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340B covered entities focus a lot of compliance efforts on parts of the
program governed by the Health Services and Resources Administration
(HRSA), but is enough attention being given to non-HRSA compliance
obligations? These obligations include:

Medicaid risks

|

Beyond duplicate discount prevention, state Medicaid
programs often impose challenging and cumbersome 340B-
specific billing obligations on covered entities. Billing
Medicaid incorrectly can cause you to receive Medicaid
dollars you are not otherwise entitled to. Billing Medicaid
correctly is difficult because each state can have different
billing rules, and rules can even differ between retail and
institutional settings. What's more, seemingly small errors
on government programs can cause you big problems.

340B covered entities should consider the following when
evaluating340B drug billings to Medicaid payers:

What states are you billing and what are their rules
for 340B drugs?

What systems and/or vendors are responsible for
making sure that your Medicaid bills are built correctly?

Are you keeping up on your institutional and retail
pharmacy risks related to Medicaid billing?

What steps are you taking to mitigate your risk (e.q.,
third-party audit)?

What operational and procedural challenges are you
facing to comply with 340B Medicaid rules?
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Medicare risks
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Medicare's 340B rules are consistent from state to state but
have recently been in flux, which may cause uncertainty about
billing obligations and associated risks. Additionally, recent
Medicare changes offer financial opportunities that covered
entities might not be leveraging.

3408B covered entities should consider the following when
evaluating their 340B Medicare risk:

What processes are in place to establish that your
Medicare charges are built correctly?

What efforts have you taken to recover
underpayments from Medicare Part B and
Medicare Advantage Plans?

Is accessto 340B pricing a factor your covered entity
generally considers when enrolling in Medicare
reimbursement programs?

Key examples of non-HRSA risks
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Qui tam actions

could be brought against
covered entities by their
own employees
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About EY Forensic & Integrity Services

Embedding integrity into an organization's strategic vision and
day-to-day operations is critical when managing complex issues of
fraud, regulatory compliance, investigations and business disputes.
Our internationalteam of more than 4,000 forensic and technology
professionals helps leaders balance business objectives and risks,
build data-centric ethics and compliance programs, and ultimately
develop a culture of integrity. We consider your distinct circumstances
and needs to assemble the right multidisciplinary and culturally
aligned team for you and your legal advisors. We strive to bring

you the benefits of our leading technology, deep subject-matter
knowledge and broad global sector experience.
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This material has been prepared for general informational purposes
only and is not intended to be relied upon as accounting, tax, legal or
other professional advice. Please refer to your advisors for specific
advice.
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