
Volume 159, No. 240

Copyright © 2014 Law Bulletin Publishing Company. All rights reserved. Reprinted with permission from Law Bulletin Publishing Company.

CHICAGOLAWBULLETIN.COM MONDAY, DECEMBER 9, 2013

®

(T)he courts’
a cce p ta n ce

of particular
defenses to the
RCO doctrine is
based on … assess -
ments of how
blameworthy an
officer is for
having been
neglectf ul.”

Real peril exists in application of
responsible corporate officer doctrine

In recent years, prosecutors
have relied ever more heavily
on the Responsible Corpo-
rate Officer (RCO) doctrine
to charge company execu-

tives with criminal felonies even
where these executives have no
actual knowledge of the alleged
corporate wrongdoing.

The RCO, which is basically
criminal strict liability for exec-
utives, has been enacted in a lim-
ited number of federal statutes
and regulations, most prominently
in the area of food, drugs and
medical devices, as well as the
environment. Companies and
their executives should be aware
of the RCO doctrine.

The government’s stated goal in
the use of the RCO is to “c h a n ge
the corporate culture” of compa-
nies. This thinking is based on the
premise that penalties imposed on
companies do not sufficiently im-
pact a corporation’s culture. In an
interview with the Philadelphia
Inquirer in late 2010, the FDA
litigation chief stated that the
FDA was going to be targeting
company executives for off-label
m a rke t i n g.
“They need to take this seri-

ously and find out what is going
on in the marketing and sales di-
visions of their companies,” he
said of pharmaceutical executives.
“In my view, one thing that will
get executives’ attention is a few
cases in which we have convicted
two-legged defendants.” (Christo -
pher K. Hepp, “Big Pharma Ex-
ecutives Facing Legal Threat,”
The Philadelphia Inquirer, Oct. 31,
2 0 1 0. )

This statement is consistent
with comments previously made
by Food and Drug Administration
Commissioner Margret Hamburg
regarding the use of misdemeanor
prosecutions in a letter to Sen.
Charles Grassley, R-Iowa, address-
ing issues raised by a Government
Accountability Office (GAO) re-
port titled “Food and Drug Ad-
ministration: Improved Monitor-
ing and Development of Perfor-
mance Measures Needed to
Strengthen Oversight of Criminal
Misconduct Investigations.”

This report focused on the
F DA’s Office of Criminal Investi-
gations (OCI). With regard to a

recommendation to “increase the
appropriate use of misdemeanor
prosecutions … to hold responsi-
ble corporate officers account-
a b l e,” Hamburg stated that the
FDA would revise its policies and
procedures to address the issue.
(March 4, 2010, Letter from Com.
Hamburg to Sen. Grassley, avail-
able at grassley.senate.gov.)

Even before the GAO report
and congressional inquiry, there
was already a shift underway at
the FDA and the Department of
Justice to use strict liability pros-
ecutions, including felony charges,
as an enforcement tool.

For example, in 2009 the gov-
ernment brought felony charges
against the medical device com-
pany Synthes Inc. and four of its
executives for testing spinal re-
pair products on patients without
FDA approval. Four corporate of-
ficers pleaded guilty to a misde-
meanor in 2011 in the U.S. District
Court for the Eastern District of
Pennsylvania and received sen-
tences ranging from six to nine
months and fines of $100,000
e ac h .

As part of their pleas, the ex-
ecutives accepted responsibility
for the company’s crime of run-
ning unauthorized clinical trials
and for engaging in off-label mar-
keting. This was the first time
that executives had gone to prison
for such a charge. U.S. v. Synthes,
Norian, et al., No. 09-cr-403 (E.D.
Pa. 2009).

Rather than plead guilty, some
executives have chosen to fight
charges brought under the RCO
doctrine, with varying degrees of
success. In U.S. v. Schulte and
Pham, No. 10-cr-455 (D. Colo.
2010), a case involving the alleged
importation and marketing of un-
approved medical devices, the
government charged two former
executives with felony violations
of the Food, Drug and Cosmetic
Act stemming from an investiga-
tion that began in September
2008.

The company, Spectranetics
Corp., paid $5 million to settle the
matter in December 2009. How-
ever, it wasn’t until March 2012
that two of the executives were
acquitted after a five-week jury
trial. The CEO was not as suc-

10,000 unapproved uses. There-
fore, the defense argued that
nothing material had been con-
cealed from the medical commu-
nity and there was no harm.

The DOJ dropped its charges
against the individuals and ac-
cepted a misdemeanor guilty plea
against the company. Although
there is no guarantee that the de-
fe n d a n t s ’ successes in Schulte and
Stryker can be repeated, what is
guaranteed is that the cost of de-
fending these cases over three
years was high.

Moreover, the body of law sup-
porting defenses to the RCO doc-
trine is not well-defined. Obvious-
ly, the strongest defense is show-
ing that the regulations in ques-
tion were outside of the execu-
t i ve’s area of responsibility.

Affirmative defenses based on
arguments that it was impossible
for the defendant to prevent the
regulatory violations, the execu-
tive took extraordinary care to
prevent the violations or the vi-
olation was caused by a subor-
d i n at e’s failure to follow orders
have not been consistently suc-
cessful and often depend on the
specific facts of each case.

Compare United States v. New
Eng. Grocers Supply Co., 488 F.
Supp. 230, 234 (D. Mass. 1980)
(defendants were entitled to pre-
sent evidence to establish an af-
firmative defense that they exer-
cised extraordinary care) with
United States v. Starr, 535 F.2d 512
(9th Cir. 1976) (rejected a defense
that the executive could not pre-
vent rodent infestation because a
subordinate didn’t follow his or-
d e rs ) .

Based on these cases, the re-
cent increase in felony charges
seem to indicate an overly aggres-
sive application of the RCO doc-
trine when determining what, if
any, charges should be filed.

Similarly, it appears that the
co u r t s ’ acceptance of particular
defenses to the RCO doctrine is
based on essentially ad hoc ju-
dicial assessments of how blame-
worthy an officer is for having
been neglectful.

At both stages, there is a real
peril, not to mention a lack of
predictability, in the application of
the RCO doctrine.

cessful and was convicted of mak-
ing false statements during the
F DA’s investigation.

The defendants in U.S. v. Stryk-
er Biotech were even more suc-
cessful than those in Schulte. U.S .
v. Stryker Biotech LLC, No. 09-cr-
10330 (D. Mass. 2009). There, the
government charged Stryker
B i o t e c h’s executives with mail and
wire fraud, conspiracy to defraud
the FDA and misbranding in con-
nection with a bone surgery de-
v i ce.

However, on the first day of tri-
al in February 2012, the govern-
m e n t’s case fell apart. It appeared
that the allegedly concealed re-
ports of adverse events related to
the unapproved use of the prod-
uct were extremely low; the ev-
idence showed that there were 63
reported adverse events out of
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