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Caremark’s Irrelevance 

 
Mercer Bullard1 

In re Caremark Int’l Inc. Derivative Litig. is commonly cited as the iconic 
corporate law case on liability for a failure of legal compliance, but the true 
source of corporate law as to legal compliance is the higher standard established 
by other sources of law. For example, the expected cost of liability, both criminal 
and civil, for violations of federal healthcare regulations by a healthcare firm 
such as Caremark Inc. is a far stronger determinant of corporate compliance 
systems than potential liability under Caremark. Caremark’s practical impotence 
applies not only to healthcare firms, but to all firms because the expected costs 
of violating federal law, or non-corporate state or municipal law, will almost 
always exceed the expected costs of violating state corporate law. This article 
argues that compliance standards such as those mandated by administrative 
rules and agency enforcement and interpretation of these rules impose 
substantially higher expected costs on corporations and their principals than 
Caremark and thereby trump Caremark as to the design and operation of 
corporate compliance. Indeed, Caremark verges on practical irrelevance. The 
common exaggeration of Caremark’s significance illustrates a flawed 
pedagogical overemphasis on state corporate law as a legal determinant of 
corporate compliance and a broader misconception about the influence of 
regulatory law in corporate affairs. 
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I.  INTRODUCTION 

In the pantheon of corporate law cases, In re Caremark Int’l Inc. Derivative 
Litig.2 has assumed iconic status.3 It established a widely accepted state corporate 
law standard for directors’ oversight of legal compliance in holding that directors 
may incur personal liability for a failure to make a good faith attempt to ensure 
that corporate compliance systems are adequate.4 The Delaware Supreme Court 
has adopted the Caremark standard,5 which has been cited approvingly by courts 
in many other states.6 

However, the Caremark standard plays, as a matter of practice, a small role 
in the design and operation of corporate compliance programs. In developing and 
administering compliance programs, rational corporate actors will seek first to 
mitigate the risks that present the highest expected costs to the firm and its 
principals. The expected costs of violating federal law, or non-corporate state or 
municipal law, will almost always exceed the expected costs of violating state 
corporate law, including the costs of violating the Caremark standard. The thesis 
of this article is that compliance standards, such as those mandated by 
administrative rules and agency enforcement and interpretation of these rules, 
impose substantially higher expected costs on corporations and their principals 

 

2. In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959 (Del. Ch. 1996). 
3. David Epstein, Richard Freer, Michael Roberts & George Shepherd, BUSINESS STRUCTURES 224 

(3d ed. 2010) (Caremark “is widely regarded as the seminal modern case on directors’ liability for failure 
to act.”); JEFFREY BAUMAN, ALAN PALMITER & FRANK PARTNOY,  CORPORATIONS LAW AND POLICY 

653 (6th ed. 2007) (“Caremark is viewed as a major statement on the duty of oversight”). 
4. E. Norman Veasey, The Challenges for Directors in Piloting Through State and Federal Standards 

in the Maelstrom of Risk Management, 34 SEATTLE U. L. REV. 1, 10-11 (2010) (Caremark’s “dicta have 
become enshrined as the key standards of liability under Delaware in the oversight area and have, 
correspondingly, framed best practices as the key standards of conduct in the areas of compliance 
oversight. . . Caremark became a well-established standard for the duty of oversight and was followed 
both in the Delaware Court of Chancery as well as in other states.”). 

5. See Stone v. Ritter, 911 A.2d 362 (Del. 2006). 
6. See, e.g., State v. Custard, 06 CVS 4622, 2010 WL 1035809, at *43 (N.C. Super. Mar. 19, 2010); 

Dellastatious v. Williams, 242 F.3d 191, 196 (4th Cir. 2001) (applying Virginia law, citing Caremark for 
proposition that “directors are not liable under a failure to monitor theory where they did not know of the 
specific bad acts within the corporation and they made a good faith attempt to assure that a reasonable 
decision-making process existed.”). 
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than Caremark and thereby trump Caremark as to the design and operation of 
corporate compliance. 

Although Caremark raised the standard for directors’ oversight of corporate 
compliance under state corporate law,7 the bar remains too low to challenge other 
sources of law as the determinants of corporate compliance systems. In practice, 
Caremark offers little promise of success for the shareholder-plaintiff. 
Chancellor Allen made it clear that had he been ruling on the merits of the 
allegations in the instant case, rather than merely approving a negotiated 
settlement, he would have dismissed the plaintiffs’ complaint. In his view, their 
“claims found no substantial evidentiary support in the record and quite likely 
were susceptible to a motion to dismiss in all events.”8 

The court’s seminal statement of the legal standard that it established was 
similarly qualified: 
 

. . . a director’s obligation includes a duty to attempt in good faith to assure 
that a corporate information and reporting system, which the board 
concludes is adequate, exists, and that failure to do so under some 
circumstances may, in theory at least, render a director liable for losses 
caused by non-compliance with applicable legal standards.9 

 
Even a failure to satisfy the duty “may” (not will) result in personal liability, 

and then only “under some circumstances,” and even then only “in theory.” 
Consistent with Professor Mark Roe’s description of Delaware judges’ 
“fulminat[ing] against breaches of fiduciary duty without finding liability,”10 
Chancellor Allen established a heightened standard of care in Caremark while 
suggesting that it would very rarely, if ever, result in personal liability.11 

The Caremark standard reflects the view that state corporate law should, as 
a general matter, defer to free market forces as determinative factors in corporate 
conduct.12 Chancellor Allen expressed this view in noting that “the level of detail 

 

7. See infra text accompanying notes 41-43, 49-52. 
8.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 971 (Del. Ch. 1996). 
9. Id. at 970 (emphasis added). 
10. Mark J. Roe, Delaware’s Competition, 117 HARV. L. REV. 588, 636 (2003); See David Weidner, 

Is Leo Strine Serious?, WALL ST. J., Mar. 8, 2012, http://online.wsj.com/article/SB100014240529702 
03961204577268191951502420.html (criticizing judge’s criticism of defendants while finding no 
liability). 

