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F O O D A N D D R U G E N F O R C E M E N T

Attention, Pharmaceutical and Medical Device Executives: Ignorance Is Not Bliss

BY STEPHEN G. HUGGARD, MARK L. JOSEPHS, AND

HILARY B. DUDLEY

T he recent sentencings of a number of executives on
so-called ‘‘Park pleas’’ serve as an important re-
minder that the Department of Justice, working

with the Food and Drug Administration, holds manag-
ers, officers, and in-house counsel at drug and medical
device companies to a high standard with respect to
overseeing the safe manufacture and delivery of drugs
and medical devices to consumers.

If the FDA and DOJ believe those executives have
failed in their oversight and supervision obligations to
the detriment of the public, not only does the company
they work for face potential serious civil and criminal
sanctions but the individual executives can be subject to

criminal liability and debarment for simply being what
the government deems a ‘‘responsible corporate offi-
cer.’’

Gary Osborn and Apothécure
On October 3, the U.S. District Court for the North-

ern District of Texas sentenced Gary D. Osborn and his
compounding pharmacy company Apothécure Inc. on
two counts each of misbranding, to which both had
pleaded guilty. Osborn was sentenced to one year of
probation, which includes 90 days of home detention,
and a $100,000 fine. The company was sentenced to five
years of probation and a $100,000 fine.1

Osborn was charged criminally on the basis of the
Park Doctrine, which is named after a 1975 U.S. Su-
preme Court decision that stands for the proposition
that a ‘‘responsible corporate officer’’ may be found
guilty of a misdemeanor crime under the Federal Food,
Drug, and Cosmetic Act (FFDCA)—e.g., misbranding
and adulteration—without any intentional wrongdo-
ing.2 According to the Supreme Court, neglect and in-
action are sufficient because ‘‘the Act imposes not only
a positive duty to seek out and remedy violations when
they occur but also, and primarily, a duty to implement
measures that will insure that violations will not occur.’’
In so holding, the Supreme Court recognized that ‘‘the
requirements of foresight and vigilance imposed on re-

1 United States v. Osborn, No. 3:12-cr-00047 (N.D. Tex.).
2 United States v. Park, 421 U.S. 658 (1975).
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sponsible corporate agents are beyond question de-
manding, and perhaps onerous,’’ but the court reasoned
that ‘‘they are no more stringent than the public has a
right to expect of those who voluntarily assume posi-
tions of authority in business enterprises whose ser-
vices and products affect the health and well-being of
the public that supports them.’’ This means that an ex-
ecutive can be convicted of a crime for conduct in which
he was not directly involved and that he did not know
was occurring.

Osborn’s probation sentence was relatively light, but
the basis in fact—or lack thereof—presented to the
court in support of the prosecution is noteworthy.

One of the drugs Apothécure compounded is called
colchicine, which can be injected intravenously for use
in the treatment of back and neck pain related to gout.
Compounding typically involves a pharmacist prepar-
ing a drug following the instructions of a licensed medi-
cal doctor. It is generally done when the drug is not
available off the shelf with the desired strengths, ingre-
dients, or dosage.

There is some debate about the FDA’s authority over
compounding pharmacies and whether many of those
pharmacies actually are manufacturing drugs—topics
worthy of their own discussions.

In any event, according to the government, three pa-
tients in 2007 who received colchicine from Apothécure
died as a result of a colchicine overdose. An FDA inves-
tigation subsequently revealed that other vials from the
same lot used for these patients were super-potent
(~640 percent of the declared potency on the label).
Nonetheless, the defendants in the criminal proceed-
ings did not admit that their product caused the deaths.

Both Osborn and Apothécure were charged with two
counts of misdemeanor misbranding on the theory that
the drug label did not include correct dosage informa-
tion. With respect to Osborn, the government’s theory
of liability was that he was guilty because he had the re-
sponsibility and authority to prevent the misbranding
and failed to do so. Specifically, Osborn admitted that
as the owner, registered agent, president, sole director,
and pharmacist-in-charge of Apothécure, he was ‘‘the
person responsible for the procedures and equipment’’
and ‘‘for ensuring pharmacists and pharmacy techni-
cians were properly trained and supervised in the com-
pounding of drugs.’’

Nowhere in the criminal information or agreed-upon
facts presented to the court is there mention that Os-
born was aware of any discrepancies with respect to the
manufacture of the super-potent drug that allegedly
killed the three patients. Nor is there mention that he
was aware of specific issues related to inadequate pro-
cedures or deficient equipment in the intravenous lab
(IV lab) generally. The worst allegation against Osborn
is that, prior to the creation of the lots in question, ‘‘Os-
born was advised on at least one occasion by a pharma-
cist at Apothécure that the IV lab should be supervised
by a pharmacist or biochemist. Osborn replied that he
was personally supervising the workers in the IV lab.’’

