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Executive Summary

On August 5, a bipartisan group of senators released a bill intended to reform the 340B drug program.
This legislation follows several months of growing interest in reshaping the drug discount program, with
the Trump administration seeking to test a pilot where discounts are shifted from point-of-sale to
manufacturer rebates after purchase. The current legislation proposed by Senators Moran, Baldwin,
Moore Capito, Kaine, Boozman, and Hickenlooper is titled "Supporting Underserved and Strengthening
Transparency, Accountability, and Integrity Now and for the Future of 340B" or SUSTAIN 340B. The bill
would establish a comprehensive framework for the 340B program, including codified protections for
covered entities alongside additional oversight, accountability, and transparency requirements. The
proposal reaffirms the program's safety-net purpose with point-of-sale discounts, requires manufacturers
to provide 340B pricing regardless of contract pharmacy use and prohibits certain restrictions and
discrimination against covered entities.

Further, the bill bolsters program integrity through new standards for contract pharmacy arrangements,
defines patient and covered service eligibility, expands federal and manufacturer audit authority, and
strengthens enforcement mechanisms for noncompliance. Notably, the proposal would sunset the 340B
Rebate Model Pilot Program within a year of enactment and
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transition to an independent, third-party clearinghouse model to address potential duplicate discounts.
User fees for participation in the program would be used to fund administrative work, including the
clearinghouse. Child site participation is also revised, with extensive ownership, operational, and financial
integration criteria to become an eligible child site under a covered entity. New public reporting obligations,
patient financial transparency requirements, and other oversight activities are intended to further increase
transparency and accountability in the program.

Compared with other recent 340B reform proposals, SUSTAIN shares several core provisions with the House
SECURE 340B Act. Both bills would define patient eligibility, establish contract pharmacy standards, create
an independent clearinghouse to prevent duplicate discounts, prohibit payer and PBM discrimination,
require annual transparency reporting, and impose a covered entity user fee. However, the bills also differ
in key areas. SUSTAIN would permanently end the rebate model pilot, requiring covered entities to cancel
inactive contract pharmacy arrangements and begin collecting user fees in FY2031. SUSTAIN also does not
include SECURE'S medical debt protections or community need standards for new child sites. Unlike the
Cassidy discussion draft, SUSTAIN would not cap contract pharmacies or allow manufacturers to choose how
340B discounts are provided.

Separately, CMS released the Calendar Year (CY) 2027 Hospital Outpatient Prospective Payment System
(OPPS) and Ambulatory Surgical Center (ASC) proposed rule in early July.1 The rule would reduce Medicare
reimbursement for 340B drugs to the Average Sales Price (ASP) minus 33.4%, based on CMS survey findings
that indicated substantial differences between hospitals’ acquisition costs for 340B drugs and non-340B
drugs. While CMS proposes to maintain budget neutrality by increasing payments for non-drug outpatient
services, the policy would substantially reduce drug reimbursements to hospitals. CMS estimates that
payment reductions would be offset by the increased service payments until a cumulative adjustment
target of approximately $7.8B is reached in CY2029.

Many stakeholders, including KFF and the American Hospital Association (AHA), have raised concerns that
these changes could negatively impact safety-net providers. KFF work highlights that the proposed OPPS
340B changes would disproportionately harm safety-net hospitals. Their research indicates a 5.8% net
reduction in OPPS revenue for safety-net hospitals, while fFor-profit hospitals that do not qualify for the
340B program would see a 7.4% increase in OPPS revenue due to higher outpatient service reimbursement.?
AHA has made several statements in opposition to the administration’s attempts to change the 340B
program, citing immense administrative and financial burdens for hospitals if the program shifts to a rebate
model. In contrast, the SUSTAIN 340B Act would codify 340B as a program that offers discounts at point-of-
purchase while imposing new compliance and eligibility requirements to strengthen program integrity.

