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The mission of the National Health Council is to provide a 

united voice for the 200+ million people living with chronic 

diseases and disabilities and their family caregivers.

People living with chronic diseases and disabilities
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Housekeeping

This webinar is being recorded.  We are also using Zoom's AI Companion feature to generate the meeting summary.

Questions for the speaker(s)?  Please use the Q&A portal.

Using an AI notetaking tool?  Please request permission by emailing Allen Pinn (apinn@nhcouncil.org).

Closed captioning is available  The closed captioning feature is available for this event.

Zoom links or technical issues?  Please email Allen Pinn (apinn@nhcouncil.org).

The opinions and ideas shared during this meeting are not necessarily the opinions of the National Health Council.
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What is 340B Drug Pricing Program?

Established by Congress in 1992 and 
administered by HRSA within HHS.

Created by Congress in 1992 and 
administered by the Health 
Resources and Services 

Administration (HRSA) within 
HHS.

Established in 1992

Intended to support access to 
prescription drugs and health care 
services for vulnerable and low-
income populations by providing 
eligible entities with significant 

discounts on prescription drugs. 

Supports Patient Access

Many hospitals, community health 
centers, and other federal 

grantees rely on revenue made 
possible by the 340B program to 

maintain access to care and 
provide patients with access to 

discounted medicines. 

Funds care delivery
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Patient-Centered Priorities for 340B Reform

340B savings should demonstrably improve patient affordability, access, and services.

Policy changes should not delay access to prescribed medications.

Patient privacy must be protected in reporting and data sharing.

340B should prioritize underserved populations, including rural, rare disease, and specialty-care communities.

Patients should have a meaningful voice in 340B reforms and ensure savings benefit patients.
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Key Patient Impact Issues in 340B Reform

Established by Congress in 1992 and 
administered by HRSA within HHS.

Definition of a 340B Patient

Prescriptions and 
Referrals

Pharmacy Access and 
Prescription Fulfillment

Patient Access & Care

Patient Affordability 
Assistance

Medical Debt Protections

Program Funding

Financial Protections

Transparency and Public 
Reporting

Claims Data Exchange and 
Clearinghouse

Audits and Oversight

Accountability & Oversight



Who participates in 340B? 

Community grantees
Federally funded safety-net providers

• Federally Qualified Health Centers (FQHCs)

• Ryan White HIV/AIDS clinics & ADAPs

• Family planning & STD/TB clinics

• Hemophilia treatment & black lung clinics

Hospitals
≈87% of 340B purchases (2023)

• Disproportionate Share (DSH) hospitals (≥11.75%)

• Children's & free-standing cancer hospitals

• Critical access hospitals

• Sole community & rural referral hospitals

Plus contract pharmacies.  Since 2010, HRSA has let covered entities use an unlimited number of outside (“contract”) 
retail pharmacies to dispense 340B drugs on their behalf – fueling much of the program's growth.

ParticipantsPart 1
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Rapid Growth of the 340B Program

2nd
largest federal drug program – behind 
only Medicare Part D

~1,300 → 32,000
contract pharmacy locations since 
2010; down from 2023 peak of 33,000

$100B
in discounted purchases in 2025 –
roughly $180B at list prices

ScalePart 1
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Newly released 2025 data show 340B purchases reached $100 billion for the first time (up ~23% from 2024), though the number of 
contract pharmacy locations has begun to decline amid the retail pharmacy shakeout and manufacturers' 340B policies.

340B purchases by covered entities ($ billions)
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Three Paths to Reform
Comparing the SECURE 340B Act, the Cassidy 

discussion draft, and the SUSTAIN 340B Act — through 
a patient lens

14



Three Proposals, One Stated Goal: Make 340B Work for Patients
All three would rewrites the statute in the most major way since 1992 — but they take 
somewhat different routes and do not cover all the same ground.
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SECURE 340B Act

House · H.R. 9599

S P O N S O RS

Reps. Scott Peters (D-CA) and John Joyce (R-
PA); cosponsored by Reps. Auchincloss, 
Barragán, and Crenshaw

S T A T U S

Introduced July 6, 2026; referred to Energy & 
Commerce, Ways & Means, and Education & 
Workforce

I N  BR I E F

Bipartisan, multi-stakeholder "grand bargain": 
clear patient definition, up-front discounts for 
four years, universal entity reporting, and new 
patient affordability and medical-debt 
protections.

