Health Care Executive Liability Exposure
Post-Sacred Heart
—By Tony Maida and Michael W. Peregrine, McDermott Will & Emery LLP
Law360, New York (April 14, 2015, 10:21 AM ET) -Let’s get something straight, up front. The sky is not falling. No
new enforcement wave is coming. Health care executives need not
start contacting personal defense counsel.
But in the wake of the March 19 verdict[1] in the Sacred Heart antikickback case, it’s reasonable for general counsel to expect a
question or two about personal liability from senior leadership team
members. And that’s a great teaching moment for the general
counsel. Indeed, Sacred Heart involved highly unique facts, and
individual executive prosecutions under the federal Anti-Kickback
Statute[2] remain extremely rare. But the federal government has a
wide variety of enforcement tools from which to pursue health care
executives that it regularly considers using. So Sacred Heart
provides an opportunity for general counsel to brief executives on
the scope of the government’s power and discretion related to
individual executives.
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The Government’s Toolbox
The government’s primary strategy in pursuing health care fraud has been through monetary
recoveries and corporate integrity agreements. Yet, as most general counsel are aware, the
federal government is under increasing pressure to hold individual executives accountable who
knowingly contributed to corporate malfeasance. As Attorney General Eric Holder has publicly
stated, “the buck needs to stop somewhere [emphasis added] where corporate misconduct is
concerned.”[3]
The Office of Inspector General of the U.S. Department of Health and Human Services has
joined in scrutinizing health care executives to change the perceived “cost-benefit calculus”
beyond the potential for the company paying a fine to the potential for personal liability.[4] In
significant cases, OIG lawyers regularly evaluate whether to pursue administrative “spin-off”
cases against key executives. While the number of actual cases pursued may be small now, the
number of nonpublic investigations following a settlement, verdict or judgment is a little larger,

and the number of cases in which OIG thinks about pursuing an executive exclusion action is
larger than outsiders might imagine.
The federal government’s fraud enforcement paradigm has three main subsets: criminal, civil
and administrative monetary actions, and exclusion — with various statutes potentially in play.
Individual liability is possible in all three areas.
1. Criminal Health Care Fraud Statutes
The AKS will be the most familiar to health care lawyers due to its impact on a wide range of
business relationships. Much ink has been spilt discussing the AKS, its safe harbors and nuances
of compliance; our intent is not to add to that body here. The important points for this purpose
are: (1) the government can, and does, enforce the AKS criminally, civilly and administratively,
and (2) government investigators and prosecutors hunt for the “smoking gun” evidence showing
improper intent. In Sacred Heart, the government wired cooperating witnesses to record
conversations with executives to build their case.
A variety of other federal criminal statutes exist, including health care fraud,[5] mail[6] or
wire[7] fraud, and conspiracy.[8] The essence of these authorities is to capture knowingly
making false or fraudulent claims to the government. The Medicare Strikeforce initiative by
HHS and the U.S. Department of Justice has been successful in streamlining investigations and
prosecutions to achieve greater and faster results. Reviewing the list of recent convictions and
indictments shows that a large number of Strikeforce cases are brought against individual owners
and managers, including Sacred Heart.[9]
Life sciences entities are familiar with the Food Drug and Cosmetic Act misdemeanor penalties
for selling mislabeled or adulterated products.[10] The “responsible corporate officer” (RCO or
“Park[11] doctrine”), flows out of the FDCA. While Park prosecutions are rare, they have
occurred in the pharmaceutical and medical device industry on occasion. Executives from
Purdue Pharma and Synthes pled to misdemeanor misbranding charges, which also resulted in
their exclusion by OIG.
2. False Claims Act and Civil Monetary Penalty Law (CMPL)
The FCA[12] has been a powerful tool for the government in pursuing corporations and
recovering over $27.8 billion since 1997.[13] As the FCA’s administrative allegory, the
CMPL[14] similarly applies to false or fraudulent claims or AKS conduct. However, lawsuits
against executives under either statute have been few. The FCA settlement generally releases
officers and directors from civil and administrative monetary liability, including the FCA and
CMPL. However, OIG’s practice has been to only provide the entity that is the party to the
corporate integrity agreement, and not categories of individuals, with the exclusion release in
exchange for entering into the CIA. When there is no CIA, or in particularly noteworthy cases,
OIG has begun to be more active in bringing, or at least continuing an investigation postsettlement, of spin-off cases of potentially culpable individuals for exclusion.
3. Exclusion Statute