1 Calendar Year 2027 Hospital Outpatient Prospective Payment System (OPPS) and Ambulatory Surgical Center (ASC) Proposed Rule
(CMS-1850-P) | CMS
2 Medicare’s Proposed Cut to 340B Drug Payments Would Hit Safety-Net Hospitals While Benefiting For-Profit Hospitals | KFF
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Section-by-Section Breakdown:
Section 1 - Short Title

Act may be known as “Supporting Underserved and Strengthening Transparency, Accountability, and
Integrity Now and for the Future of 340B” or as “SUSTAIN 340B.”

Section 2 - Sense of Congress

Clarifies that the purpose of the 340B program is to utilize federal resources to aid safety-net providers to
improve and expand access to healthcare services by requiring drug manufacturers to provide discounted
outpatient drugs to eligible covered entities, enabling them to serve low-income, underserved, and
medically vulnerable patients.

Section 3 - Contract Pharmacy

Contract Pharmacy

e A covered entity may choose to use one or more “wholly owned” pharmacies, in addition to one or
more contract pharmacies to acquire and dispense covered outpatient drugs.

e |facontract pharmacy has not dispensed any covered inpatient drugs to a patientin a 12-month
period, the covered entity must cancel the contract, unless there is a change in ownership of either
party, change to a covered entity’s service area, or emergency/contingency access is needed.

e The Secretary may develop a process to increase audits on covered entities that use a high number of
contract pharmacies, but it should not increase burden.

e Covered entities must register and annually re-certify agreements with a contract pharmacy, for
which the Secretary must establish a review process.

e The Secretary must develop contract provisions to be included in written agreements, including:
o ldentifying required pharmacy services
o Requiring data submissions by a contract pharmacy

o Disallowing covered entities and contract pharmacies to interfere with the patient’s choice of
pharmacy provider

o Allowing contract pharmacies to provide homecare, delivery, and reimbursement services to
covered entities or their patients, if the entity chooses

o Restricting access to covered outpatient drugs to patients of covered entities

o Requiring the submission of customary business practices (collection status reports or
quarterly billing statements) or dispensing records to covered entities, if requested
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o Creating and implementing a system for covered entities and contract pharmacies to verify
patient eligibility and maintain safeguards against diversion of covered outpatient drugs

e The contract pharmacy must agree to be subject to annual independent audits by the covered entity.

e The Secretary must establish a retention period of at least three years for which covered entities and
their contracted pharmacies should maintain relevant auditable records.

Covered Outpatient Drug Manufacturer Requirements

e Offer covered entities prices that are at or below the applicable ceiling price, regardless of whether
it is being dispensed by the covered entity or a contract pharmacy.

e Deliver or allow the delivery of these drugs to locations relayed in legal agreements.

e Prohibited from placing certain conditions on offers made to covered entities to purchase a covered
outpatient drug, including: restricting distribution options or requiring the submission of claims data
to a manufacturer, outside of those mandated.

Program Integrity

e Places conditions on an outpatient drug for purchase at or below the ceiling price, related to the
covered entity's ability to purchase and subsequent delivery.

Transparency

e Covered entities that use one or more contract pharmacies must make information regarding
these arrangements available to the Secretary for publication on the HHS website, with the
following details:

o The name of the covered entity, including each child site that uses a contract pharmacy
o The name and addresses of each contract pharmacy location
o The effective date of each arrangement

o The last year a covered outpatient drug was dispensed under the arrangement, by each
location

o The number of covered outpatient drugs each location is dispensing, on an annual basis

o IFthe contract pharmacies are mail order or payer-mandated

Contract Pharmacy Audits

e Covered entities who utilize multiple contract pharmacies must allow the Secretary and drug
manufacturers to audit their records to assess compliance with contract pharmacy requirements.
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e Initiation of an audit in this section can be done through the demonstration of a credible allegation
regarding noncompliance and evidence of good faith outreach, including a 30-day period to resolve
the matter.

e The corporate officers of covered entities are responsible for corrections of noncompliance that are
identified through an audit.