11. See In re Citigroup Inc. S’holder Derivative Litig., 964 A.2d 106 (Del. Ch. 2009) (citing 
Caremark, 698 A.2d at 967) (describing the Caremark standard as “possibly the most difficult theory in 
corporation law upon which a plaintiff might hope to win a judgment.”). 

12. See Roberta Romano, Empowering Investors: A Market Approach to Securities Regulation, 107 
YALE L.J. 2359 (1998); Roberta Romano, The State Competition Debate in Corporate Law, 8 CARDOZO 

L. REV. 709 (1987); Ralph Winter, State Law, Shareholder Protection and the Theory of the Corporation, 
6 J. LEGAL STUD. 251 (1977). 
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that is appropriate for [a compliance] information system is a question of 
business judgment.”13 In its most extreme form, this free-market approach 
considers the internal affairs doctrine, which holds that corporations are free to 
choose which state’s corporate law will apply to them,14 to create a form of 
regulatory marketplace in which corporations may adopt a set of corporate rules 
based on the exigencies of the market. It is this “genius” of corporate law that 
some argue should be a model for much of the law that regulates corporate 
conduct.15 A sibling model of corporate law is the view that a corporation is 
nothing more than a nexus of contracts, under which even the fiduciary duty 
applied by Caremark may be negotiated away by investors.16 

Professor Bainbridge articulated this perspective in warning courts against 
over-extending Caremark: 
 

If, in applying Caremark to risk management failures, courts are perceived 
as imposing liability on boards for failing to adopt some specific model of 
risk management, the evolutionary market processes by which optimal best 

 

13.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 970 (Del. Ch. 1996). 
14. The internal affairs doctrine is a choice of law standard under which the law of the state of 

incorporation shall be the governing source of corporate law. See CTS Corp. v. Dynamics Corp. of Am., 
481 U.S. 69, 78 (1987); Edgar v. Mite Corp., 457 U.S. 624, 645 (1982); McDermott Inc. v. Lewis, 531 
A.2d 206, 215 (Del. 1987); Restatement (Second) of Conflict of Laws § 302 cmt. a, (2011). See generally 
Frederick Tung, Before Competition: Origins of the Internal Affairs Doctrine, 32 J. CORP. L. 33 (2006); 
Note, The Internal Affairs Doctrine: Theoretical Justifications and Tentative Explanations for Its 
Continued Primacy, 115 HARV. L. REV. 1480 (2002). The U.S. has long followed the internal affairs 
doctrine, McDermott Inc., 531 A.2d at 214 n.6, which is now taking hold in Europe. See Onnig H. 
Dombalagian, Choice of Law and Capital Markets Regulation, 82 TUL. L. REV. 1903, 1912-15 (2008); 
Cf. Marcel Kahan & Edward Rock, Symbiotic Federalism and the Structure of Corporate Law, 58 VAND. 
L. REV. 1573, 1585-86 (2005) (“the ‘internal affairs’ doctrine--according to which the internal affairs of 
a corporation are governed by the law of the state of incorporation--is better thought of as a contingent 
allocation of responsibility based on prudential considerations, and not any sort of iron dictate.”). 

15. ROBERTA ROMANO, THE GENIUS OF AMERICAN CORPORATE LAW (1993); see Empowering 
Investors: A Market Approach to Securities Regulation, supra note 12. 

16. See, e.g., Frank H. Easterbrook & Daniel R. Fischel, The Corporate Contract, 89 COLUM. L. 
REV. 1416 (1989); Henry N. Butler, The Contractual Theory of the Corporation, 11 GEO. MASON L. REV. 
99 (1989); Michael C. Jensen & William H. Meckling, Theory of the Firm: Managerial Behavior, Agency 
Costs and Ownership Structure, 3 J. FIN. ECON. 305 (1976). Contra Grant M. Hayden & Matthew T. 
Bodie, The Uncorporation and the Unraveling of “Nexus Of Contracts” Theory, 109 MICH L. REV. 1127, 
1130–31 (2011) (“even at the most basic of levels, the ‘corporation as contract’ claim is simply incorrect. 
Corporations are not creatures of contract. . . The state plays a much larger role in the story than 
contractarians have ever before allowed”; “it's often difficult to determine when the theory crosses the line 
from abstract metaphor to description of reality”); see also Galaviz v. Berg, 763 F. Supp. 2d 1170 (N.D. 
Cal. 2011) (rejecting analogy between enforceable forum selection clause in contract and in corporate 
bylaws); Mercer Bullard, Regulating Hedge Fund Managers: The Investment Company Act as a 
Regulatory Screen, 13 STANFORD J.L. BUS. & FIN. 286, 321 (discussing limits placed on fiduciary duties 
in Blackstone registration statement); Kevin Roose, Arbitration Clause Struck from Carlyle’s I.P.O. Plan, 
N.Y. TIMES, Feb. 4, 2012, at B6 (describing Carlyle Group’s decision in the face of public and regulatory 
pressure to remove mandatory arbitration clause in initial public offering filing). See generally Mohsen 
Manesh, Legal Asymmetry and the End of Corporate Law, 34 DEL. J. CORP. L. 465 (2009) (avoiding 
fiduciary duties through noncorporate form); Victor Brudney, Revisiting The Import of Shareholder 
Consent for Corporate Fiduciary Loyalty Obligations, 25 IOWA J. CORP. L. 209 (2000). 
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practices emerge may be aborted.17 
 
This perspective reflects a popular normative view that it is “evolutionary 

market forces” that will result in the “optimal best practices” for corporate 
compliance, rather than practices dictated by corporate law legal standards 
established by courts and legislators. 

