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Corporate Offi cers

Michael E. Clark

THE CRIME OF DOING NOTHING 
The “Responsible Corporate Offi cer doctrine” (RCO 
doctrine)1 is a procedural contrivance that regulators 
and prosecutors have rediscovered and now are apply-
ing aggressively against businessmen in administrative, 
civil, and criminal actions. The RCO doctrine has been 
aptly described as the “crime of doing nothing”2 because 
it largely focuses upon a person’s position in an entity 
as the basis for imposing liability and not whether he or 
she had a culpable intent, was aware of any wrongdoing, 
or had any direct involvement whatsoever.

Not surprisingly, regulators and prosecutors support 
this doctrine, which reduces or eliminates their burden 
of proof and gives them a tremendous negotiating or liti-
gating advantage: 

Given the diffi culty in defending a charge under 
the RCO doctrine…, an individual thus could in-
cur the time, expense, [and] risk…involved in a 
federal criminal trial…and still end up with an 
extraordinarily high likelihood of a conviction on 
a RCO misdemeanor. A conviction at trial…put[s] 
the individual in a position almost certainly no 
better (and probably worse) than if he or she had 
pleaded guilty to the RCO misdemeanor…3 

The two seminal RCO doctrine cases, both of which 
involved misdemeanor violations of the Food, Drug, and 
Cosmetic Act (FDCA), are United States v. Dotterweich4 

and United States v. Park.5 The rationale for applying the 
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RCO doctrine was explained in this way by 
the Park Court: “The requirements of fore-
sight and vigilance imposed on responsible 
corporate agents are…demanding, and per-
haps onerous, but…no more stringent than 
the public has a right to expect of those 
who voluntarily assume positions of au-
thority in…enterprises whose services and 
products affect the health and well-being of 
the public…”6

In the years after Dotterweich and Park, 
courts have allowed prosecutors and regu-
lators to expand the RCO doctrine to oth-
er “public welfare” laws — primarily envi-
ronmental laws, but also securities laws, as 
well as “consumer fraud, deceptive mort-
gage lending practices, antitrust violations, 
failures in recordkeeping of controlled sub-
stances, sales tax violations, liability un-
der the Sarbanes-Oxley Act, and others.”7

Signifi cantly, although the Park court said 
that a defendant charged with misbrand-
ing a pharmaceutical product could assert 
a defense that he or she was “powerless” to 
prevent the violation,8 courts have been re-
luctant to permit the defense,9 lending cre-
dence to the claim that such violations ef-
fectively are strict liability crimes.

Although the Dotterweich court was willing 
to countenance the RCO doctrine because 
the violations were only misdemeanors,10 

the doctrine now has been used in various 
felony environmental prosecutions. The 
RCO doctrine presumes that someone hav-
ing a position of responsibility in a compa-
ny also has the power and duty to prevent 
violations that may endanger the public. In 
short, RCO doctrine liability is based on a 
person‘s status, and it is imposed vicarious-
ly. As such, by imputing a duty on a corpo-
rate offi cer to prevent a violation of a public 
welfare law, the RCO doctrine extends be-
yond those state statutes that criminalize a 
person‘s failure to act when a specifi c duty to 
act is imposed by statute.11 

The reach of the doctrine also extends 
beyond various common law theories de-
veloped to impose civil liability against cor-
porate directors and offi cers.12 While having 

such a broad reach makes the RCO doctrine 
an incredibly effective weapon for regulators 
and prosecutors, its fundamental premise 
confl icts with widely held concepts that un-
dergird our criminal13 and corporate laws: 

[T]he idea that liability can be im-
posed on an individual for corpo-
rate misconduct, in apparent disre-
gard of the corporate form and with-
out culpable involvement or even a 
requirement of a culpable state of 
mind, seems inconsistent with the 
most basic concepts surrounding 
the corporate form. The doctrine 
arguably imposes liability for noth-
ing more than a person’s status. The 
word “responsible” in the doctrine’s 
name does not mean that the individ-
ual is responsible for the misconduct, 
but… for the corporation.14