Cassidy Discussion Draft

Senate HELP · 340B for Patients Act

S P O N S O RS

Sen. Bill Cassidy, M.D. (R-LA), Chair, Senate 
HELP Committee (retiring this Congress)

S T A T U S

Discussion draft released June 25, 2026; 
comments due August 28, 2026

I N  BR I E F

More aggressive reform draft: manufacturers 
choose rebate or up-front discount, contract 
pharmacies capped for some entities, tiered 
reporting weighted toward larger hospitals, 
and flat-fee limits on vendors.

SUSTAIN 340B Act

Senate · "Gang of Six" bill

S P O N S O RS

Sens. Moran (R-KS), Baldwin (D-WI), Capito 
(R-WV), Kaine (D-VA), Boozman (R-AR), and 
Hickenlooper (D-CO) — the Senate 340B 
Bipartisan Working Group

S T A T U S

Introduced August 5, 2026, days after HRSA's 
revised rebate pilot took effect

I N  BR I E F

Bipartisan, more "bargain" oriented: ends the 
rebate pilot in favor of a neutral 
clearinghouse, restores contract pharmacy 
access without volume limits, and adds 
oversight, referral caps, and public reporting.

OverviewPart 3



Who Counts as a 340B ‘Patient’?

Patient DefinitionPart 3

Why it matters to patients: The definition decides whose prescriptions carry the discount — does 
not directly affect patient access to care or drug dispensing but does affect provider economics.
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Where they align — and where they split
• Convergence: every proposal ties eligibility to an outpatient service at the covered entity within two years — the first statutory definition ever; all bills 

require that the service be within the scope of the covered entity’s grant, contract, or other authority.
• Divergence is in documentation: SECURE is strictest (Medicare-reimbursable service, five-year records); Cassidy is in the middle (three-year records); 

SUSTAIN is similar to Cassidy.

Care relationship

Outpatient service from a prescribing 
provider at the covered entity within the last 
two years; 340B prescription must be 
"related to" service.

Documentation

Service generally must be Medicare-
reimbursable; the relationship must be 
supported by auditable records retained at 
least five years.

Care relationship

Outpatient service at the covered entity 
within two years; 340B prescription must be 
"as a result of" service.

Documentation

Auditable medical record retained at least 
three years, plus a prescription or order from 
a qualifying practitioner resulting from the 
service or a referral.

Care relationship

Must have received services from the 
covered entity in the last two years; 340B 
prescription must be "as a result of" 
service.

Documentation

Auditable medical record must be retained 
for at least three years.

SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act



Prescriptions and Referrals

Prescriptions & ReferralsPart 3

Why it matters to patients: Covered entities, especially grantees, capture prescriptions by 
specialists to which they have referred patients in order to benefit from the 340B spread on those 
prescriptions, although they may not be involved in managing that care
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SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• SECURE and SUSTAIN both create a distinct referral pathway with new guardrails; Cassidy folds referrals into the patient definition with no separate rules.
• SUSTAIN is the only bill with a hard cap — referrals limited to 20% of covered outpatient drugs by a covered entity, reported annually. 
• SECURE reserves the pathway for FQHCs and other more safety-net focused sites.

Referral pathway

Referral prescriptions only permitted for 
FQHCs and certain safety-net hospitals

Guardrails

Referral must be within 24 months of last 
service; auditable accounting/volume 
monitoring/penalties; orphan drugs excluded 
from referrals and infused/physician 
administered are excluded for FQHCs unless 
already providing the service

Referral pathway

Prescriptions that meet the patient definition 
are included — referrals are handled through 
the patient definition itself rather than a 
separate pathway.

Referral pathway

Covered entities must document the referral 
and prescriber's connection to the CE

Guardrails

Referral volume over 20% of total covered 
outpatient drugs triggers audit, uncorrected 
violations loses referral authority. Infused/ 
clinician-administered drugs excluded 
(certain exceptions)



Access to Pharmacies and Other Ways to Fill a Prescription

Contract Pharmacies Part 3

Why it matters to patients: Rural, homebound, and specialty patients often rely on mail-order or a 
pharmacy far from the clinic. Limits on contract pharmacies could theoretically translate into 
barriers to care, depending on how covered entities comply
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SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• The sharpest split in the three bills: SECURE and SUSTAIN codify contract pharmacy access with no numerical or geographic limits; Cassidy caps some 

sites at five pharmacies in a defined service area and restricts mail order.
• All three add oversight — HHS review of contracts, reporting, or audits
• SECURE and SUSTAIN specifically bar manufacturers from placing conditions on pharmacy access, while Cassidy does not

Limits

No numerical or geographic limit on contract 
pharmacies; adds transparency and 
contracts must be reported to and reviewed 
by HHS.

