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Rounding out 2023: health care enforcement trends

IN private equity
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Every action has an equal and opposite reaction. Private equity
investment in healthcare companies peaked in 2021, and regulatory
oversight and enforcement are hot on its heels.? Even before this
2021 peak, perceptions of private equity firms’ roles in response

to information about allegedly improper activity by healthcare
providers in portfolio companies have led to multi-million-dollar
settlements with the U.S. Department of Justice (DOJ) and state
attorneys general.

With even more enforcement activity on the horizon, private

equity firms may want to invest early in their portfolio companies’
compliance functions, as the U.S. Department of Health and
Human Services Office of Inspector General (HHS-OIG) emphasized
in its November 2023 General Compliance Program Guidance.?

The False Claims Act* (FCA) is a potent enforcement® instrument
in the healthcare space. Companies and individuals can be held
liable under the FCA for treble damages plus significant penalties
for knowingly submitting, or causing to be submitted, false claims
for payment to the government, falsely certifying compliance

with applicable laws to obtain payment from the government, or
retaining government payments premised on false claims or false
certifications.

In some cases, resolving FCA allegations may be preconditioned on
a multi-year corporate integrity agreement that requires compliance
reporting to an external monitor. FCA suits may be brought directly
by the government or by whistleblowers on the government’s
behalf, with or without the government’s intervention. Around thirty
states (and counting) have promulgated FCA statutes modeled
after the federal version.

Private equity firms are FCA targets, with government leaders and
HHS-0IG® voicing concerns,” and even suing,® over the private equity
sector’s role in healthcare.’ But not everyone agrees. Defenders
have embraced private equity cash infusions as an alternative

to joining a large health system, and touted technological
enhancements that improve care and efficiency.' Private equity

FCA settlements have abounded in recent years. Many of those
settlements stem from private equity firms’ alleged failures to
adequately address practices at their portfolio companies that risk
running afoul of healthcare laws.

A recent settlement from June 2023 is Ebu-Isaac, where a
whistleblower in a non-intervened case alleged that a private
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equity firm actively promoted and facilitated the widespread off-
label use of a fentanyl spray, Subsys, in violation of the Controlled
Substances Act; the matter settled after the private equity firm, its
three managing partners, and two portfolio pharmacies agreed to
pay $9 million.”

Another example is Martino-Fleming, where in 2021 a private
equity sponsor agreed to pay nearly $20 million to settle state
FCA allegations brought by the Massachusetts attorney general’s
office that a portfolio company submitted false claims to the
Massachusetts Medicaid program to reimburse for mental health
care services rendered by unlicensed and improperly supervised
clinic staff.”?

To inform the bounds of private equity
liability under the FCA post-SuperValu,
the FCA bar will be closely monitoring
the strength of “no-knowledge”
defenses in future FCA claims
against private equity firms.

Another frequently cited example is Medrano, where in 2019 a
private equity firm together with its portfolio company agreed to pay
the DOJ $21.05 million to resolve accusations that the private equity
firm aided its portfolio company in an illegal kickback scheme to
prescribe compounded creams and vitamins to military veterans in
the TRICARE health program.®

Private equity firms defending these and other FCA allegations
often argue that they did not “cause” the false claim and lacked
“knowledge” of the alleged impropriety, emphasizing their limited
role in day-to-day operations. Among other elements, the

FCA requires a defendant to have knowingly submitted, or caused
to be submitted, a false claim for payment — acting knowingly can
be established through actual knowledge, deliberate ignorance, or
reckless disregard of the information’s falsity."

In denying defendants’ motion to dismiss the whistleblower’s
second amended complaint in Ebu-Isaac, the California federal
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district court held that the whistleblower had sufficiently pleaded
(i) causation, where the private equity firm controlled the portfolio
pharmacies and “worked to promote and facilitate the widespread,
off-label and medically non-indicated uses of SUBSYS,” resulting in
government reimbursement, and (ii) knowledge, where the private
equity firm proposed distributing Subsys “to a patient population
that far outstripped the limited market of opioid-tolerant cancer
patients experiencing breakthrough pain."”®

"No-knowledge” defenses may be difficult to establish to obtain
dismissal at the summary judgment'® or motion to dismiss” stages,
particularly after the Supreme Court’s June 2023 ruling that
knowledge under the FCA must be assessed based on subjective
intent at the time of the alleged misconduct, not based on later
assessments of whether the conduct comports with an objectively
reasonable interpretation of ambiguous legal requirements.”®

Consequently, what private equity stakeholders said and thought
about their portfolio companies’ operations, compliance measures,
and applicable law and regulations is of heightened importance.
Post-SuperValu, specific allegations that a private equity firm had
been made aware of, or purposefully avoided being made aware of,
potentially troublesome portfolio company practices, will remain
critical. But blanket assertions that the firm knew or should have
known of such issues likely will remain insufficient to survive a
motion to dismiss or summary judgment.”

Other private equity FCA actions were settled without a court
ruling?® on the private equity firms' knowledge about alleged
portfolio company wrongdoing.?' To inform the bounds of private
equity liability under the FCA post-SuperValu, the FCA bar will be
closely monitoring the strength of “no-knowledge” defenses in
future FCA claims against private equity firms.

Takeaways

With burgeoning federal and state enforcement efforts, private
equity firms looking to provide innovative healthcare offerings while
also remaining compliant should be aware of the factors on which
the DOJ and state attorneys general may focus when evaluating

an FCA enforcement action. And HHS-0IG?? underscores the
importance of private equity investors understanding applicable
healthcare laws and the role of an effective compliance program.

Tracking these factors pre- and post-transaction may mitigate
FCA risk or, at the very least, help size up FCA risk for possible
resolution paths in existing investigations or litigations.

*  Pre-transaction diligence. Consider what information was
presented to the private equity firm pre-transaction and the
actions it took (pre- and post-transaction) to address possible
compliance concerns.

*  Marketing. Touting a private equity firm'’s active management
to business prospects may challenge later efforts with

regulators to downplay the firm’s role in day-to-day operations.

*  Knowledge. Consider whether the private equity firm might
be accused of recklessly disregarding or deliberately ignoring
red flags that merit investigation and potential operational
changes.

*  Compliance. If diligence or post-transaction operations surface
potential issues, enhancing a portfolio company’s compliance
function — or developing one if it does not exist — may mitigate
FCA risk.

*  Government intervention. Federal declination may leave the
door open for state intervention, as in Martino-Fleming. This is a
potent risk with more than thirty state FCA statutes.
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