaching hospitals. Because of their unique capabilities, academic health 

systems and teaching hospitals often attract patients from across their state, region, and even the 

nation, with patients traveling many miles to receive care at these facilities. While not every 

patient has the benefit of living close to an academic medical center, they likely do live near a 

local retail pharmacy – research shows that over 90% of Americans live within 5 miles of a 

community pharmacy.8 In many cases, while it is impractical to require patients to travel the 

many miles back to a hospital’s in-house pharmacy to fill their prescriptions, there is a 

convenient, local community pharmacy where they can receive their medications. This is 

especially true for the low-income, rural, and underserved patients, who face significant barriers 

to care, including inadequate transportation options, a lack of reliable childcare, and inflexible 

working hours. Partnerships with local, community-based contract pharmacies help to mitigate 

some of these logistical challenges, helping patients receive the prescriptions they need to 

achieve optimal health and reduce unnecessary health care utilization.   

Since 2020, pharmaceutical manufacturers’ increasingly prevalent restrictions on 340B hospitals’ 

use of contract pharmacy arrangements have resulted in mounting financial losses for our 

members, further exacerbating the acute financial pressures facing academic health systems and 

teaching hospitals. In the past six years, the number of pharmaceutical manufacturers that have 

imposed some type of restriction on covered entities’ use of contract pharmacies has grown to 

over 40,9 necessitating intervention. For this reason, the AAMC is supportive of legislation that 

would clarify and codify covered entities’ ability to use an unlimited network of contract 

pharmacies to deliver covered outpatient drugs to patients.  

While the AAMC appreciates Sec. 5 of the legislation, which would clarify covered entities’ 

ability to enter into written agreements with contract pharmacies to dispense 340B-acquired 

drugs to patients, we maintain that the legislation’s numeric and geographic restrictions on 

contract pharmacy arrangements are unworkable. The legislation would establish a maximum of 

five contract pharmacies for certain hospital covered entities, including disproportionate share 

(DSH) hospitals, free-standing cancer hospitals, and rural referral centers, while exempting other 

340B covered entities from this requirement. Furthermore, the legislation would require that 

these pharmacies be located in the “service area” of the covered entity, which is defined as the 

Public Use Microdata Area (PUMA) in which the covered entity is located, plus the PUMAs 

immediately contiguous to the covered entity. The AAMC opposes these proposed restrictions on 

contract pharmacy arrangements, which are not compatible with how care is delivered in a large, 

integrated academic health system.  

 
8 “Access to Community Pharmacies: A Nationwide Geographic Information Systems Cross-Sectional Analysis,” 

Journal of the American Pharmacists Association 62 (2022): 1816–22.e2. 
9 340B Report, “Contract Pharmacy Restrictions Tracker,” accessed August 27, 2026, 

https://340breport.com/trackers/contract-pharmacy-restrictions-tracker/  

https://340breport.com/trackers/contract-pharmacy-restrictions-tracker/
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As outlined above, our member institutions often serve large catchment areas that extend beyond 

their immediate community, necessitating numeric and geographic flexibility when forming 

contract pharmacy partnerships. As an example, the below map depicts the catchment area of the 

University of Kentucky Hospital. Although located in Lexington, Kentucky, this hospital serves 

patients from across Appalachia and the Midwest, including West Virginia, Virginia, Tennessee, 

Ohio, Indiana, and other states. Under this proposal, a patient who travels from western 

Kentucky for care would be required to return to Lexington to fill their prescriptions, a round trip 

of more than 500 miles. The University of Kentucky should not be penalized under the 340B 

program for serving patients who live far away from its facility and rely on its highly specialized 

care.  

 

It is difficult to impose geographic and numerical limits on contract pharmacy arrangements for 

340B hospitals when those hospitals often have little or no control over where patients can fill 

their prescriptions. Pharmacy benefit managers (PBMs) and health plans will frequently steer 

patients towards certain “in-network” pharmacies, which, in many cases, exclude 340B 

pharmacies. Due to vertical integration between health plans, PBMs, and pharmacies, these 

stakeholders have a financial incentive to steer patients towards PBM-owned pharmacies. As a 

result, geographic restrictions on contract pharmacy arrangements, such as requiring contract 

pharmacies to be located within the immediate vicinity of a covered entity, could make it easier 

for PBMs and insurers to steer patients away from 340B contract pharmacies and toward their 

preferred pharmacies. To address this challenge, the AAMC recommends amending the 
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legislation to include language that prevents health plans and PBMs from imposing different 

requirements, terms, exclusions and other conditions on 340B covered entities and their contract 

pharmacies on the basis of their participation in the program. 