Mail order & patient choice

Limits manufacturers from steering patients 
to particular fulfillment options.

Limits

Limits most hospitals to five contract 
pharmacies outside of mail order; 
pharmacies must sit within a defined service 
area.

Mail order & oversight

Limits availability of mail-order to grantees 
and certain safety-net hospitals. 

Limits

Does not limit contract pharmacy 
arrangements but requires cancellation if no 
Rx filled in 12 months.

Mail order & oversight

Designed to codify and protect contract 
pharmacy use while creating new oversight 
requirements; prevents manufacturers from 
conditioning access on data or distribution 
demands.



Up-Front Discounts vs. Rebates — and the Claims Clearinghouse

Discount MechanismPart 3

Why it matters to patients: If a covered entity has to front the full price and wait for a rebate, 
covered entities argue they may face cash flow issues and documentation delays that reduce the 
benefit of the program.
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SECURE 340B Act

Discount mechanism

Rebate model is barred for four years; the 
model is reconsidered after that based on 
performance of clearinghouse.

Claims data

Creates a federal claims clearinghouse. The 
four-year up-front period is used to identify 
issues such as duplicate discounts.

Cassidy Discussion Draft

Discount mechanism

Manufacturers choose between a rebate and 
an up-front discount.

Claims data

Creates a federal repository; requires 
standardized claims data that can flow 
directly to the manufacturer or to a federal 
repository.

SUSTAIN 340B Act

Discount mechanism

Ends the HRSA Rebate Model Pilot and 
moves to a clearinghouse model.

Claims data

HHS contracts with an independent 
clearinghouse to manage claims-level data 
aimed at preventing duplicate discounts.

Where they align — and where they split
• All three take steps toward a federal clearinghouse for claims-level data exchange to prevent and police duplicate discounts.
• SECURE and SUSTAIN both bar rebates (SECURE pauses them for four years; SUSTAIN ends the pilot outright). Cassidy alone preserves the model.



Patient Affordability Assistance and Medical-Debt Protections

AffordabilityPart 3

Why it matters to patients: Nothing in current law requires 340B savings to lower a patient's bill. 
These provisions decide whether the discount shows up at the counter — and whether an unpaid 
bill can follow a patient to collections.

SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• All three require a financial assistance policy and extend it to child sites and contract pharmacies; SECURE and Cassidy also require hospital sliding fee 

scales for 340B drugs.
• They split on reach: SECURE goes to 400% FPL for hospitals (200% for other entities); SUSTAIN stops at 200% FPL; Cassidy sets no income ceiling but 

requires $0 cost sharing below poverty.
• Only SECURE restricts hospital debt collection and interest. SUSTAIN orders a report; Cassidy is silent.

Financial assistance

Covered entities must have a financial 
assistance policy for patients up to 400% FPL 
(hospitals) or 200% FPL (other entities). Sliding 
fee scale for 340B drugs; hospital copays must 
be "nominal in amount." HHS may set 
alternative policies by rule. Protections extend 
to child sites and contract pharmacies.

Medical debt

New restrictions on medical debt collections 
and interest charged by hospitals.

Financial assistance

Nonhospital entities must have a discount 
policy that ensures patients are not denied 
access to drugs. Hospitals must have a 
sliding fee scale for 340B drugs — $0 below 
FPL, capped for others. Protections extend to 
child sites and contract pharmacies.

Medical debt

No medical-debt provisions.

Financial assistance

Covered entities must have a standard, 
transparent financial assistance policy for 
patients up to 200% FPL, must be available 
at child sites and contract pharmacies (no 
drug-specific policies).

Medical debt

Requires a report on hospitals' medical-debt 
protection practices; no new restrictions.



Transparency and Public Reporting

TransparencyPart 3

Why it matters to patients: Without public reporting, patients and advocates cannot see whether 
a hospital's 340B savings fund charity care, lower prices, or something else — or hold anyone 
accountable.
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SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• All three require HHS to collect and publish entity-level data on savings, charity care, and patient mix — a shared core.
• They differ on breadth: SECURE reaches every covered entity, every site, every pharmacy arrangement; Cassidy tiers by revenue, starting with DSH hospitals 

and scaling with size; SUSTAIN is broad but less prescriptive.
• SUSTAIN differs by not publishing data at the entity level, entity-type only

Who reports

Annual reporting by every covered entity

What is reported

340B patients and overall patient mix; 
charity-care costs at each delivery site; use 
of 340B savings and how they benefit 
patients; policies to promote drug access 
and adherence; 340B operating costs. HHS 
publishes aggregate and by entity.