Section 4 - Patient Definition
Defines and further clarifies the following terminology:
e Patient

o Anindividual who has received outpatient health care services from a covered entity within a
two-year period

o Anindividual who has a relationship with a covered entity, where it creates and maintains a
medical record that demonstrates the need for each prescription

o Anindividual who has received a prescription following an outpatient healthcare service or
referral of a covered outpatient drug

e Exclusions

o Individuals may not be considered as a patient of a covered entity if the outpatient healthcare
service solely consists of a drug infusion or if the drug is for self-administration or
administration in a home-setting.

e Outpatient health care service

o Aservice that was furnished in accordance with a referral that is documented in the patient’s
medical record

o Aservice that aligns with reimbursement standards at Title XVIII or XIX of the
Social Security Act

o Aservice that corresponds with a Current Procedural Terminology (CPT) or Healthcare
Common Procedure Coding System (HCPCS) code

e Practitioner

o Anemployee or independent contractor of a covered entity that is responsible for furnishing
care and is subsequently billed for services provided

o Services provided by these practitioners should be furnished under an ongoing contractual
obligation, cooperative arrangement, or medical staff relationship.

e Audits

o Covered entities must permit the Secretary and manufacturers to audit records related to
furnished drugs to verify compliance with guidelines for the treatment of patients and
provision of eligible drugs.
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o At least every three years, the Secretary must audit records of covered entities. Entities that
are identified as “high-risk” and “high-volume” should be audited more often.

o The Secretary must establish a system For manufacturers to request and authorize audits
related to referral prescription eligibility, in the case that there are credible allegations of non-
compliance by a covered entity.

o Following notices and a comment period, the Secretary must establish a process for both
manufacturers and covered entities to make a good faith effort to resolve concerns prior to an
audit taking place. In this case, manufacturers must provide covered entities with materials to
support a credible allegation.

e Enforcement

o IFacovered entity is found to not be in compliance with a requirement, they are required to
submit a corrective action plan (CAP).

o Loss of referral authorization may be imposed on entities that are unable to comply with a CAP
within 180 days of approval, making them ineligible to provide outpatient drugs to referred
patients for up to three years.

o Monetary penalties may be imposed on covered entities that do not comply
with requirements.

e Prescribing providers

o Licensed healthcare providers who prescribe drugs to patients of a covered entity based on a
referral (written, electronic, or otherwise documented order) by a licensed healthcare provider

e OIGreport on referral prescriptions

o The HHS Inspector General must conduct an annual study on covered outpatient drugs that are
prescribed to referred patients. Additionally, two years following the date of enactment, the
agency must submit a report to Congress.

Section 5 - 340B Rebate Model Pilot Program Sunset

The 340B Rebate Model Pilot program will be sunset no later than one year following enactment of the bill,
including any "substantially similar program" that is established by the Department of Health and Human
Services. The bill prohibits the expansion of the 340B Rebate Model Pilot or substantially similar programs.
Following the end of the pilot or similar programs, the Secretary must transition to the 340B Drug Discount
Program Data Clearinghouse.
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Section 6 - Child Sites
Covered Entity Requirements for Child Sites

Covered entities that own and operate child sites that participate in the drug discount program described in
this bill must maintain documentation of and annually recertify full ownership of each participating child site
and clinical and financial integration. This includes:

e Registering each child site with the Secretary
e Applying the same financial assistance policy for patients across sites

e Ensuring that each child site complies with Medicare provider-based rules or meets other
requirements detailed below

