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C227L 26
Synopsis as Enacted

Brief Description: Concerning the 340B drug pricing program.

Sponsors. Senate Committee on Ways & Means (originally sponsored by Senators Cleveland,
Slatter, Harris, Bateman, Alvarado, Chapman, Dhingra, Frame, Hasegawa, Liias, Pedersen,
Saldana and Valdez).

Senate Committee on Health & Long-Term Care
Senate Committee on Ways & Means

House Committee on Health Care & Wellness
House Committee on Appropriations

Background: Originaly enacted by Congress in 1992, the 340B Drug Pricing Program
requires drug manufacturers to provide price discounts on outpatient drugs purchased by
certain covered entities, including federaly qualified health centers and eligible hospitals.
The 340B program allows these covered entities to buy discounted outpatient prescription
drugs from manufacturers and bill payers at the non-discounted price. The difference in
price and reimbursement generates revenue for the covered entities so they can expand care.
Covered entities are prohibited from receiving duplicate discounts from both the Medicaid
and 340B programs. Covered entities are also prohibited from selling or otherwise
distributing drugs to anyone who is not a patient of the covered entity. To dispense the
drugs to patients, many covered entities use an arrangement wherein the drugs are shipped
to and dispensed by contract pharmacies.

The Health Resources and Services Administration (HRSA) administers the 340B program,
but does not have general rulemaking authority over the program. While the use of contract
pharmacies are not included in the 340B legidation, their use has long been part of the
program. In 1996, HRSA first mentioned contract pharmacies in guidance, acknowledging
that very few covered entities used their own in-house pharmacies to distribute 340B drugs
and allowing covered entities to use up to one contract pharmacy. In 2010, HRSA issued
additional guidance allowing covered entities to use an unlimited number of contract
pharmacies. Since 2010, the number of contract pharmacies participating in the program has
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increased significantly.

In recent years, a number of states, including Arkansas, Louisiana, Maryland, Kansas,
Minnesota, Mississippi, Missouri, West Virginia, Nebraska, New Mexico, North Dakota,
South Dakota, Tennessee, Utah, and Oregon, have enacted laws to prohibit drug
manufacturers from limiting the use of contract pharmacies. Drug manufacturers have
challenged a number of these laws in federal court. Both the Eighth and Fifth federal circuit
courts of appeals have upheld state laws, from Arkansas and Mississippi, respectively, that
prevent manufacturers from imposing restrictions on contract pharmacies. In 2024, the
Eighth Circuit found that the Arkansas law, which prohibits drug manufacturers from
denying 340B drug pricing for an Arkansas-based community pharmacy that acquires the
drug through a contract pharmacy arrangement with a covered entity, was not preempted by
the federal 340B statute. Also in 2024, the United States Supreme Court declined to review
the Eighth Circuit ruling. In 2025, the Fifth Circuit found that the Mississippi law, which
prohibits a drug manufacturer from denying, restricting, or prohibiting the acquisition of a
340B drug by a covered entity or a pharmacy under contract with a covered entity unless
prohibited by federal law, was not preempted by the federal 340B statute and further found
that the law did not constitute a taking without compensation under the Fifth
Amendment. Conversely, in 2024, the D.C. Circuit found that the 340B statute does not
authorize HRSA to prohibit manufacturers from imposing any conditions on the distribution
of discounted drugs to covered entities. The court held that the restrictions imposed by two
drug manufacturers, including limits on the number of contract pharmacies to which they
will make shipments, were reasonable contractual conditions that fell within the 340B
statute’ s requirement that manufacturers offer 340B discounts on covered outpatient drugs
to covered entities.

Summary: A drug manufacturer or athird party acting on behalf of a manufacturer may
not, directly or indirectly, deny, restrict, or prohibit the acquisition of a 340B drug by, or
delivery of a 340B drug to, a covered entity, a pharmacy under contract with a covered
entity, or any location authorized by a covered entity to receive such 340B drug, unless
federal law prohibits receipt of the 340B drug.

A drug manufacturer or athird party acting on behalf of a manufacturer may not, directly
or indirectly, require a covered entity to submit any claims, utilization, purchasing, or other
data as a condition for allowing the acquisition of a 340B drug by, or delivery to, a covered
entity, a pharmacy under contract with a covered entity, or any location authorized by a
covered entity to receive such 340B drug, unless federal law requires such data sharing.

A covered entity may file a civil action against a manufacturer or a third party acting on
behalf of a manufacturer for a violation of this act. A court may enjoin the violation and
award a civil penaty up to $5,000 per day for each violation, as well as reasonable
attorneys fees and costs. Each package of 340B drugs subject to a prohibited act under this
chapter constitutes a separate violation.
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The attorney general may bring an action in the name of the state to enforce this act. For
actions brought by the attorney general, the Legisature finds that the practices covered by
this act are matters vitally affecting the public interest for the purpose of applying the
consumer protection act.