It is hard to reconcile how the Supreme 
Court could approve the RCO doctrine to 
be used in criminal prosecutions while pro-
hibiting the use of mandatory presumptions 
in such cases because they impermissibly 
remove the government’s burden of proof 
as to a statute’s required elements, and 
thereby offend due process.15 In fact, only 
for the very small category of offenses (i.e., 
strict liability crimes16 that do not require 
proving that a defendant was culpable17) 
will the use of the RCO doctrine not confl ict 
with the prohibition against using manda-
tory presumptions in criminal cases.

Because the scope of liability arising from 
applying the RCO doctrine is so striking, its 
use can lead to perverse results. Consider 
that while a director will be safe from civil 
liability by operation of the “business judg-
ment rule”18 when he or she fulfi lls his or 
her Caremark oversight duties,19 the direc-
tor can be held criminally responsible by 
operation of the RCO doctrine even if he or 
she did not know that company employees 
had violated public welfare laws.20

This is because courts have rejected argu-
ments by corporate offi cers and executives 
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that they delegated to subordinates the re-
sponsibility to stop such misconduct.21 In a 
larger organization, corporate offi cers and 
executives simply cannot have the same de-
gree of “hands on” oversight as their peers in 
smaller ones. But because courts have held 
that responsible corporate offi cers have a 
non-delegable duty to prevent such viola-
tions, an unprincipled use of the RCO doc-
trine could easily undermine the effective-
ness of corporate compliance programs: 

Compliance programs enhance the 
RCO doctrine’s deterrence objec-
tives because they are a sharper 
instrument for achieving account-
ability. The RCO doctrine casts its 
net so broadly that it risks diluting 
its underlying policy objectives by 
making so many individuals poten-
tially responsible that no individual 
perceives himself as invested in en-
suring compliance.22

THE FDA RAMPS UP 
In March 2010, following a critical Govern-
ment Accountability Offi ce (GAO) report,23

the FDA Commissioner wrote to the Rank-
ing Member of the Senate Committee on 
Finance, saying that her agency would try 
to increase the use of the RCO doctrine in 
prosecutions of pharmaceutical and food 
industry executives.24 As a follow up, in 
January 2011, the FDA published new in-
ternal guidelines in its REGULATORY PRO-
CEDURES MANUAL, entitled “Special Proce-
dures and Considerations for Park Doctrine 
Prosecutions,”25 describing seven factors the 
agency will consider in deciding whether 
to seek to have the RCO doctrine applied in 
a prosecution for FDCA violations:
1. whether the violation involves actual or 

potential harm to the public;
2. whether the violation is obvious;
3. whether the violation refl ects a pattern 

of illegal behavior and/or failure to heed 
prior warnings;

4. whether the violation is widespread;

5. whether the violation is serious;
6. the quality of the legal and factual sup-

port for the proposed prosecution; and
7. whether the proposed prosecution is a 

prudent use of agency resources. 
Before moving into the next part of this 

article, it is worth mentioning a prosecution 
of pharmaceutical executives that happened 
before these events since, as will next be ex-
plained, it has had important repercussions. 
In May 2007, as part of the settlement be-
tween the Purdue Frederick Company, Inc. 
and the government regarding the compa-
ny’s promotion of Oxycontin, three of the 
company’s executives — its president and 
chief executive offi cer (CEO), its executive 
vice president (VP) and chief legal offi cer, 
and its former executive VP and chief scien-
tifi c offi cer — pled guilty to misdemeanor 
misbranding charges under the FDCA.26

THE OIG LOOKS TO TRANSFORM 
MISDEMEANOR FDCA CONVICTIONS INTO 
LENGTHY PERMISSIVE EXCLUSIONS 

In October 2010, the Offi ce of Inspector 
General (OIG) for the U.S. Department 
of Health and Human Services (HHS) ex-
plained how it would leverage misdemean-
or convictions obtained by applying the 
RCO doctrine in prosecutions of owners, 
offi cers, and executives of pharmaceutical 
and other health care providers into admin-
istrative exclusions from participating in 
federally funded programs. See the OIG’s 
“Guidance for Implementing Permissive 
Exclusion Authority Under Section 1128(b)
(15) of the Social Security Act.”27