Child Site Eligibility Beyond Covered Entities

Child sites, provided that the eligible, participating covered entity owns and operates the child site, must
also meet the following requirements to be eligible:

e Apply the same financial assistance policy for patients as the covered entity

e Ensures that providers who order or dispense covered outpatient drugs at the child site or contract
pharmacy of the covered entity have a clinical responsibility for healthcare services that result in the
receipt of a prescription or order of covered drug purchased

e Provides a clinically meaningful range of services, as determined by the services that providers or
suppliers employed by, contracted with, or are authorized to provide services at, the child site are
qualified to deliver

e Operates under the same license as the covered entity, excepting states that require separate
licenses for child sites or do not permit licensure of child sites under a single license

e Integrates all required clinical services between it and the covered entity, including:
o Child site staff having clinical privileges at the covered entity;
o Operating under the same monitoring and oversight requirements;
o Reporting relationships are established between the two;
o Medical records are unified;
o Committees at the covered entity are responsible for the child site; and

o Inpatient and outpatient services between the two are integrated, with patients at the child
site having full access to all services of the covered entity when necessary and appropriate.

e Fully integrates operations within the financial system of the covered entity as evidenced by shared
income and expenses
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e Presents as part of the covered entity to the public, i.e., when patients enter the child site, they are
aware they are entering the covered entity

e Operates under the ownership and control of the covered entity

e Maintains the same frequency, intensity, and level of accountability that exists between the covered
entity and its other departments

e Integrates administrative functions with the functions of the covered entity, such as billing, records,
human resources, payroll, benefit packages, and salary structure

e Shows up on the covered entity’'s most recently filed Medicare cost report on a line that is
reimbursable under Medicare

And, finally, the CMS Administrator must determine that a site is qualified as a provider-based entity and in
compliance with 42 CFR 413.65. The Secretary has authority to establish a process to determine whether a
child site complies with the Medicare provider-based rules under Section 413.65 and a registration process
for eligible child sites.

Newly Acquired Sites

If a covered entity acquires a child site that was not eligible for the 340B program after the date of
enactment, the child site will not be able to participate until three years after the acquisition. A hardship
exemption is available on a case-by-case basis, granted by the Secretary, for newly acquired child sites to
participate in the 340B program within 180 days after the date of acquisition.

Newly Constructed Sites

Newly constructed child sites that begin operations after the date of enactment are not eligible to
participate unless the sites meet all of the requirements detailed above.

Existing Sites that Do Not Meet New Criteria

The Secretary will promulgate regulations governing the determination of the status of a child site that was
deemed qualified prior to the date of enactment but does not meet the criteria established in this section.

Reporting

Within two years after enactment and every two years thereafter, the Secretary will submit a report to
Congress analyzing the use of child sites in the 340B program.
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Section 7 - Transparency

Within one year of enactment and annually thereafter, each covered entity will submit a report to HHS with
respect to all child sites and contract pharmacy arrangements for the preceding year. The information will
be publicly available.

Section 8 - Enhancing Program Integrity
Authorizes additional audits by the Secretary to assess:

e Any violations, including violations related to improperly claiming eligibility for the program, drug
diversion, duplicate discounts, or use of contract pharmacies

e Any failures by manufacturers to provide an accurate ceiling price

Corrective action plans must be fully implemented before an audit is closed. Covered entities must only
contract with vendors that agree to submit data to HHS and independent auditors as necessary to
determine compliance.

Section 9 - Preventing Duplicate Discounts

HHS will contract with an independent, third-party entity for the purposes of providing clearinghouse duties
to prevent duplicate discounts and ensure proper accounting.

Covered entities must work with affected manufacturers regarding identified duplicate discounts,
regardless of the method used to dispense the drug. Repayments would be made by either:

e The covered entity as a result of its noncompliance;
e Astate Medicaid program for rebates improperly requested by the agency;

e Astate Medicaid program where the financial benefit of the duplicate discount accrues to the
agency, regardless of whether the duplication occurred under the FFS or managed care system

Within one year of enactment, HHS will issue a report to Congress detailing efforts to address duplicate
discounts.