By contrast, even in Park itself, John Park, the presi-
dent of the retail food chain at issue, was aware that the
FDA had discovered rodent issues in earlier inspections
of the company’s warehouses. His delegation of sanita-
tion issues to subordinates without acceptable oversight
was enough to find him criminally liable for adultera-
tion by continuing to store food in rat-infested ware-
houses.

Nonetheless, Osborn pleaded guilty to the two counts
of misdemeanor misbranding.

Synthes Defendants
While Osborn’s probation sentence was in line with

the result of some prior Park Doctrine prosecutions, the
prison sentences imposed on four former Synthes Inc.
officers demonstrate how the FDA and DOJ are seeking
to achieve specific deterrence and punishment by using
the much easier to prove misdemeanor Park Doctrine
prosecutions.3

The following sentences were handed out in Novem-
ber and December 2011 by the U.S. District Court for
the Eastern District of Pennsylvania:

s Michael D. Huggins, former chief operating offi-
cer, was given nine months in prison;

s Thomas B. Higgins, former president of Synthes
Spine and later senior vice president of global strategies
reporting to Huggins, was sentenced to nine months in
prison;

s Richard E. Bohne, former vice president of opera-
tions in charge of regulatory affairs, was sentenced to
an eight-month term of imprisonment; and

s John J. Walsh, former director of regulatory af-
fairs, received five months in prison.

All four executives pleaded guilty to one count of the
strict liability misdemeanor offense of misbranding and
adulteration related to Synthes’s off-label promotion of
a bone cement used in back surgery. The government
alleged that from August 2003 through January 2004
Synthes engaged in a rogue clinical trial by training
spine surgeons to use the bone cement to treat a type of
spine fracture common in the elderly notwithstanding
known patient risks and despite the fact that the FDA-
approved label warned that the product was not in-
tended for such surgeries. During the illegal ‘‘test mar-
ket,’’ three elderly patients died on the operating table.
Unlike the Apothécure case, the Synthes indictment
was 58 pages long and alleged particularized knowl-
edge and wrongdoing by each of the individual defen-
dants.

Before pleading guilty, the individual defendants ex-
ecuted plea agreements with the government that in-
cluded a written statement of the ultimate facts that the
government would have proven with respect to the con-
duct of their employer, Synthes, had the case gone to
trial. The executives conceded that they had a duty to
prevent or stop crimes committed at Synthes by others
at the company, including those whom they supervised,
and that they failed to prevent or stop the illegal tests
on humans. When it came time for sentencing, how-
ever, the government asked for the maximum sentence
(12 months’ imprisonment) in light of the egregious
facts and alleged wrongdoing by the individual defen-
dants. It presented 81 exhibits alleging facts that went
well beyond the agreed-upon facts.

The government’s strategy at sentencing, which it de-
fended as wholly consistent with its representations
during the plea negotiations, resulted in a slew of mo-
tions and a two-day evidentiary hearing. In the end, the

3 United States v. Norian Corp., No. 2:09-cr-00403 (E.D.
Pa.).
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court denied most of the defendants’ motions and ob-
jections and considered much of the government’s evi-
dence to provide the court with all relevant facts and
circumstances concerning the offense conduct. The re-
sult was unprecedented prison sentences for misde-
meanor Park Doctrine prosecutions.

Prior to the Synthes sentencings, the only other re-
cent Park Doctrine prosecution that resulted in any jail
time was the 2011 prosecution of Marc S. Hermelin, the
former chief executive officer and chairman of St.
Louis-based KV Pharmaceutical Co.4 The information
in that case alleged that KV Pharmaceuticals had a
string of regulatory and criminal drug manufacturing
problems under Hermelin’s leadership, including enter-
ing into a civil consent decree with the FDA in 2009.
The problems culminated in KV Pharmaceutical’s
manufacture and sale of oversized (and therefore mis-
branded) morphine tablets. KV Pharmaceutical re-
ceived complaints about the size of some of its tablets
and eventually investigated.

However, according to the charges, Hermelin ‘‘in-
structed KV employees to minimize written communi-
cations about KV’s oversized tablet manufacturing
problems and the company’s investigation of these is-
sues, and limit distribution and discussion of any docu-
ments discussing these problems given the ‘business
risk’ created by these written materials. Defendant
wanted KV’s Quality Assurance personnel to not be in-
volved with the investigation of oversized tablets, state
that the Quality Assurance employees should be out of
the ‘information flow,’ and suggested his views on what
the root cause finding of the investigation should be.’’

Hermelin was sentenced to 19 days’ imprisonment
(which was later reduced to 17 days), one year of pro-
bation, and a $1 million fine.