This article challenges the virtually universal view of Caremark as an iconic 
case in corporate compliance. As a matter of corporate law practice, the 
Caremark standard plays a small role in the design and operation of corporate 
compliance programs. Its exalted place in corporate law pedagogy is belied by 
its insignificance relative to the far greater legal risk created by other sources of 
law. A corollary of this thesis is that the determinative view of Caremark as 
preserving the role of market forces in the design and operation of corporate 
compliance is false. State corporate law does not, in fact, determine whether 
corporations are free to make decisions based solely on market forces. Nor does 
it, in Chancellor Allen’s words, leave “the level of detail” that is appropriate for 
compliance systems to directors’ “business judgment” or, under Professor 
Bainbridge’s formulation, leave the development of “optimal best practices” to 
“evolutionary market processes.” Their positions incorrectly presuppose that, 
where one source of law has deferred to market forces, all other sources of law 
have done the same. 

While the Caremark standard may be determinative in deciding whether state 
corporate law will interfere with market forces in the design and operation of 
corporate compliance, it has no say in whether other sources of law do so. As the 
Caremark court itself concedes, there are other sources of law that have assumed 
the determinant role that state corporate law has abdicated.18 Chancellor Allen 
specifically noted that one factor on which the Caremark standard depended was 
the “powerful incentives” created by the then recently adopted Organizational 
Sentencing Guidelines:19 

 

17. Stephen M. Bainbridge, Caremark and Enterprise Risk Management, 34 J. CORP. L. 967, 982 
(2009). See Desimone v. Barrows, 924 A.2d 908, 935 n.95 (Del. Ch. 2007) (“I do not read Stone as 
undercutting the discretion given to corporations to address law compliance in a manner that takes into 
account the precise circumstances facing the corporation. Rather, I read it as reaffirming the protection 
given by Caremark to directors who make good faith judgments about how their corporations should 
address law compliance, approaches that will obviously vary because of the different circumstances 
corporations confront.”) (Strine, J.). 

18. See Lawrence A. Cunningham, A New Legal Theory to Test Executive Pay: Contractual 
Unconscionability, 96 IOWA L. REV. 1177, 1198 (2011) (Delaware’s “deferential position” on executive 
compensation, its “relaxed waste standard, combined with the business judgment rule, veneration of 
formal board independence, and the endorsement of special litigation committees in derivative litigation, 
took Delaware courts and corporate law largely out of the policing picture.”). See also Bernard Black, Is 
Corporate Law Trivial? A Political and Economic Analysis, NW. U. L. REV. 542, 546-47 (1990). 

19. In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 961 (Del. Ch. 1996); see U.S. 
SENTENCING GUIDELINES MANUAL ch. 8 (2010), available at 
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[a]ny rational person attempting in good faith to meet an organizational 
governance responsibility would be bound to take into account [the 
Guidelines’] development and the enhanced penalties and the 
opportunities for reduced sanctions that [they] offer.20 
 
Indeed, the consequences of ignoring the Guidelines are far more likely to 

motivate corporate actors than the remote, secondary risk of Caremark liability. 
If corporate actors are rational, they will design and operate corporate 

compliance systems to satisfy the source of law that imposes the highest expected 
costs if disregarded or violated. Thus, if Caremark liability presents the highest 
expected cost on corporations and corporate actors, compliance systems will 
conform to the Caremark standard. However, if sources of law other than state 
corporate law impose the highest expected cost, those sources of law—not 
Caremark—will be the primary legal determinants of corporate compliance 
systems and related governance processes.21 In fact, the compliance standards 
mandated by healthcare regulation and sentencing/prosecutorial guidelines 
impose substantially higher expected costs than Caremark and thereby trump 
Caremark as to the design and operation of corporate compliance. 

Caremark does not, as regulatory market theorists claim, preserve market 
forces’ influence over corporate compliance. Caremark may be marginally 
relevant because corporate compliance may fall so far below federal regulatory 
standards that it fails the Caremark standard as well, even to the point—as 
Chancellor Allen put it, “in theory at least”—of triggering Caremark liability for 
corporate directors. However, this theoretical possibility does not make 
Caremark an iconic or even significant determinant of corporate compliance. 
Nor should Caremark be viewed as protecting the authority of market forces in 
the design and operation of corporate compliance systems. Rather, it evinces 
state corporate law’s ceding of that determinative role to other sources of law.22 

 

http://www.ussc.gov/Guidelines/2010guidelines/ManualPDF/Chapter8.pdf. The federal sentencing 
guidelines are intended to establish a uniform sentencing policy for serious offenses under federal criminal 
law. The Organizational Sentencing Guidelines provide the standards that apply to defendants that are 
entities. 

20. Caremark, 698 A.2d. at 970. 
21. Cf. John C. Coffee, Jr., Modern Mail Fraud: The Restoration of the Public/Private Distinction, 

35 AM. CRIM. L. REV. 427, 432 (1998) (“the Supreme Court has recurrently stressed that the governance 
of business organizations is to be determined by state law—unless Congress has clearly and explicitly said 
otherwise”). 

22. See CHARLES O’KELLEY & ROBERT THOMPSON, CORPORATIONS AND OTHER BUSINESS 

STRUCTURES 947 (6th ed. 2010) (“Arguably, federal law is filling some of the space left vacant in the care 
area by the business judgment rule and exculpation provisions [Model Business Corporation Act § 
2.02(b)(4) and Delaware Corporate Law § 102(b)(7)]”); H. Lowell Brown, The Corporate Director's 
Compliance Oversight Responsibility in the Post-Caremark Era, 26 DEL. J. CORP. L. 1 (2001) (discussing 
other sources of law as to board’s compliance responsibilities). 



BULLARD	 7/28/2013		5:05	PM	

Caremark’s Irrelevance 

	 21 

The exaltation of Caremark as an iconic case, not unlike the similarly 
exaggerated emphasis on Smith v. Van Gorkom,23 reflects a flawed corporate law 
pedagogy that inflates the influence of state corporate law in corporate affairs. In 
practice, corporate lawyers respond to the sources of law that are most 
determinative of corporate conduct, which more often than not will be law other 
than state corporate statutes or decisions. The determinative sources of law are 
more likely to be the law of specific industries, such as healthcare and banking; 
of particular internal processes, such as compliance systems and whistleblowing 
procedures; or of generic activities, such as employment and environmental 
practices. 