HHS offi cials have said that exercising 
the agency’s permissive exclusion author-
ity against repeat offenders is necessary to 
stop repeat offenders.28 As the guidance ex-
plains, the agency’s statutory authority pro-
vides two distinct bases for imposing per-
missive exclusions:29 

Individuals who have an ownership 
or a control interest in a sanctioned 
entity may be excluded…if they 
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knew or should have known of the 
conduct that led to the sanction. Of-
fi cers and managing employees…may 
be excluded…based solely on their po-
sition within the entity.

Because the elements of these two 
provisions are so different, our ex-
clusion analysis differs depending 
on whether the individual…is: (1) an 
owner or (2) an offi cer or a managing 
employee.

The statute sets a higher standard for 
exclusion of an owner, requiring evi-
dence that the owner knew or should 
have known of the conduct that formed 
the basis for the sanction. In general, 
if the evidence supports a fi nding that 
an owner knew or should have known 
of the conduct, OIG will operate with 
a presumption in favor of exclusion.
This presumption may be overcome 
when OIG fi nds that signifi cant fac-
tors weigh against exclusion. 

With respect to offi cers and manag-
ing employees, the statute includes no 
knowledge element. Therefore, OIG 
has the authority to exclude every of-
fi cer and managing employee of a 
sanctioned entity. A “managing em-
ployee” is defi ned as an individu-
al (including a general manager, a 
business manager, an administra-
tor, or a director) who exercises op-
erational or managerial control…or 
who directly or indirectly conducts 
the day-to-day operations of the en-
tity. While OIG does not intend to 
exclude all offi cers and managing 
employees, when there is evidence 
that an offi cer or a managing em-
ployee knew or should have known 
of the conduct, OIG will operate 
with a presumption in favor of ex-
clusion. As with the presumption 
relating to owners, the presump-
tion may be overcome when OIG 

fi nds that signifi cant factors weigh 
against exclusion.30

The OIG says that it will consider the 
following factors in exercising its exclusion 
authority: (1) the circumstances of the mis-
conduct and seriousness of the offense; (2) 
the individual’s role in sanctioned entity; 
(3) the individual’s actions in response to 
the misconduct; and (4) information about 
the entity.31

THE OIG EXCLUDES PURDUE’S GENERAL 
COUNSEL BASED ON THE MISDEMEANOR 
CONVICTIONS TIED TO THE RCO DOCTRINE: 
IS THIS A HARBINGER OF THINGS TO COME? 

Not long after the DOJ obtained convictions 
of the three Purdue executives by applying 
the RCO doctrine to hold them responsible 
for Purdue‘s off-label promotion of Oxy-
contin, the OIG moved to exclude them 
from participating in federal health care 
programs for 20 years, which was reduced 
in the administrative appeal to 12 years.32

While it was harsh for the OIG to impose 
the 12-year government-wide exclusions 
derived from strict liability misdemeanors 
tied to the three men’s status in Purdue, 
without evidence of knowledge or wrong-
doing, more troubling was the exclusion of 
Purdue‘s former general counsel, “the fi rst 
known general counsel to be debarred un-
der the responsible offi cer doctrine.”33

In an amicus brief fi led to support the 
appeal by Purdue‘s former general coun-
sel and his colleagues, the Association of 
Corporate Counsel (ACC) argued, inter alia, 
that “[the exclusions are]…of direct and 
immediate concern to ACC’s members. 
Among other things, [it]…inappropriately 
shifts liability and punishment…to those…
obliged to provide legal counsel and advo-
cate for their clients’ positions.”34

THE OIG THREATENS TO EXCLUDE THE 
OWNER OF FORREST LABS, BUT RETREATS 
On April 2011, the OIG took an even more 
aggressive posture with respect to its exclu-
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sion powers, notifying Howard Solomon, 
the chairman, chief executive offi cer, and 
president of Forest Laboratories, Inc., that 
the agency would seek to exclude him from 
participating in federally funded health 
care programs. What made this threatened 
exclusion different is that the agency’s basis 
wasn’t tied to Solomon’s underlying convic-
tion, since there wasn’t one, but because he 
was “associated with” Forest Laboratories.