Section 10 — Patient Financial Assistance

The financial assistance policies of covered entities must be transparent to patients at the point of care and
publicly reported. Financial assistance policies of covered entities must also apply to their child sites and
contract pharmacies.
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Section 11 - Ensuring the Equitable Treatment of Covered Entities and
Pharmacies Participating in the 340B Drug Discount Program

Health insurance issuers and associated pharmacy benefit managers may not discriminate against a covered
entity, a 340B pharmacy, or a participant, beneficiary, or enrollee of such a plan or coverage. This includes
any imposition of requirements, exclusions, reimbursement terms, or other conditions that differ from those
applied to non-340B participants. Health insurance issuers and associated pharmacy benefit managers may
not reimburse a covered entity or pharmacy any less than it would pay to another similarly situated entity or
pharmacy that is not in the 340B program.

Section 12 — User Fee Program
In General
Section 340(a) of the Public Health Service Act is further amended by the following:
User Fee Program

e Establishment of Quarterly Fee - Beginning in FY2031, HHS will collect quarterly user fees from each
covered entity participating in the 340B program.

Assessment of User Fees

e Amount of Assessment — The program will collect $50M in FY2031, and beginning in FY2032, the
amount would be adjusted using the Consumer Price Index for all consumers (Washington-Arlington-
Alexandria, DC-VA-MD-WV) for the 12-month period ending June 30 of the FY preceding
establishment of fees.

e Allocation of Assessment by Covered Entity — Each covered entity’s fee would be based on its share
of all 340B prescriptions dispensed during the previous fiscal year.

o The percentage would equal the covered entity’s prior year 340B prescriptions divided by all
covered entities’ prior year 340B prescriptions, multiplied by 100.

e Timing of Assessment — HHS will notify each covered entity of its annual fee by December 31. The fee
would be paid in four equal installments by the last day of each following calendar quarter.

Use of Fee

e Fees could support a web-based collection system, the drug data clearinghouse, improvements to
340B information and compliance systems, audits, and other program integrity activities.

Supplement not Supplant

e User fees must supplement and not replace funding provided through congressional appropriations.
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Regulations

e HHS could issue regulations through notice-and-comment rulemaking. The rulemaking would
establish a process for exceptions to the fee amount for certain covered entities.

Oversight of User Fee Program

e The HHS Office of Inspector General will review the program annually during its first five years and
report to Congress by September 30 each year.

Conforming Amendment

e Payment of the assessed user fee for the current year will be a condition of participation in the 340B
program.

Section 13 - Studies and Reports
GAO Report

e Requires GAO to report to Congress within two years on hospital debt collection practices,
including hospitals participating in 340B under Section 340B(a)(4)(L) through (O) of the Public
Health Service Act

HHS Study and Report

e Requires HHS to study reasonable dispensing fees for the 340B program and report its findings to
Congress within two years

ASPE Study

e Requires the HHS Assistant Secretary for Planning and Evaluation to study how the new drug data
clearinghouse interacts with other federal data systems used to prevent duplicate drug discounts.
ASPE must also recommend ways to improve the operation of the clearinghouse and data
collection systems

Section 14 — Additional Resources
Funding

e Authorizes $3M annually from FY2027 to FY2031 for HHS Office of Inspector General to conduct
3408 audits, investigations, oversight, and enforcement activities

e Authorizes $9M annually from FY2027 through FY2030 to implement the 340B activities added by
the SUSTAIN 340B Act

Hiring Authority; Regulations
e Allows the HRSA Administrator to hire additional staff as needed to administer the 340B program
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e Requires the HHS Secretary to issue regulations through notice-and-comment rulemaking, as
appropriate, to implement the amended 340B statute

Section 15 - Definitions
Amends section 340B(b) of the Public Health Service Act to define:
e Child site - Wholly owned and operated by a covered entity

e Contract pharmacy - A pharmacy contracted to dispense covered outpatient drugs on the entity’s
behalf, either in person or by mail

Section 16 — Effective date

The bill and its amendments will take effect upon enactment.
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