Far from being the free actor that chooses its corporate law when choosing 
its state of incorporation, the modern corporation is markedly constrained by a 
web of sources of corporate law other than state corporate law. This web is so 
complex as to effectively enlist the large corporation as a kind of self-regulatory 
organization assigned to oversee the legal compliance of its member units.24 In 
this sense, the autopoietic modern corporation25 has not strayed far from its 
original role as an extension of state power.26 

The practical exercise of state power through administrative law and agency 
enforcement and interpretation reveals a fatal flaw in the market theory of 
corporate law. The fundamental flaw in corporate law market theory is its failure 
to posit both law and free markets as ultimately derivative of social policy. 
Corporate law exists only as part of the mechanism by which society has chosen 
to identify, amend and enforce social norms—just as free markets exist only as 
a means by which society has chosen to organize economic activity. Our society 
can and often does choose other sources of law for establishing social norms and 
models for organizing economic activity to perpetuate itself. Corporate law is 
ultimately and necessarily an extension of public policy.27 

 

23. Smith v. Van Gorkom, 488 A.2d 858 (Del. 1985). See Lawrence A. Hammermesh, Why I Do Not 
Teach Van Gorkom, 34 GA. L. REV. 477, 479 (2000) (Van Gorkom is a mainstay of introductory courses 
on business law, but it “represents the reality of litigation regarding a breach of the duty of care only 
slightly better than a unicorn represents the animal kingdom.”). 

24. See Carlos Gómez-Jara Díez, Corporate Culpability as a Limit to the Overcriminalization of 
Corporate Criminal Liability: The Interplay Between Self-Regulation, Corporate Compliance, and 
Corporate Citizenship, 14 NEW CRIM. L. REV. 78, 89 (2011) (“It is precisely because of the state's inability 
to control certain risks of modern postindustrial society that it becomes necessary to rely on corporate 
self-regulation as a way of managing risks.”); Charles Walsh & Alissa Pyrich, Corporate Compliance 
Programs as a Defense  to Criminal Liability: Can a Corporation Save its Soul? 47 RUTGERS L. REV. 
605, 636-37 (1995) (corporations, given their knowledge of their own businesses, are in the best position 
to detect and deter wrongdoing). 

25. See Carlos Gómez-Jara Díez, Corporate Criminal Liability in the 21st Century: Are All 
Corporations Equally Capable of Wrongdoing? 41 STETSON L. REV. 41, 52-54 (2011) (discussing 
autopoietic nature of corporation). 

26. See LAWRENCE M. FRIEDMAN, A HISTORY OF AMERICAN LAW 166-69 (1973). 
27. Cf. CARL VON CLAUSEWITZ, ON WAR at ch. 1, pt. 24 (1874) (“War is a mere continuation of 

policy by other means . . . War is the means, and the means must always include the object in our 
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This is not to question the utility of analyzing corporate law and free markets 
as competing determinants of business conduct; this analytical construct has 
significant value. However, this construct fails when corporate law and free 
markets are viewed as vying for an illusory crown of social hegemony over 
corporate affairs. Corporate law and free markets compete with, and often are 
secondary to, other social constructs. As to the determinants of corporate 
compliance, this article argues that both corporate law and free markets generally 
cede determinative power to the administrative state. The administrative state, 
through regulatory law, uses internal corporate structures to effectuate public 
policy,28 which effectively transforms the large corporation into a quasi-
governmental actor that functions as a kind of self-regulatory organization.29 

The administrative state’s power as a determinant of a wide range of conduct 
is a dominant component of law practice that should be placed at the core of the 
law school curriculum. The legal duties created by administrative fiat should be 
added to or partially replace the standard curriculum’s foundational pantheon of 
contract, tort and property.30 This curriculum reflects a bias that can be 
alternatively framed as a pedagogical overemphasis on common law where code-
based law is, in fact, predominant in legal practice.31 This article does not, 

 

conception.”). 
28. See Charles Sabel & William Simon, Minimalism and Experimentalism in the Administrative 

State, 100 GEO. L.J. 53, 83 (2011) (describing “management-based regulation” where “the regulator 
requires each regulated actor to develop a plan to mitigate specified harms; assesses the adequacy of the 
plans; monitors their implementation; and, through a combination of tangible penalties, technical 
assistance, and public shaming, induces the laggards to comply with minimum standards and the 
frontrunners to improve continuously.”). 

29. See Miriam Hechler Baer, Governing Corporate Compliance, 50 B.C. L. Rev. 949, 955 (2009) 
(“internal corporate compliance programs are the instrumentalities of hard law: formal regimes designed 
to supply internal monitoring and punishment, so that the firm can then assist the government in fulfilling 
its duties of external monitoring and punishment.”); Daniel J.H. Greenwood, Telling Stories of 
Shareholder Supremacy, 2009 MICH. ST. L. REV. 1049, 1070 (2009) (“story of corporations as unified 
sovereigns underlies much of corporate law.”); Kenneth A. Bamberger, Regulation as Delegation: Private 
Firms, Decisionmaking, and Accountability in the Administrative State, 56 DUKE L. J. 377, passim (2006) 
(regulatory requirements as a form of delegation akin to Congress’s delegation of authority to agencies). 