The company rallied behind Mr. Solo-
mon, criticized the OIG’s threat, and said 
that, if necessary it would back him in seek-
ing relief from the courts.35 Subsequently, 
the OIG changed its position in a letter to 
Solomon dated August 5, 2011, explaining 
only that “[b]ased on a review of informa-
tion in our fi le, and consideration of the 
information your attorneys provided to us 
both in writing and in an in-person meet-
ing, we have decided to close this case.”36 

This OIG’s change in position, as one com-
mentator pointed out, should not be inter-
preted as a change in the OIG’s mindset: 

The closing of Mr. Solomon’s case 
has been reported by some…as a re-
treat by the government from the 
pursuit of responsible corporate of-
fi cers who were not directly respon-
sible for the sanctioned conduct. 
Unfortunately, it would be a mis-
take to interpret the OIG’s action in 
Mr. Solomon’s case as a change in 
direction in its efforts to hold corpo-
rate employees responsible for con-
duct occurring on their watch. Both 
the letter to Mr. Solomon and the 
OIG’s press release indicated, with-
out providing meaningful explana-
tion, that the decision in Mr. Solo-
mon’s case was based solely on the 
facts of that case.37

OTHER ADMINISTRATIVE USES OF THE RCO 
DOCTRINE BY HHS 
Although the RCO doctrine fi rst arose in 
criminal misdemeanor prosecutions of 

FDCA violations, its use has expanded to 
administrative proceedings, including not 
only the exclusion proceedings which have 
been discussed, but also in other adminis-
trative proceedings, including the imposi-
tion of civil monetary penalties (CMPs). 
Illustrative is TMJ Implants, Inc. v. Unit-
ed States Department of Health & Human 
Services,38 in which the Tenth Circuit up-
held the agency’s imposition of CMPs for 
violating reporting requirements imposed 
by the FDCA.

As the TMJ Implants, Inc. Court explained, 
“[u]nder 21 U.S.C. § 333(f)(1)(A), ‘any per-
son who violates [the medical device report 
(MDR) reporting requirements] shall be li-
able to the United States for a civil penalty’ 
which requires proof that the violation was ei-
ther a signifi cant or knowing departure from 
the law, or…posed a risk to public health.”39

While inspecting the company‘s facilities and 
its MDR fi les, FDA employees discovered that 
TMJ had not submitted MDRs for 22 events 
related to a medical device or antibiotic treat-
ment.40 FDA issued a Warning Letter to Rob-
ert W. Christensen, TMJI‘s founder and presi-
dent, explaining that written MDRs had to be 
submitted for the events within 15 days and 
that the failure to do so could result in regula-
tory action without further notice, including 
seizure, injunction, and civil penalties.41

This led to a series of disagreements be-
tween the FDA and Dr. Christensen, who 
claimed that the agency did not under-
stand the scientifi c issues and thought it 
may be using Warning Letters to retaliate 
against TMJI.42 Instead of submitting the 
MDRs, Dr. Christensen and TMJI contin-
ued to send letters to the FDA and request 
meetings to express their concerns; after a 
while, the director of the FDA’s Center for 
Radiological Health even offered to treat 
the explanations in the letters as MDRs that 
satisfi ed the statutory and regulatory obli-
gations, but his offer was refused.43 Conse-
quently, the FDA fi led a CMP against Dr. 
Christensen and TMJI for failing to submit 
the MDRs, which led to a hearing before 
an administrative law judge, who imposed 
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sanctions of $170,000 on both TMJI and Dr. 
Christensen, individually.44

