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Since March 2010, increased growth in the 340B Program has been accompanied by
increased scrutiny from state and federal governments and conflicts between various
340B Program stakeholders. A transition in U.S. Department of Health & Human
Services (HHS) and Health Resources & Services Administration (HRSA) leadership
may lead to changes in 340B Program policy, but the ongoing conflicts, particularly
around contract pharmacies, will not likely be resolved quickly.

In this webinar, we discussed the current issues affecting 340B Program
stakeholders, the tools (and their limitations) that may be employed by stakeholders
and government agencies to resolve those issues, and what covered entities can
expect in future developments affecting the 340B Program.

Covered entities will likely be unable to resolve contract pharmacy issues
quickly through either the current litigation or the ADR panels. While there are a
number of pending cases related to the 340B Program, litigation can be inherently slow
process. The Administrative Dispute Resolution (ADR) Final Rule that was published in
December 2020 was recently enjoined and additional injunctions may follow. While
HHS appears to be moving forward with operationalizing the ADR process, the ADR
Panel members who would hear the disputes remain under review by the Biden
Administration. If and when the ADR panels are finally implemented, decisions of those
panels may be litigated too.

Covered entities should review and monitor their state Medicaid program’s
billing requirements for 340B drugs. State Medicaid programs must have a
mechanism to identify 340B drugs when required to exclude them from rebate
requests. Many states have established specific billing and charging requirements for
covered entities to follow. Covered entities’ failure to comply with state Medicaid
programs’ billing and charging requirements could violate federal and state law and
may result in Medicaid overpayments. These violations could lead to extremely costly
fines, treble damages or even exclusion from federal healthcare programs.



Covered entities should not look toward federal agencies to resolve their
manufacturer data collection issues. While many covered entities have been
receiving requests or requirements from drug manufacturers for data necessary to
identify 340B drugs and acquisition costs, these data-collection requirements are
primarily contractual issues. The 340B Program does not regulate contractual rebates
offered by manufacturers, contractual provisions between covered entities and
pharmacy benefits managers (PBMs), or contractual data collection requirements.

A transition in HHS leadership may lead to policy changes in the 340B Program,
but options for enforcement remain limited. Newly appointed HHS Secretary Xavier
Becerra supported the use of contract pharmacies by Covered Entities in his role as
California attorney general. His appointment, combined with potential changes in
HRSA and Office of Pharmacy Affairs (OPA) leadership, could lead to changes in the
340B Program approach to 340B Program enforcement actions. Still, it may be difficult
for HRSA'’s policy changes to be implemented, given the limited opportunities for
“notice and comment” rulemaking and the difficulties in taking enforcement action
under guidance documents.

Increased legislative action on drug pricing could impact the 340B Program.
Prescription drug prices have skyrocketed in recent years, and federal policymakers
are under pressure from the public to address the high drug prices. Few proposals
have actually been finalized, and even fewer have been implemented. Covered entities
should keep an eye out for legislation addressing drug prices, as any future proposals
are likely to impact the 340 Program, directly or indirectly.
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