OIG’s exclusion authorities[15] also cover false claims and AKS conduct. A specific exclusion
authority permits excluding officers or managing employees of a convicted or excluded entity
without proving the individual’s knowledge of the misconduct, although this authority is seldom
used because it is rare that there is an excluded or convicted entity in a civil resolution outside of
the FDCA context.[16]
A recent example of a spin-off enforcement action following an FCA settlement is OIG’s
exclusion of Michael Dinkel, the owner and president of Drew Medical Inc., a diagnostic
imaging services provider. Drew Medical entered into a FCA settlement for $1,147,564
resolving allegations of submitting false claims for certain radiology procedures that were not
provided as claimed. Prior to the civil settlement, OIG notified Dinkel that OIG intended to
exclude him, and following the settlement, proposed an eight-year exclusion term, which was
upheld on appeal.[17]
What Does the Government Look For?
A key question for a health care executive is how will the government judge executive conduct
and decide which conduct to pursue more aggressively? The following is a nonexhaustive list of
red flags that may lead a government investigator to take a serious look at individual executive
liability:
Allegations of Patient Harm
One of the surest ways to prompt an investigator’s interest in pursuing a case is allegations of
potential patient harm. Many times, however, the patient harm allegations fall away from the
case because of the inherent difficulty in proving harm. But in the process of scouring for patient
harm evidence, the government will build its case supporting a false claims or AKS theory.
That certainly appears to be what may have happened in Sacred Heart. The original search
warrant from April 2013 included not only the kickback allegations but also allegations of
emergency room evaluation, testing and observation services that were not medically necessary,
as well as medically unnecessary sedation, intubation and tracheotomy procedures.[18] Some of
the allegations were certainly eye-catching: the warrant cited to a recorded conversation in which
a physician allegedly told the wired witness that he used to make the hospital “so much money”
performing almost daily penile implant procedures on patients, but that he no longer performed
as many of those procedures because Medicare had decreased its rates of reimbursement for the
procedure. The physician did not comment on whether the patient need for the procedure had
somehow changed, according to the affidavit. These patient harm allegations were ultimately not
included in the indictment or trial, but they may explain why the investigation moved from arrest
to indictment within six months.[19]
Corruption of Medical Decision-Making
Trying to influence physician decision-making away from the best interests of patients and
towards personal financial gain is another hot topic for government investigators. This theme has

underpinned concerns about physician relationships expressed in various OIG guidance and
advisory opinions. According to Sacred Heart prosecutors, the kickback scheme resulted in
questionable care for patients, many of them elderly nursing home residents, to the financial
benefit of those involved.[20]
Personal Involvement in Clear Conduct and/or Cover-Up
Proving the intent element in a kickback case is often challenging. However, proving intent
becomes easier for the government when (1) the conduct at issue is relatively straight-forward or
(2) the executives were involved in the attempts to make illegitimate payments appear legitimate.
The scheme at Sacred Heart was not very sophisticated. Juries will understand that bogus office
leases, paying for teaching medical residents that does not in fact occur, or lending hospital
employees to the doctors for free are a problem. Harder cases are more complex business deals
that had legal counsel and other expert advice.
Tone From the Top
The government expects that executives will set the right tone about their commitment to
fostering a culture of compliance in their organization. While no compliance program is expected
to prevent all misconduct, the government will look at whether the program is “right-sized” for
the organization as a positive sign of commitment. And acting consistent with that commitment
is key. Witnesses are too happy to share conversations, emails, texts, or videos of a CEO
disparaging or complaining about the unnecessary burdens of compliance, which can shape the
government’s view of the responsibility that the CEO had in creating the environment for the
conduct to occur.
As Holder said, responsibility for corporate misconduct has to rest with someone. “I'm the owner
of Drew Medical. The buck stops with me," Dinkel acknowledged in his exclusion hearing.[21]
The Sacred Heart verdict arose out of extraordinary facts, and on its own does not reflect a new
emphasis on criminal prosecution under the AKS. However, the government’s focus on personal
accountability for corporate malfeasance is real. The government has several enforcement
mechanisms available from which it can pursue health care executives, including civil or
administrative remedies. The Sacred Heart verdict provides a good opportunity for health care
counsel to discuss these enforcement mechanisms with the senior executive team, as well as
examples of individual conduct that should materially lessen exposure to individual liability.
This information should also be shared with the board’s audit and compliance committee to the
extent it enhances awareness of regulatory risks.
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