After perfecting their administrative ap-
peals, TMJI and Dr. Christensen sought ju-
dicial review. Dr. Christensen argued that 
only the device manufacturer, not an indi-
vidual, could be subject to civil money pen-
alties, which argument, the court held, was 
not supported by 21 U.S.C. § 333(f) (“any 
person who violates a requirement of this 
chapter…related to devices shall be liable…
for a civil penalty”) or by 21 U.S.C. § 321(e) 
(which defi nes the term “person” to in-
clude an “individual, partnership, corpora-
tion, and association”).45 

The court explained that, in analogous cir-
cumstances, the Supreme Court upheld the 
imposition of liability on corporate offi cers 
for FDCA violations, citing Park and Dotter-
weich.46 It further wrote that “the rationale 
for holding corporate offi cers criminally re-
sponsible for acts of the corporation, which 
could lead to incarceration, is even more per-
suasive where only civil liability is involved, 
which at most would result in a monetary 
penalty,” citing United States v. Hodges X-Ray, 
Inc., 759 F.2d 557, 561 (6th Cir. 1985).47 

USES OF THE RCO DOCTRINE BY OTHER 
AGENCIES 
Commentators have noted that, in at least 
one proceeding, the U.S. Securities and Ex-
change Commission (SEC) has used Section 
304 of the Sarbanes-Oxley Act48 as a basis for 
seeking a claw-back of compensation from a 
CEO after a restatement of earnings without 
alleging that the executive knew about the vi-
olation.49 Under Section 304 of the Sarbanes-
Oxley Act (“Forfeiture of Certain Bonuses and 
Profi ts”),50 the SEC can seek to recover claw-
backs of executive bonuses or other incen-
tive- or equity-based compensation received 
in a 12-month period before a publicly traded 
company had to prepare an accounting re-
statement to address a material noncompli-
ance. As the commentators point out: 

Although the statute requires that 
the accounting restatement be “a re-

sult of misconduct,” it does not state 
whose misconduct creates liability. 
At least one court, in SEC v. Jenkins, 
[718 F. Supp. 2d 1070 (D. Ariz. June 
9, 2010)] has held that the miscon-
duct need not have been committed 
by the defendant offi cer. In reach-
ing its decision, the District Court 
of Arizona reasoned that Sarbanes-
Oxley‘s plain meaning requires 
only “the misconduct of corporate 
offi cers, agents or employees acting 
within the scope of their agency or 
employment,” not the specifi c mis-
conduct of the issuer’s CEO or CFO.” 
[Jenkins, 718 F. Supp. 2d at 1074].51

Section 954 of the Dodd-Frank Act52 has 
greatly extended the scope of claw-back au-
thority. It requires issuers to pursue claw-
backs of executive compensation not only 
against CEOs and chief fi nancial offi cers 
(CFOs) (as compared to Section 304 of the 
Sarbanes-Oxley Act) but against current or 
former “executive offi cers” and covers the 
three-year period before the restatement; 
notably, it also does not require proof of 
any misconduct by the executive to seek a 
claw-back.53

The SEC also has relied upon the RCO 
doctrine in one noteworthy civil action 
brought pursuant to its authority under the 
books and records provisions of the Foreign 
Corrupt Practices Act (FCPA).54 In the Na-
ture’s Sunshine Product case,55 the Commis-
sion charged Nature’s Sunshine Products 
Inc. (NSP), its CEO, and its former CFO for 
violations relating to cash payments made 
eight years before by a Brazilian subsidiary 
to import unregistered products into Brazil 
and the subsequent falsifi cation of the books 
and records to conceal these payments.56