The legislation’s proposed geographic and numeric limitations on contract pharmacies would 

disproportionately impact hospitals’ use of specialty pharmacies, which dispense high-cost 

medications used to treat complex health conditions like autoimmune disease, cancer, and HIV. 

Specialty pharmacies differ from traditional retail pharmacies due to their ability to handle 

complex and costly specialty pharmaceuticals. Specialty pharmaceutical products often require 

specialized handling, storage, and distribution, along with complex treatment regimens that 

necessitate ongoing clinical monitoring and patient education.10 Because of this, specialty 

pharmacies are much harder to access than traditional retail pharmacies, accounting for just a 

small percentage of contract pharmacy locations.11  While some 340B hospitals have the 

resources to establish and operate in-house specialty pharmacies, many do not. Because of the 

relative dearth of specialty pharmacies, it would be logistically infeasible to impose geographic 

limits on these arrangements. In the case of a hospital that does not have a specialty pharmacy 

located in its “service area,” they would be prevented from claiming 340B on drugs that need to 

be dispensed through a specialty pharmacy. For example, one member hospital shared with the 

association that the specialty pharmacy nearest to them is located outside of their state. Under 

this proposal, this institution would be restricted from claiming 340B on any specialty drug 

dispensed to patients, unless they were to establish their own in-house specialty pharmacy (a 

costly and complex undertaking).  

Child Sites 

Offsite outpatient departments, also known as “child sites,” are used by 340B hospitals to extend 

access to care in the communities they serve. These sites are part of a broader shift in health care 

delivery from the inpatient setting to outpatient, community-based clinics, encouraged in recent 

years by payment reform and federal regulatory changes. This evolution towards ambulatory care 

has many benefits, including greater accessibility and enhanced patient satisfaction. In the case 

of the 340B program, child sites allow patients to receive care at a location that is most 

convenient to them, rather than having to travel long distances to the covered entity itself. This is 

particularly meaningful for patients living in rural and other underserved areas, or those who 

otherwise face transportation barriers.  

Under the 340B statute, eligibility for the 340B program is determined at the facility-level – 

hospitals that qualify for the program must demonstrate that they provide a certain level of care 

to low-income patients, typically by meeting a minimum DSH adjustment percentage threshold. 

Because offsite locations must demonstrate they are an integral part of the parent hospital to 

 
10 American Society of Health-System Pharmacists, ASHP Specialty Pharmacy Resource Guide (Bethesda, MD: 

American Society of Health-System Pharmacists, December 2015), 4, https://www.ashp.org/-

/media/assets/pharmacy-practice/resource-centers/specialty-pharmacy/specialty-pharmacy-resource-guide.ashx  
11 Craig A Pedersen, Philip J Schneider, Michael C Ganio, Douglas J Scheckelhoff, ASHP national survey of 

pharmacy practice in hospital settings: Prescribing and transcribing—2019, American Journal of Health-System 

Pharmacy, Volume 77, Issue 13, 1 July 2020, Pages 1026–1050, https://doi.org/10.1093/ajhp/zxaa104  

https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/specialty-pharmacy/specialty-pharmacy-resource-guide.ashx
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/specialty-pharmacy/specialty-pharmacy-resource-guide.ashx
https://doi.org/10.1093/ajhp/zxaa104
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participate in 340B as a child site, Congress did not establish a separate eligibility requirement 

for each child site. HRSA’s existing guidance allows an offsite location to qualify as a child site 

if it appears on a reimbursable line of the parent hospital’s cost report. For an offsite location of a 

hospital to be considered part of the hospital under the Medicare provider-based regulations, the 

hospital must demonstrate that the location is under the same license as the parent hospital, is 

operated under the ownership and control of the main provider, is clinically and financially 

integrated with the parent hospital, is held out to the public and patients as a part of the parent 

hospital, and meets certain location requirements.12 Therefore, to qualify as provider-based, an 

offsite location must demonstrate that it is considered part and parcel of the parent hospital. For 

example, under the clinical integration requirement, the services of the parent hospital and 

provider-based location must be integrated and the patients must have full access to the services 

of the main provider. Additionally, one of the ways that a provider-based location can meet the 

location requirement is by satisfying what is known as the “same patient population test” by 

demonstrating that at least 75 percent of the patients served by the provider-based location are 

either geographically or clinically similar to the patients of the main provider. Because a 

provider-based location must already demonstrate such substantial similarity to the parent 

location, additional child site eligibility requirements are unnecessary.  