30. Although some have argued that Administrative Law is an unpopular class among students, see 
Orin Kerr, Richard Pierce on Law School Curricular Reform, The Volokh Conspiracy (Oct. 31, 2007, 
3:15 PM) http://volokh.com/posts/1193858120.shtml, in a recent survey of George Washington 
University School of Law graduates, which admittedly may represent a disproportionate number of 
lawyers practicing administrative law, Administrative Law was most frequently identified second as the 
class they wished they had taken and second as the class that they had taken that was most useful to them 
in practice. See Alumni Survey Results: Most Valuable Electives (2011) available at 
http://www.law.gwu.edu/Academics/Documents/electives_alumni.pdf. More than a dozen states include 
administrative law as a topic that can be tested on the bar. Ethan Leib, Adding Legislation Courses to the 
First-Year Curriculum, 58 J. LEGAL EDUC. 166, 177 n.31 (2008) (fourteen states can test administrative 
law on the bar). Some law schools require a first-year class on regulatory law. See, e.g., Legislation and 
Regulation, Harvard Law School Course Catalog available at http://www.law.harvard.edu/academics/cu 
rriculum/catalog/index.html (Professor Jacob Gersen’s section) (last visited Aug. 2, 2012); Regulatory 
State, Vanderbilt Law School J.D. Curriculum, available at http://law.vanderbilt.edu/academics/curricul 
um/first-year-curriculum/regulatory-state/index.aspx (last visited Aug. 2, 2012); see generally Leib, supra 
note 30, at 184-90. 

31. See id. at 170-71 n.16 (discussing “statutorification” of American law). 
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however, focus on the broad themes of the fundamental flaws in the market 
theory of corporate law or the content of corporate law pedagogy. 

Rather, this article provides an empirical basis for these broad themes 
through a corporate law analysis that shows that federal regulatory law is a far 
more determinative source of law than Caremark in the design and operation of 
corporate compliance systems. Part II of this article compares Caremark to the 
parallel federal criminal prosecution of the firm to illustrate the influence of 
federal law in the design and operation of corporate compliance systems. Part III 
further discusses the determinative role of healthcare regulation in corporate 
compliance systems and regulatory trends, and uses recent litigation involving 
Pfizer Inc. to further elucidate the role of healthcare regulation. Part IV broadens 
the discussion by considering the role of prosecutorial and sentencing guidelines 
in corporate compliance generally. Part V suggests that corporate law pedagogy 
would be well-served by reducing its focus on state corporate law and giving 
greater prominence to the actual legal determinants of corporate conduct.  

II.  THE EXPECTED COST OF PRIVATE LIABILITY VERSUS PUBLIC 

ENFORCEMENT IN CAREMARK 

Commentators view Caremark as a determinative source of law in the design 
and operation of corporate compliance systems. However, if corporate actors are 
assumed to respond first to the sources of law that present the highest potential 
expected costs, then they will respond first to the higher expected costs of public 
healthcare enforcement, not private Caremark liability. The expected costs of 
Caremark liability under state corporate law will be a secondary consideration. 
Indeed, Caremark liability becomes superfluous if, after fully responding to the 
legal risks presented by the possibility of public enforcement actions, the 
expected costs of Caremark liability have also been addressed. 

In Caremark, Chancellor Allen approved a settlement of derivative state 
claims against the directors of healthcare provider Caremark International, Inc. 
(“Caremark”). The case followed on the heels of the federal criminal prosecution 
of the firm. Indicted and charged with multiple felonies, Caremark pleaded guilty 
to a single felony.32 It had allegedly violated the Anti-Referral Payment Law 
(“ARPL”),33 which generally prohibits paying kickbacks for referrals of 
Medicare or Medicaid business, by entering into arrangements with physicians 
who prescribed or recommended Caremark services.34 

 

32.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 965. This amount included $45 million 
paid to states in connection with Medicaid programs and $3.5 million for violating recordkeeping 
requirements under the Controlled Substances Act. Id. 

33. Id.  at 961-62. 
34. Press Release, U.S. Department of Justice, Caremark to Pay $161 Million in Fraud and Kickback 

Cases (June 16, 1995) (“DOJ Caremark Release”), available at http://www.justice.gov/opa/pr/ 
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Plaintiffs alleged that Caremark’s directors violated their duty of care by 
failing to oversee adequately the conduct that formed the basis of the criminal 
prosecution.35 The parties reached a settlement, which they submitted to the court 
for approval.36 In approving the settlement, Chancellor Allen stated that a 
director has “a duty to attempt in good faith to assure that a corporate information 
and reporting system, which the board concludes is adequate, exists.”37 In Stone 
v. Ritter, the Delaware Supreme Court adopted Chancellor Allen’s standard, 
holding that “Caremark articulates the necessary conditions for assessing 
director oversight liability.”38 Caremark has been followed by other 
jurisdictions39 and has been applied to executives as well as directors.40 

Caremark appeared to raise the standard for directors’ liability with respect 
to legal compliance that was established in a 1963 Delaware Supreme Court 
decision, Graham v. Allis-Chalmers Mfg., Co.41 Allis-Chalmers considered the 
board’s role in overseeing legal compliance to be similar to its role with respect 
to the exercise of business judgment generally. As quoted in Caremark, Allis-
Chalmers held that “‘absent cause for suspicion there is no duty upon the 
directors to install and operate a corporate system of espionage to ferret out 
wrongdoing which they have no reason to suspect exists.’”42 Caremark raised 
the Allis-Chalmers obligation not to ignore red flags to an affirmative duty to 
conclude that an adequate corporate compliance system was in place.43 
Chancellor Allen found that even if Allis-Chalmers’ standard might have been 
correct in 1963, it was not in 1996. 