On or before April 1st following the conclusion of the covered entity's fiscal year, a covered
entity that is a federally qualified health center or hospital shall report the following to the
Health Care Authority (HCA):

* the entity's name, service address, 340B program identification number, designation
of entity type, and taxpayer identification number;

* the aggregate acquisition cost for al 340B drugs obtained under the 340B program
and dispensed to applicable patients,

* the aggregate payment amount received for all 340B drugs obtained under the 340B
program and dispensed to applicable patients;

* the aggregate acquisition cost for administered outpatient 340B drugs obtained under
the 340B program and administered to applicable patients;

* the total savings on the 340B administered outpatient drugs based on the calculation
of the difference between the aggregate acquisition cost of 340B drugs and the
aggregate price of the drugsif not purchased through the 340B program;

 the aggregate acquisition cost for 340B drugs, and aggregate payments made to
pharmacies that are under contract with the covered entity to receive and dispense
340B drugs on behalf of the covered entity;

* the number of claimsfor prescription drugs obtained under the 340B program;

* using the most up to date data available, how the covered entity uses any savings
from participating in the 340B program, including, but not limited to, the amount of
savings used for the provision of charity care, community benefits, or a similar
program of providing unreimbursed or subsidized health care;

* the aggregate payments made to any other entity that is not a covered entity and is not
a contract pharmacy for managing any aspect of the covered entity's 340B program;

* the aggregate payment made or expense for administering the 340B program;

* the aggregate number of prescription drugs dispensed to patients under the 340B
program and the estimated number of prescription drugs administered to patients
under the 340B program;

* the percentage of the covered entity's pharmacy claims that were for prescription
drugs obtained under the 340B program; and

» the number and percentage of low-income patients of the covered entity that were
served by a dliding fee scale for a prescription drug dispensed or administered under
the 340B program.

The information required to be reported must be reported by payer type, if the information
is available to the covered entity, including commercial, Medicaid, Medicare, and
uninsured.

Before April 1st of each year, a manufacturer must report the following information
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concerning the manufacturer’s participation in the federal 340B drug pricing program for
the previous calendar year:
 the number of units, by drug, of 340B drugs distributed to each covered entity and
contract pharmacy in Washington State;
» the aggregate discounts, by drug, provided to each covered entity and contract
pharmacy on 340B drugs; and
* the average 340B discount on each of the top 25 340B drugs dispensed in the state by
each manufacturer.

HCA shall include the data submitted by covered entities and manufacturers in its annual
prescription drug price transparency report as follows:

 all manufacturer data must be aggregated to not reveal information from a specific
manufacturer;

» covered entity data providing entity name, address, and identification numbers and
data describing how the covered entity uses savings, the aggregate payments made to
manage and administer the program, and the number of low-income patients served
by a dliding fee scale under the program may be included at the covered entity level;
and

« all other covered entity data must be aggregated by entity type.

The annual report must also include:

» HCA's costs for the preceding calendar year to collect and report data related to the
340B drug pricing program;

» adescription of the foreseeable necessary costs to HCA for collecting and reporting
data related to the 340B drug pricing program, as used as the basis for the filing fee;
and

* the amount of filing fees.

All raw data, except the name, address, and identification numbers of a covered entity and
data describing how the covered entity uses savings, the aggregate payments made to
manage and administer the program, and the number of low-income patients served by a
dliding fee scale under the program, is confidential and may not be released publicly.

At the request of a Washington State legislator, HCA must provide all data and any analysis
completed by HCA to the legislator. All information provided to the legislator must be kept
confidential within the Legislature and is not subject to public disclosure.

HCA may issue a fine of $1,000 per day for a covered entity or manufacturer that fails to
provide the required information. A covered entity must be afforded an opportunity to
correct a reporting error before a fine may be issued. If the covered entity provides the
information required within 30 calendar days of receiving the written notice, then HCA
shall not issue a penalty.

HCA may establish a filing fee for the submission of data pursuant to this act sufficient to
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cover the cost of collecting and reporting the data. The filing fee must be established as
follows:
* the filing fee for covered entities must be tiered based on the covered entity's gross
operating revenue;
* thefiling fee for manufacturers must be tiered in a manner determined by HCA; and
* the filing fees for covered entities and manufacturers must be set at levels that
generally reflect the numbers of covered entities and manufacturers required to report
data under this act and HCA's relative costs in collecting and reporting data from
covered entities and manufacturers, except that the filing fee for covered entities must
not be set at a level intended to cover more than 25 percent of HCA's costs for
collecting and reporting 340B data.

The filing fees must be deposited into the 340B Program Reporting Account.

Votes on Final Passage:
Senate 30 18
House 67 30 (Houseamended)
Senate 30 19 (Senateconcurred)

Effective: June 11, 2026
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