The AAMC has concerns regarding certain eligibility requirements for child site locations 

proposed in Sec. 8 of the discussion draft legislation. We oppose proposals to limit 340B 

eligibility to sites that are located in an area with a “shortage of personal health services” and 

provide a minimum level of charity care and Medicaid outpatient care. We maintain that 340B 

eligibility should be determined at the facility-level, rather than the child site-level, and that 

restricting child site eligibility would reduce hospitals’ 340B savings, undermining their ability 

to care for patients and communities. It is worth noting that the geographic location of a 

particular child site does not necessarily reflect the patient population it serves. Furthermore, 

even in cases where a particular child site serves many privately insured individuals, that does 

not mean that those savings are used to exclusively benefit those patients. Hospitals can use 

revenue generated at that site to subsidize programs and services provided elsewhere in the 

community – savings accrued to a specific child site location are not necessarily reinvested back 

into that specific site. Finally, it would be extremely difficult for AAMC-member 340B hospitals 

to operationalize these new requirements. Because hospitals do not currently track charity care 

and Medicaid data at the child site-level, any requirement to measure and report these metrics by 

child site would require substantial administrative and IT infrastructure changes. These types of 

changes would require significant investment at a time when hospitals are already grappling with 

financial and operational challenges created by the 340B Rebate Model Pilot Program, new 

manufacturer-imposed claims submission requirements, and a general climate of fiscal 

uncertainty created by cuts to the Medicaid program in the 2025 budget reconciliation law.  

Rebate Models 

The AAMC opposes Sec. 2 of the discussion draft legislation, which would allow pharmaceutical 

manufacturers to provide 340B pricing as a retrospective rebate, rather than an upfront discount. 

 
12 42 CFR 413.65. 
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As we have outlined in our comments in response to a recent request for information on a 340B 

Rebate Model Pilot Program, the AAMC opposes the use of rebates in the 340B program, which 

would require hospitals to purchase drugs at the wholesale acquisition cost and submit claims to 

pharmaceutical manufacturers for later reimbursement. This model would unnecessarily disrupt 

over thirty years of program precedent and shift oversight of the program away from HRSA to 

pharmaceutical manufacturers, granting them discretion to approve or deny claims. This shift 

poses a fundamental threat to the future of the 340B program, as pharmaceutical manufacturers 

have a financial incentive to delay and deny 340B discounts. Beyond this, a rebate model would 

create serious financial and operational challenges for 340B covered entities, including but not 

limited to:  

• Administrative Burden and Costs: Shifting 340B from an upfront discount to a 

retrospective rebate model would require 340B hospitals to incur significant costs, 

including investments in information technology (IT) infrastructure, contracts with new 

vendors, and the hiring and training of new staff for supporting rebate model compliance. 

Our members have reported the total administrative cost of complying with a rebate 

model could range from $100,000 to over $600,000 annually. Our members estimate that 

the staff time needed to submit and reconcile claims, as well as manage disputes, would 

range from 25 to 40 hours per week.  

• Cash Flow Challenges: Allowing pharmaceutical manufacturers to effectuate 340B 

pricing as a retrospective rebate would create significant cash flow challenges for 340B 

hospitals by delaying their receipt of vital 340B discounts. A rebate model would 

effectively force 340B hospitals, many of which operate on tight margins and carry 

minimum cash on hand, to float tens of millions of dollars to pharmaceutical 

manufacturers while they wait to receive their 340B savings. This delay in realized 340B 

savings would limit hospitals’ cash reserves, negatively impacting their bond rating and 

ability to access credit. A 2025 survey of nearly 350 hospitals participating in the 340B 

program found that 28% expect that rebate models will have a negative impact on their 

ability to borrow funds.13 These financial impacts would have downstream impacts on 

patient care, impacting hospitals’ ability to undertake capital improvements and projects 

necessary to maintain and expand patient care.  