Who reports

Tiered reporting: starts with DSH hospitals 
and other larger entities; larger entities report 
more granular data.

What is reported

Under $200M: overall 340B margin, including 
each child site. Over $200M: margin broken 
down by component. Over $1B: 340B 
patients by payer and charity-care costs per 
site. Grantees over $200M: use of margin by 
service category. HHS publishes aggregate 
and by entity.

Who reports

All covered entities must report data to HHS; 
published annually in aggregate and by entity 
type (not entity level).

What is reported

Utilization, payer mix, charity-care ratio, use 
of savings by category and population, and 
patient financial demographics. HHS 
publishes in aggregate and by covered entity 
type.



Audits, Enforcement, and Program Funding

Integrity & FundingPart 3

Why it matters to patients: Audits are important to program integrity, but they can also consume 
provider resources. User fees and penalties can help bolster oversight — and ensure the program 
serves its goals.

SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• All three expand and clarify audit authority
• On funding, SECURE and SUSTAIN impose a covered-entity user fee; Cassidy relies on penalties and prime-vendor reform instead.

Audits

Clearinghouse established by the bill must 
allow "reasonable manufacturer audits"; 
manufacturers may audit contract pharmacy 
compliance. Covered entities must conduct 
biennial audits of contract pharmacy and 
child site compliance.

Funding

Covered-entity user fee of 0.1% of prior-year 
340B purchases — funds the clearinghouse, 
OPAIS improvements, compliance tools, and 
audits.

Audits

Clarifies that manufacturers may conduct 
"routine audits and audits for cause," 
including with their own internal auditors.

Funding

Relies on new civil monetary penalty 
authorities and prime-vendor reform rather 
than a user fee.

Audits

Expands both HHS and manufacturer audit 
authority. Authorizes corrective action plans 
(180 days to cure), civil monetary penalties, 
and disenrollment. Annual pharmacy audits 
required; HHS may audit entities with many 
contract pharmacies.

Funding

Covered-entity user fee sized to raise $50M 
in 2031, indexed to inflation, allocated by 
340B prescription volume. Adds HRSA hiring 
authority with OIG oversight.



PBM and Insurer Nondiscrimination

Why it matters to patients: When plans and PBMs reimburse 340B pharmacies less or add 340B-
specific conditions, burdens are added on providers and discounts may be constrained.
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SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• SECURE and SUSTAIN both prohibit PBMs and insurers from imposing conditions that limit access to 340B entities or their pharmacies — near-identical 

language on this point.
• The Cassidy draft does not address PBM or insurer conduct; its integrity provisions run through vendor fees and contract pharmacy limits instead.

PBMs & insurers

Prohibits PBMs and insurers from setting 
conditions that limit access to 340B covered 
entities and their pharmacies.

PBMs & insurers

No PBM or insurer nondiscrimination 
provision described in the draft.

PBMs & insurers

Prohibits PBMs and insurers from setting 
conditions that limit access to 340B covered 
entities and their pharmacies.

PBM NondiscriminationPart 3



Third-Party Administrator and Vendor Compensation

Vendor CompensationPart 3

Why it matters to patients: When TPAs and other vendors are paid a percentage of 340B revenue, 
every added prescription is a fee — an incentive to maximize volume rather than patient benefit, 
and one more claim on savings before they reach patients.
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SECURE 340B Act Cassidy Discussion DraftSUSTAIN 340B Act

Where they align — and where they split
• Only Cassidy caps fees — flat-dollar, fair-market-value limits on both TPAs and contract pharmacies, plus conflict-of-interest rules for the HRSA prime 

vendor.
• SECURE and SUSTAIN each order a study of dispensing fees instead; SECURE adds a GAO report on where 340B margin actually goes.

Vendors / TPAs

No flat fee limits but requires bona fide 
service fees and bars compensation tied to 
volume. Requires an HHS study and report to 
Congress on the reasonableness of 
dispensing fees, and a GAO report on margin 
retained by contract pharmacies, plans, 
PBMs, vendors, patients, and covered 
entities.

Vendors / TPAs

TPA fees must be a flat dollar amount at fair 
market value, not based on the discount. 
Contract pharmacy fees capped at a flat 
amount not exceeding 125% of the average 
dispensing fee paid by other payers. 
Conflict-of-interest standards for the HRSA 
prime vendor.

Vendors / TPAs

No fee limits. Requires an HHS study of 340B 
dispensing fees "for the purpose of 
establishing reasonable dispensing fees" 
and a report to Congress.
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Thank you for attending!