Caremark stands not only as the leading case on the liability of directors for 
corporate legal compliance failures, but also as an iconic case in corporate law. 
Commentators have described it as: a “major statement on the duty of 

 

Pre_96/June95/342.txt.html. 
35.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 964 (Del. Ch. 1996) 
36. Id. at 961. 
37. Id. at 970. 
38. Stone v. Ritter, 911 A.2d 362, 365 (Del. 2006). 
39. See supra note 5. 
40. See, e.g., In re World Health Alts., Inc., 385 B.R. 576 (Bankr. D. Del. 2008) (extending Caremark 

to executives in applying Florida law). 
41. Graham v. Allis-Chalmers Mfg. Co., 188 A.2d 125 (Del. 1963). 
42. Caremark, 698 A.2d. at 969 (quoting Allis-Chalmers, 188 A.2d at 130) 
43. See STEPHEN BAINBRIDGE, CORPORATE LAW 163 (2d ed. 2009) (in Caremark, “Chancellor 

opined that a board of directors in fact has an obligation proactively to take affirmative compliance 
measures”); Porcher L. Taylor III & Harris L. Kay, A Green Board as a Climate-Change Imperative: 
Appointing a Climate-Change Expert to the Audit Committee, U. BALT. J. ENVTL. L. 215, 243 (2011) 
(Caremark is “high-water mark of the Delaware court's willingness to judicially review business 
judgments of boards. In that case, the court expanded the board's duty of care with respect to its oversight 
of operations . . . [and] imposes affirmative duties even greater than those of prior cases for directors to 
inform themselves about the corporation's information and reporting systems.”). 
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oversight,”44 “the seminal modern case on directors’ liability for failure to act,”45 
and “destined to be one of the most prominent Delaware opinions of all time.”46 
It is featured prominently in most corporate law casebooks and reference works47 
and highlighted in both The Iconic Cases in Corporate Law and Corporate Law 
Stories.48 

However, the widespread prominence afforded the Caremark standard is out 
of line with its practical significance. The actual effects of Caremark were trivial 
in comparison with the effects of the criminal prosecution of the firm. The 
Caremark settlement terms, described by Chancellor Allen as providing only 
“modest benefits” that were “not highly significant,”49 did little more than 
confirm that Caremark would comply with the ARPL and otherwise buttress 
some of the compliance reforms mandated by the criminal settlement. The most 
significant term in the Caremark settlement terms was probably the payment of 
more than $800,000 in attorneys’ fees.50 

Chancellor Allen reduced the fee request on the ground that “there was 
realistically a very slight contingency faced by the attorneys” due to the 
 

44. BAUMAN, PALMITER & PARTNOY, supra note 3, at 653. 
45. EPSTEIN, FREER, ROBERTS & SHEPHERD, BUSINESS STRUCTURES at 224. 
46. Hillary Sale, Monitoring Caremark’s Good Faith, 32 Del. J. Corp. L. 719, 719 – 20 (2007) (noting 

1608 Westlaw citations to the case to date). As of July 13, 2012, the Westlaw state and federal case 
databases and law journal database included 77 and 133 opinions, respectively, and 1121 articles in which 
Caremark have been cited. 

47. See, e.g., THOMAS LEE HAZEN & JERRY MARKHAM, CORPORATIONS AND OTHER BUSINESS 

ENTERPRISES 171 (3d ed. 2011); JAMES COX & THOMAS HAZEN, BUSINESS ORGANIZATION LAW 154-55, 
204-06 (3d ed. 2011); MELVIN EISENBERG & JAMES COX, CORPORATIONS AND OTHER BUSINESS 

ORGANIZATIONS 666–80 (10th ed. 2011); JESSE CHOPER, JOHN COFFEE, JR., & RONALD GILSON, CASES 

AND MATERIALS ON CORPORATIONS 97-99 (8th ed. 2008); ALAN PALMITER & FRANK PARTNOY, 
CORPORATIONS 597-605 (2010); FRANKLIN GEVURTZ, CORPORATION LAW 282-83 (2d ed. 2010); 
STEPHEN PRESSER, AN INTRODUCTION TO THE LAW OF BUSINESS ORGANIZATIONS 227-28 (3d ed. 2010); 
ROBERT HAMILTON, JONATHAN MACEY & DOUGLAS MOLL, CASES AND MATERIALS ON CORPORATIONS 

INCLUDING PARTNERSHIPS AND LIMITED LIABILITY COMPANIES 672-87 (11th ed. 2010); ERIC 

CHIAPPINELLI, CASES AND MATERIALS ON BUSINESS ENTITIES 416- 18, 435, 450-58 & 538 (2d ed. 2010); 
O’KELLEY & THOMPSON, supra note 21, at 359-74; WILLIAM ALLEN, REINIER KRAAKMAN & GUHAN 

SUBRAMANIAN, COMMENTARIES AND CASES ON THE LAW OF BUSINESS ORGANIZATION 278-85 (3d ed. 
2009); BAINBRIDGE, supra note 42, at 163-66; WILLIAM KLEIN, MARK RAMSEYER & STEPHEN 

BAINBRIDGE, BUSINESS ASSOCIATIONS 396 (7th ed. 2009); GORDON SMITH & CYNTHIA WILLIAMS, 
BUSINESS ORGANIZATIONS 523-31 (2d ed. 2008); ROBERT RAGAZZO & DOUGLAS MOLL, CLOSELY HELD 

BUSINESS ORGANIZATIONS 429-30 (2006); JOSEPH SHADE, BUSINESS ASSOCIATIONS 173 (2d ed. 2006); 
DANIEL POSIN, CASES AND ANALYSES OF THE LAW OF CORPORATIONS AND OTHER BUSINESS ENTITIES 
177-84 (2005); ROBERT HAMILTON, THE LAW OF CORPORATIONS 448-49 (6th ed. 2000). 

48. Hillary Sale, Good Faith’s Procedure and Substance: In re Caremark International Inc., 
Derivative Litigation, in THE ICONIC CASES IN CORPORATE LAW 1 (Jonathan Macey ed., 2008); JENNIFER 

ARLEN, The Story of Allis-Chalmers, Caremark, and Stone: The Directors’ Evolving Duty to Monitor, in 
CORPORATE LAW STORIES 1 (J. Mark Ramseyer ed., 2009). 