It remains to be seen whether the Synthes and KV
Pharmaceuticals prosecutions will represent a water-
shed with respect to sentences for Park Doctrine cases
or anomalies based upon their particular facts.

It Gets Worse: Debarment
Not only do responsible corporate officers have to

worry about criminal strict liability under the Park Doc-
trine, but they may also be excluded from federal and
state health care programs on the basis of their convic-
tions. The Department of Health and Human Services
Office of Inspector General possesses the discretion to
debar individuals who are convicted of misdemeanors
involving fraud. This means that no company employ-
ing them will be eligible to receive reimbursement for
services or drugs through programs such as Medicare
and Medicaid. Exclusion is a death knell in the pharma-
ceutical and medical device world because companies
rarely hire people on the excluded list due to the private
sector’s dependence on government funds.

In 2007, Purdue Frederick Co. and three of its top
executives—Michael Friedman, president and chief op-
erating officer, Howard Udell, executive vice president
and chief legal officer, and Paul D. Goldenheim, former
executive vice president of worldwide medical affairs—
were charged with misbranding by promoting OxyCon-
tin as less addictive than other pain medications despite

medical evidence to the contrary.5 The company
pleaded guilty to one count of felony misbranding. Each
of the three executives pleaded guilty to one count of
misdemeanor misbranding pursuant to the Park Doc-
trine. The court sentenced the executives to three years
of probation and a $5,000 fine each, and they agreed to
disgorge $34.5 million of their profits to the Virginia
Medicaid Fraud Control Unit’s Program Income Fund.

But after the criminal case was over, the HHS OIG
exercised its discretion and excluded the three execu-
tives for 20 years. The executives appealed the exclu-
sion all the way to the U.S. Court of Appeals for the Dis-
trict of Columbia Circuit. During the pendency of the
first round of the appeal, the OIG reduced the exclusion
to 15 years. Subsequently, the HHS Departmental Ap-
peals Board upheld the exclusions but reduced them to
12 years. The D.C. Circuit in July upheld OIG’s exclu-
sion, but it remanded the case to HHS to reconsider the
appropriate length of the exclusion.6

What Friedman means is that executives who plead
guilty to misdemeanor Park Doctrine FFDCA crimes
are at risk of being excluded from Medicare, Medicaid,
and other federal health care programs if the conduct
underlying that conviction is factually related to fraud.
Accordingly, it was not surprising that the OIG exer-
cised its authority to exclude all four Synthes execu-
tives effective October 18.

Conclusion
The Apothécure, Synthes, and Purdue prosecutions

are examples of the FDA’s recent commitment to in-
crease the use of misdemeanor Park Doctrine prosecu-
tions as a valuable enforcement tool.

Today, the FDA’s official policy, consistent with the
FFDCA, interprets the Park Doctrine to be a strict liabil-
ity criminal offense. That means that ‘‘a responsible
corporate official can be held liable for a first time mis-
demeanor (and possible subsequent felony) under [the
Act] without proof that the corporate official acted with
intent or even negligence, and even if such corporate of-
ficial did not have any actual knowledge of, or partici-
pation in, the specific offense.’’7 According to that
policy, two of the factors the FDA is to consider when
deciding whether to recommend a Park Doctrine pros-
ecution is the corporate officer’s knowledge of and ac-
tual participation in the violation, but neither is a pre-
requisite to a misdemeanor prosecution.

Despite this strict interpretation, prosecutors have
traditionally shied away from applying the Park Doc-
trine except in cases like Synthes and Purdue where the
government believes there is evidence of personal in-
volvement, or at least gross negligence, by the corpo-
rate officers. The recent prosecution of Osborn, how-
ever, at least as presented publicly to the court, is an ex-
ample of a strict liability Park Doctrine prosecution.

The recent jail sentences, long debarments, and hefty
fines and disgorgements imposed on individuals who
pleaded guilty to Park Doctrine misdemeanors demon-
strate that the efforts of the FDA, HHS, and DOJ to

4 United States v. Hermelin, No. 4:11-cr-00085 (E.D. Mo.).

5 United States v. Purdue Frederick Co., No. 1:07-cr-00029
(W.D. Va.).

6 Friedman v. Sebelius, 686 F.3d 813 (D.C. Cir. 2012).
7 FDA Regulatory Procedures Manual, Sec. 6-5-3—Special

Procedures and Considerations for Park Doctrine Prosecu-
tions.
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achieve specific deterrence through the use of the Park
Doctrine are gaining some teeth. Together with the
tragic facts, the Apothécure, Synthes, and Purdue cases
serve as an important reminder that pharmaceutical
and medical device executives must take any safety-

related issues seriously and make sure appropriate
practices and procedures are in place. Delegation with-
out appropriate oversight and follow-up may not be suf-
ficient to avoid criminal liability if serious problems
come to the attention of authorities.
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