
 

 

Response to Senator Bill Cassidy, M.D. (R-LA), Chairman 
Committee on Health, Education, Labor and Pensions  

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

August 28, 2026 
 
The American College of Physicians (ACP) appreciates that Chairman Cassidy has 
requested information from health care stakeholders about the discussion draft of the 
340B Drug Pricing Integrity and Affordability for Patients Act (or 340B for Patients Act) as 
released on June 29, 2026. ACP applauds your commitment to using feedback from 
interested parties to identify solutions to enhance the 340B Drug Pricing Program (or 340B 
Program). ACP also commends you and the Health, Education, Labor and Pensions (HELP) 
Committee for the many common-sense policies in the discussion draft that align with 
ACP policy. The College stands ready to assist you and any future efforts of the HELP 
Committee by offering our policy recommendations.  
 
ACP’s 2026 position paper regarding the 340B Program, “Reforming 340B to Promote 
Program Integrity and Better Serve Vulnerable Populations: An American College of 
Physicians Policy Brief”, acknowledges the program’s shortcomings and proposes 
principles and recommendations, including those outlined below, to develop an approach 
to protect and strengthen the program. Congress needs to enact reforms to increase 
transparency in the methodology in how drug savings are reinvested in patient care and 
require real benefits for low-income and uninsured populations. While access to contract 
pharmacies (the specialty or community-based pharmacies that 340B program “covered 
entities” share agreements with) should be maintained, guardrails should be implemented 
to prevent diversion of 340B discounts, and federal regulators need both the resources and 
clear statutory authority to provide oversight.  
 
ACP is the largest medical specialty organization and the second largest physician 
membership society in the United States. ACP members include 161,000 internal medicine 
physicians, related subspecialists, and medical students. Internal medicine physicians are 
specialists who apply scientific knowledge, clinical expertise, and compassion to the 
preventive, diagnostic, and therapeutic care of adults across the spectrum from health to 
complex illness. 
 
Prescription Drug Costs Continue to Increase  
Not only do prescription drug prices continue to increase, but the U.S. market continues to 
pay some of the highest drug prices in the world. Prices for drugs are 2.78 times higher than 
the Organisation for Economic Co-operation and Development average 1. Frequent price 
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increases, inadequate coverage, and high cost-sharing make it difficult for patients to 
successfully maintain drug prescriptions. Nearly one third of adults report engaging in 
some form of cost-related medication forbearance, including skipping filling a prescription 
due to cost, seeking an over-the-counter alternative, cutting pills, and/or skipping doses 2.  
 
The 340B Program Helps Lower Costs—But Not Required Directly For Patients 
Since 1992, certain “covered entities” (CEs) serving vulnerable populations can purchase 
heavily discounted outpatient drugs. Drug manufacturers enter into an agreement with the 
federal government to make their drugs available for purchase to CEs at a statutorily 
determined ceiling price 3. At a minimum, manufacturers must offer a discount of 23.1 
percent off the average manufacturer price for brand name drugs or 13 percent for generic 
drugs; however, discounts can often be much greater to match or exceed the best prices 
offered by manufacturers to any purchaser. Although actual 340B prices are not publicly 
available, the Health Resources and Services Administration (HRSA) estimates discounts 
of roughly 25 to 50 percent 4. 
 
The savings through the 340B Program are often used by CEs to backfill the costs of low 
revenue–generating services and other benefits, such as substance use disorder treatment 
and dental care, as well as those that are not typically fully reimbursed, such as care 
coordination, translation services, community health worker outreach, and interventions 
that address social drivers of health 5. The program however does not necessarily provide 
discounted drugs directly to underserved patients; rather, Congress’ stated intent was to 
“stretch scarce federal resources as far as possible, reaching more eligible patients and 
providing more comprehensive services” 6.  
 
340B Program Discounts Not Necessarily Maximized for the Safety Net 
In practice, CEs can charge payers prices higher than the heavily discounted 340B price 
paid for beneficiaries’ treatments, with the income generated from this to be used to 
expand access to care. However, there are no legal requirements, directives, or incentives 
for CEs to directly pass along discounts or to allocate 340B-related revenues to expanding 
access to care for underserved populations (although some categories of CEs, like 
federally qualified health centers [FQHCs], have separate legal requirements to do so). The 
questions are whether CEs sometimes inappropriately use the 340B discount to maximize 
revenue and improve hospitals’ financial performance and also whether contract 
pharmacies also contribute to diversion by dispensing 340B drugs to individuals who are 
not patients of the CE 7 8.  
 
Calibrate the 340B Program to Better focus on Vulnerable Populations  
ACP urges legislative and regulatory efforts to protect, strengthen, and enhance the 
340B Program to focus on the population it is intended to serve. The 340B Program 
should be improved to maximize scarce federal resources to expand access to health 
care for low-income and uninsured populations. Although the intent of the program is to 
reach medically indigent populations, evidence suggests that these goals are being 
undermined by profit-seeking behaviors by some CEs. 340B policies and reforms should 
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be informed by a clear and strong mission statement that clarifies the intent of the program 
and refocuses how the program should function. Along these lines, ACP strongly believes 
that the 340B Program should strive to expand access to affordable health care and 
treatments for low-income, uninsured, and underinsured populations. Further, benefits 
realized by the program should be directly and demonstrably used toward furthering these 
stated program goals, with adequate standards and enforcement to compel adherence. 
Covered entities should be strongly encouraged to directly pass along 340B-related 
savings to low-income, uninsured, and underinsured patients by offering no- or low-cost 
drugs. 
 