49.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 972 (Del. Ch. 1996). 
50. It has been suggested that the size of the attorneys’ fees may reflect as much an inducement for 

plaintiffs to choose Delaware as their forum as the merits of the claims. See Alison Frankel, Record $285 
Ml Fee Award Is Strine's Message to Plaintiffs' Bar, REUTERS, Dec. 20, 2011, available at 
http://newsandinsight.thomsonreuters.com/Legal/News/2011/12_-_December/Record_$285_ml_fee_aw 
ard_is_Strine_s_message_to_plaintiffs__bar/. 
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“circumstances of the government activity.”51 In other words, the criminal 
prosecution had settled almost all doubts about the underlying misconduct, 
leaving the state law action little to resolve. And Caremark—the leading case on 
directors’ personal liability with respect to their oversight of corporate 
compliance—did not impose any personal liability, in the form of monetary 
penalties or other sanctions, on the directors. Considering the actual outcome in 
Caremark, rather than its statement of a higher theoretical standard of liability, 
it is not clear how it would independently effect material changes in the way 
corporations approach corporate compliance. Rational directors have little 
reason to fear what a Delaware court has described as “possibly the most difficult 
theory in corporation law upon which a plaintiff might hope to win a 
judgment.”52 

In contrast, the consequences of the Caremark criminal prosecution give 
good reason for directors and other corporate actors to modify their conduct. 
Caremark agreed to make various payments totaling approximately $250 million, 
$161 million of which comprised “criminal fines, civil restitution and damages 
for kickbacks and fraud.”53 At the time, the settlement amount was one of the 
largest obtained from a healthcare company.54 The Department indicted three 
Caremark employees: two vice presidents and a general manager.55 Although the 
employees ultimately were acquitted and remained employed during and after 
the trial,56 the process they endured far exceeds the relatively minimal burdens 
that the state law claims placed on Caremark’s directors. The announcement of 
the indictments caused a 10% decline in Caremark’s stock price.57 

The criminal prosecution caused significant upheaval in Caremark’s 
business. The company sold its home infusion business at a loss, cancelled 
contracts with doctors and other referral sources, expended significant resources 
in defending the claims and negotiating the settlement and incurred substantial 
reputational harm.58 As discussed further in the next section of this article, 

 

51. Caremark, 698 A.2d. at 972. 
52. In re Citigroup Inc. S’holder Derivative Litig., 964 A.2d 106 (citing Caremark, 698 A.2d at 967). 
53. DOJ Caremark Release, supra note 34. 
54. See id. 
55. See Milt Freudenheim, Caremark Is Indicted in Kickbacks, N.Y. TIMES, Aug. 5, 1994, at D4 

(discussing prosecution of Vice Presidents James R. Mieszala and Joseph L. Herring, and General 
Manager Judy F. Giel). 

56. See Genentech, Caremark Execs Cleared of Growth Hormone Kickback Charges, 
BIOTECHNOLOGY NEWSWATCH 5 (Oct. 16, 1995); Criminal charges brought in Ohio against a fourth 
Caremark employee were dismissed in 1999. Robert Ruth, Physician Must Serve 3 Months, Pay $5,000, 
COLUMBUS DISPATCH, May 4, 1999, at 6C. 

57. See Freudenheim, supra note 55 (shares declined $2.375 to $21.125). 
58. See Caremark, 698 A.2d at 964 (“federal indictments had caused Caremark to incur significant 

legal fees and forced it to sell its home infusion business at a loss”); Barbara Marsh, Ex-Employee Accuses 
Apria of Giving Kickbacks, L.A. TIMES, Oct. 2, 1996, at 1; Caremark Says Kickback Settlement Being 
Discussed, AP ONLINE (Jan. 3, 1995). 
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Caremark entered into a lengthy and detailed Corporate Integrity Agreement 
(“CIA”) that dictated the design and much of the operation of Caremark’s 
compliance system. Chancellor Allen had good reason to acknowledge the 
“powerful incentives” created by the Organizational Guidelines for corporations 
to implement effective compliance programs, noting that any “rational person” 
would be bound to consider “enhanced penalties and the opportunities for 
reduced sanctions” that the Guidelines offer.59 

The principal lesson of the Caremark litigation as a whole is not that 
practicing lawyers should look first to the Caremark standard when advising 
corporate clients regarding their compliance systems. It is not Caremark risk that 
creates the strongest incentives for corporate action.60 Corporate actors are more 
likely to be affected by the prospects of millions of dollars in fines, a substantial 
decline in stock price, major disruptions to business operations and personal 
criminal liability in their decision making61 than by the prospect of private 
Caremark liability under state corporate law. 

Prudent counsel should recognize that administrative law, not corporate law, 
primarily dictates the operation and design of corporate compliance systems. 
Caremark’s illustration of the determinative nature of administrative law relative 
to corporate law reflects the pervasive role of the administrative state in 
regulating internal corporate structures.62 As discussed immediately below, 
corporate actors are far more likely to consider the terms of the Caremark CIA 
in designing and implementing their firms’ compliance systems than the 
relatively minimal expectations of Caremark. 

III.  HEALTHCARE REGULATION AND LEGAL COMPLIANCE 

A. The Role of Healthcare Regulation 

As part of one of America’s most regulated industries,63 Caremark is subject 
to an especially intrusive regulatory regime. Federal and state law pervasively 
 

59.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 970 (Del. Ch. 1996) 
60. See William W. Bratton & Joseph A. McCahery, The Equilibrium Content of Corporate 

Federalism, 41 WAKE FOREST L. REV. 619, 676 (2006) (discussing Caremark: “we have not seen 
Delaware apply its duty of care so that directors of firms with compliance breakdowns are required to pay 
money judgments. We are highly unlikely ever to do so.”). 