Transitioning 340B from an upfront discount to a retrospective rebate would force hospitals to 

make difficult decisions that could negatively impact patient care. The additional compliance 

costs, combined with cash flow delays, would reduce the financial resources available to support 

critical patient-facing programs and services. Data from the field shows that these consequences 

are both real and imminent – a recent survey of 340B hospitals found that over 90% would face 

challenges in maintaining current uncompensated care levels if all pharmaceutical manufacturers 

 
13 340B Health, Manufacturer 340B Rebate Models Threaten Safety-Net and Rural Hospitals and Would Harm 

Patients (Washington, DC: 340B Health, 2023), PDF, 

https://www.340bhealth.org/files/340B_Health_MANUFACTURER_340B_REBATE_MODELS_Report.pdf 

https://www.aamc.org/media/89711/download?attachment
https://www.aamc.org/media/89711/download?attachment
https://www.340bhealth.org/files/340B_Health_MANUFACTURER_340B_REBATE_MODELS_Report.pdf


Senate HELP Committee Chair Bill Cassidy 

Pg. 9 

 

were to adopt a rebate model.14 Because of these negative downstream impacts on patient 

care, the AAMC continues to strongly oppose the use of rebate models in the 340B program 

and urges you to reconsider Sec. 2 of the discussion draft legislation.  

Transparency and Reporting 

As we have emphasized in previous comments, the AAMC supports commonsense, meaningful 

transparency measures that advance Congress’ goal for the 340B program, while holding 

pharmaceutical manufacturers accountable for their abuses. The AAMC encourages lawmakers 

to prioritize metrics that are directly relevant to HRSA’s ability to provide oversight of the 

program and available from existing data sources, which would help to mitigate the compliance 

burden placed on our members. For these reasons, the AAMC has supported voluntary initiatives 

to encourage hospitals to publicly share how they calculate their 340B savings and use said 

savings to benefit patients and communities. Furthermore, the AAMC maintains that the 

implementation of these transparency requirements should rest solely with the federal 

government, and should not be delegated to drug companies, covered entities, or any other 

stakeholders with financial interests related to the program.  

The AAMC has some concerns regarding the discussion draft legislation’s proposed transparency 

requirements for 340B hospitals. In particular, we are opposed to requirements that would tie 

340B eligibility to the provision of charity care and require hospitals to report charity care and 

Medicaid metrics at the child site-level. This provision is duplicative of existing reporting 

requirements, as our 340B-eligible members already report charity care data on the IRS Form 

990 and on worksheet S-10 of their Medicare cost reports. Furthermore, as we outlined above, it 

is logistically infeasible for our members to produce these data at the child site-level, and 

furthermore, such a reporting regime does not reflect the nature of the 340B program, in which 

savings accrued to a specific child site may be reinvested in services and programs that benefit 

patients at another site of care across the system. We are concerned that the discussion draft 

legislation as written does not accurately encapsulate the benefit that 340B provides to hospitals 

and the patients and communities they serve. As you know, 340B savings are used to support a 

broad range of programs, including specialized services that operate at a loss, such as behavioral 

health care and labor and delivery. We do not feel that the transparency provisions in this 

discussion draft legislation would capture the full range of benefits provided by the program and 

would encourage lawmakers to move away from child site-level reporting. 

It is important to ensure parity in transparency across all players in the 340B program, including 

pharmaceutical manufacturers. Under the current system, pharmaceutical manufacturers are 

subject to far fewer transparency and reporting requirements than covered entities. This is 

especially concerning considering recent efforts by the pharmaceutical industry to materially 

limit the scope of the 340B program, such as by imposing restrictions on contract pharmacy 

arrangements, instituting new data requirements for in-house pharmacies, and employing a 

narrower patient definition when conducting audits. With this in mind, we recommend revising 

 
14 340B Health, Manufacturer 340B Rebate Models Threaten Safety-Net and Rural Hospitals and Would Harm 

Patients (Washington, DC: 340B Health, 2023), PDF, 

https://www.340bhealth.org/files/340B_Health_MANUFACTURER_340B_REBATE_MODELS_Report.pdf  

https://www.340bhealth.org/files/340B_Health_MANUFACTURER_340B_REBATE_MODELS_Report.pdf
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the discussion draft legislation to include additional transparency and reporting requirements for 

drug manufacturers, which would help to ensure that manufacturers continue to uphold their 

obligations under the program.  

We are committed to working with you to address these concerns and ensure that the 340B 

program can continue to effectively serve covered entities and their patients. We welcome the 

opportunity to discuss any of the above comments in greater detail and we are ready to provide 

feedback and assistance as this legislation continues to develop. Please feel free to reach out to 

me directly at dturnipseed@aamc.org, or my team, Len Marquez (lmarquez@aamc.org) and 

Sinead Hunt (sihunt@aamc.org).  

Thank you,  

 

Danielle Turnipseed, JD, MHSA, MPP  

Chief Public Policy Officer  

AAMC 
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