Section 7 of the discussion draft helps to ensure affordability by requiring CEs to utilize a 
sliding fee-scale for low-income and uninsured patients to limit out-of-pocket costs.  The 
sliding fee-scale would be determined by the U.S. Department of Health and Human 
Services (HHS) and made available to patients.  HHS would also be able to issue 
regulations and enforce statutory violations of this section. This section would help focus 
the 340B Program on the low-income and uninsured patients that should be served by the 
program.  
 
Section 4 of the discussion draft establishes new definitions for “patient,” among other 
definitions. With these definitions, a CE can only designate a patient and the revenue from 
a patient’s 340B prescription under certain circumstances: if a patient has received 
outpatient care within two years; maintained a relationship with the CE; and the CE was 
written by a CE practitioner.  These definitions will tighten expansion of the 340B Program 
and target it among the action low-income and uninsured patients of the CE. 
 
Increase Transparency of the 340B Program and Demonstrate the Benefit to 
Vulnerable Populations 
ACP recommends measures that further program integrity by promoting 
transparency. ACP calls for CEs to publicly report the amount of benefit realized 
under the 340B Program and how those savings are used to enhance and expand 
access to health care for low-income and uninsured populations. ACP also 
recommends that CEs should be required to demonstrate the benefit to low-income and 
uninsured populations in line with the value of 340B-related savings as a condition of 
participation in the 340B Program, with strict accountability, transparency, and 
enforcement of regulatory standards. 
 
Section 6 of the 340B for Patients Act would increase transparency, requiring annual data 
reporting by CEs, as specified by HHS, including data such as the total number and types 
of patients receiving 340B drugs, the total costs, charity care, and the margin generated 
from covered outpatient drugs. HHS would be required to publish this data annually. This 
section would promote transparency and program integrity of the 340B program.  
 
Section 2 of the discussion draft would require CEs to keep separate inventory, establish a 
process to identify eligible patients, and submit an annual attestation of compliance to 
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HHS. A CE would be able to choose the way it receives discounts or rebates rather than 
being at the choosing of the manufacturer. However, this would be on the condition that 
the CE passes along all discounts or rebates to the CE’s 340B patients. This requirement 
would mandate CEs demonstrate passing along their 340B savings to patients.  
 
Reform Contract Pharmacy Process with Appropriate Guardrails 
ACP supports CEs continuing to use contract pharmacies to provide 340B drugs to 
eligible patients, however, with appropriate guardrails and oversight to prevent the 
diversion of 340B drugs to ineligible patient populations. Guidance issued by HRSA in 
2010 allowed CEs to enter into agreements with an unlimited number of contract 
pharmacies. This policy change resulted in the dramatic expansion of the number of 
contract pharmacies from 2,000 to 130,000 9 between 2010 and 2021. Contract 
pharmacies also confront claims that they profit from a safety-net program at the expense 
of vulnerable populations. Accordingly, ACP urges better oversight and auditing of contract 
pharmacies to ensure program integrity and avoid diversion of 340B discounts and 
rebates, as well as more transparency and appropriate regulation for contracts and fees 
paid to contract pharmacies. 
 
Section 5 of the discussion draft defines the conditions for contract pharmacy 
participation in the 340B Program. CEs using contract pharmacies must: ensure that the 
purchases are within the scope of CEs’ qualifying federal grant or statute; establish 
procedures to prevent diversion (or duplication) of 340B discounts; and annually register 
and recertify the contract pharmacy. CEs also must submit written agreements with 
contract pharmacies to HHS. Lastly, there are penalties for noncompliance.  Section 5 
would establish some needed oversight guardrails for contract pharmacies and would help 
prevent the diversion of 340B resources to patients other than 340B eligible patients.  
 
Congress Needs to Provide Sufficient Funding and Statutory Authority  
ACP urges lawmakers to provide clear statutory authority and sufficient resources to 
relevant federal agencies to issue necessary program regulations and conduct 
needed program oversight and compliance. Unfortunately, HRSA’s administration of the 
340B Program may not have provided effective oversight of CEs and whether they meet 
eligibility requirements, especially among Disproportionate Share Hospitals, based on a 
review of contract documentation for 258 nongovernmental hospitals 10. In addition, there 
is a lack of statutory authority with certain rulemaking authorities regarding contract 
pharmacies 11. It has been suggested that increasing HRSA’s ability to regulate the program 
through statutory language extending rulemaking authority could allow the agency to set 
forth clear and enforceable standards 12 13 14. 
 
Section 11 of the discussion draft would make all civil the monetary penalties collected for 
violations of section 340B under the discussion draft available to HHS to cover the 
administrative costs of the 340B Program. The section would help provide HHS with the 
necessary resources to implement and enforce the requirements of the 340B Program. 
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Section 12 would provide the HHS with the authority to promulgate regulations and 
guidance to implement 340B, as needed. In addition to all the new statutory and regulatory 
requirements established in previous sections, the discussion draft would also give HHS 
expanded rulemaking authority.  This would allow HHS to not only set forth standards 
currently but would give HHS the flexibility to respond to challenges from existing policy 
and deal with any new issues that arise out of the 340B Program. 
 
Conclusion 
ACP sincerely appreciates Chairman Cassidy making this request for information and for 
the commitment to seeking input from the health-care community. Our hope is that the 
information we shared will provide a clinician perspective.  ACP supports several of the 
provisions of the 340B for Patients Act discussion draft and sincerely hope that these can 
be passed out of the HELP Committee and enacted. We stand ready to continue to serve 
as a resource and welcome the opportunity to continue to work with you in developing 
policy regarding the 340B Program during the 119th Congress.  Please contact Jared Frost, 
Manager, Legislative Affairs, by phone at (202) 261-4526 or via email at 
jfrost@acponline.org with any further questions or if you need additional information.  
Thank you. 
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