Nowhere in its complaint57 did the Com-
mission allege that the CEO or CFO knew 
or participated in the illegal actions; rather 
it alleged that, “in their capacities as control 
persons,58 [they] violated the books and re-
cords and internal controls provisions of the 
securities laws in connection with the Brazil-
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ian cash payments.”59 Specifi cally, it alleged 
that [the CEO] “failed to adequately super-
vise NSP personnel in 2000 and 2001 to make 
and keep books and records that accurately 
refl ected in reasonable detail the state of reg-
istration of NSP products sold in Brazil and to 
supervise [them]…in devising and maintain-
ing a system of internal controls suffi cient to 
have provided reasonable assurance that the 
registration of NSP products sold in Brazil was 
adequately monitored in 2000 and 2001.”60 

Almost identical allegations were lodged 
against the CFO.61 NSP and the two execu-
tives settled the case without admitting or de-
nying the allegations, by agreeing to the en-
try of an order enjoining them from commit-
ting further violations and paying fi nes (NSP 
paid a civil penalty of $600,000, while each 
individual paid a civil penalty of $25,000). 

CONCLUSION 
The impact of the RCO doctrine is poten-
tially far reaching for business owners, of-
fi cers, and directors — particularly those 
connected to companies that manufacture 
or handle products widely used by the pub-
lic. The key takeaways for such individuals, 
and for those who regularly provide counsel 
to them, is that it’s probably best to consid-
er how a motivated regulator or prosecutor 
would later view their actions or inactions 
when trying to determine who should be 
held responsible when things go wrong.

Unfortunately, in today’s world, the line 
between what constitutes an administra-
tive, civil, or criminal violation has become 
blurred, and regulators and prosecutors are 
willing to assert novel and expansive theories 
in ways hardly imagined. While some com-
mentators advocate that the best protection 
is to always “super” comply, that may not be 
realistic or necessary. Rather, regulators and 
prosecutors should understand the need for 
some scalability with compliance activities 
and that compliance is a good faith endeavor, 
not one to be viewed as providing insurance 
against wrongdoers or wrongdoing.

While enterprise liability may make 
sense in the context of civil liability issues, 

it does not seem fair or appropriate to apply 
outlier doctrines, such as the RCO doctrine, 
against those who are powerless to prevent 
wrongdoing, as the Park court long ago not-
ed. Perhaps all is not gloom-and-doom as 
relates to the RCO doctrine because, as one 
commentator points out:

Recent case law suggests that at least 
some courts have become reluctant 
to expand the RCO doctrine’s reach. 
In a particularly noteworthy devel-
opment, the Supreme Court has now 
distanced itself from the very doc-
trine it once created. In Meyer v. Hol-
ley [537 U.S. 280 (2003)], declining 
to hold the president of a real estate 
corporation liable for an employee‘s 
violations of the Fair Housing Act, 
the Court expressed its desire to curb 
future judicial uses of the RCO doc-
trine. Suggesting that Dotterweich and 
Park established “unusually strict” 
and nontraditional principles of vi-
carious liability, the Supreme Court 
emphasized that this type of liabil-
ity would only be justifi ed in cases 
of clear Congressional intent. [Meyer, 
537 U.S. at 287, 289]62 

In the meantime, however, it remains to be 
seen if, how, or when courts will begin to cur-
tail the otherwise expanding threats from reg-
ulators and prosecutors who seek to rely upon 
the RCO doctrine in innovative ways against 
owners, offi cers, and company directors.

Endnotes: 
1.  The RCO doctrine also is sometimes called the 

“Responsible Relation doctrine” based on verbiage in 
Dotterweich and Park. See, e.g., Todd S. Aagaard, A Fresh 
Look at the Responsible Relation Doctrine, 96 J. CRIM. L. 
& CRIMINOLOGY 1245, 1246 (2006) (“The responsible 
relation doctrine holds individuals criminally liable 
for failing to prevent or correct violations that occur 
within their area of responsibility and control in a 
business organization.”)

2.  Brent J. Gurney, et al., The Crime of Doing 
Nothing: Strict Liability for Corporate Offi cers 
Under the FDCA (2007) available at www.
wilmerhale.com/fi les/Publication/7b1c0866-
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