61. See Carrie A. Gonell & Christopher A. Parlo, Managing Wage and Hour Investigations and 
Litigation, 845 PLI/LIT 381, 387 (2011) (discussing “risk of individual criminal liability for individual 
officers of the corporation, including members of the Board of Directors, [as] enlarged under the 
‘responsible corporate officer’ doctrine” (footnote omitted)); Tanina Rostain, General Counsel in the Age 
of Compliance: Preliminary Findings and New Research Questions, 21 GEO. J. LEGAL ETHICS 465, 489 
(2008) (discussing an example of corporate general counsel who “explained that he once or twice resorted 
to carrying handcuffs into a board meeting to ‘get attention.’”). 

62. See supra text accompanying notes 26-30. 
63. See Zachary L. Erwin, Analyzing the Disruptive Physician: How State and Federal Courts Should 

Handle Whistleblower Cases Brought by Disruptive Physicians, 44 DUQ. L. REV. 275, 275 (2006).  
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regulate healthcare at the federal and state level, and this regulation substantially 
affects the operations and structure of healthcare firms’ compliance systems. 
Even prior to the 1996 Caremark decision, Caremark’s discretion in ordering its 
internal compliance systems was circumscribed by detailed guidelines 
promulgated by the Department of Health and Human Services (“HHS”). Its 
compliance system would have operated pursuant to 11 detailed ARPL safe 
harbors promulgated by HHS in 1991, and 2 additional safe harbors promulgated 
in 1992.64 In connection with the allegations underlying Caremark, the firm 
entered into a CIA with HHS that required detailed changes to Caremark’s 
compliance and ethics program.65 

The Caremark CIA sets forth the components of the program, establishes 
specific positions and committees within the program, requires a series of 
compliance reports and training and certification processes, and generally 
provides a comprehensive compliance structure that largely supplants 
Caremark’s discretion in the fashioning of its compliance policies and 
procedures. Chancellor Allen considered the settlement terms in Caremark to be 
insignificant “in light of the fact that the Caremark Board already has a 
functioning committee charged with overseeing corporate compliance”66—a 
committee whose makeup and functions were largely dictated by the Caremark 
CIA. Caremark’s compliance systems continue to be substantially dictated by 
HHS. It entered into a second CIA in 2008, which it modified in 2011.67 For the 
last two decades, Caremark’s compliance system has operated under a form of 
regulatory receivership. 

The determinative role of the CIA in Caremark’s compliance systems is 
hardly unusual in the healthcare industry, where CIAs are commonplace.68 The 
 

64. See Fact Sheet, Officer of the Inspector General (Nov. 1999), available at 
http://oig.hhs.gov/fraud/docs/safeharborregulations/safefs.htm.  

65. See Arlen, supra note 47, at 105. 
66. Caremark, 698 A.2d. at 970. 
67. OFFICE OF THE INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE INTEGRITY 

AGREEMENT BETWEEN THE OFFICE OF INSPECTOR GEN. OF THE DEP’TS OF HEALTH AND HUMAN SERVS. 
AND CVS CAREMARK CORP. (Mar. 18, 2008), available at http://oig.hhs.gov/fraud/cia/agreements/cvs_ca 
remark_corporation_03142008.pdf; id. at Appendix A (amendment to 2008 CIA dated Apr. 14, 2011). 

68. See, e.g., OFFICE OF THE INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE 

INTEGRITY AGREEMENT BETWEEN THE OFFICE OF INSPECTOR GEN. OF THE DEP’TS OF HEALTH AND HUMAN 

SERVS. AND PFIZER INC. (Aug. 31, 2009), available at http://oig.hhs.gov/fraud/cia/agreements/pf 
izer_inc_08312009.pdf; OFFICE OF THE INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., 
CORPORATE INTEGRITY AGREEMENT BETWEEN THE OFFICE OF INSPECTOR GEN. OF THE DEP’T OF HEALTH 

AND HUMAN SERVS. AND QUEST DIAGNOSTICS INC. (Apr. 9, 2009), available at http://oig.hhs.gov/fraud/ 
cia/agreements/quest_diagnostics_incorporated_04142009.pdf; OFFICE OF THE INSPECTOR GEN., DEP’T 

OF HEALTH & HUMAN SERVS., CORPORATE INTEGRITY AGREEMENT BETWEEN THE OFFICE OF INSPECTOR 

GEN. OF THE DEP’TS OF HEALTH AND HUMAN SERVS., AND  MEDCO HEALTH SOLUTIONS, INC., (Oct. 20, 
2006), available at http://oig.hhs.gov/fraud/cia/agreements/MedcoCIA.pdf; OFFICE OF THE INSPECTOR 

GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE INTEGRITY AGREEMENT BETWEEN THE OFFICE 

OF INSPECTOR GEN. OF THE DEP’T OF HEALTH & HUMAN SERVS. AND TENET HEALTH CORP. (Sep. 27, 
2006), available at http://oig.hhs.gov/fraud/cia/agreements/TenetCIAFinal.pdf; OFFICE OF THE 
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list of active CIAs on HHS’s webpage has the comprehensiveness of a healthcare 
industry directory.69 One could say that HHS has become a kind of super-Chief 
Compliance Officer for the industry. 

The dominant role that HHS plays in the design and operation of healthcare 
compliance is not limited to the implementation of CIAs. As HHS has stated, the 
effect of the rules that it administers “on providers and suppliers [is] pervasive.”70 

The agency estimates that the “various guidance and procedure documents on 
[its] website number approximately 37,000, comprising over 7 million pages.”71 
The HHS website lists more than 40 separate compliance manuals.72 The scope 
and detail of agency compliance guidelines has increased in part as a result of 
the Executive branch’s emphasis on regulators providing adequate industry 
guidance on compliance.73 Like other agencies, HHS has issued small business 
compliance guides pursuant to the requirements of the Small Business 
Regulatory Enforcement Fairness Act.74 Some have criticized the promulgation 
of compliance guidance as a form of back-door lawmaking,75 and courts have 

 

INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE INTEGRITY AGREEMENT BETWEEN 

THE OFFICE OF INSPECTOR GEN. OF THE DEP’T OF HEALTH & HUMAN SERVS. AND THE HEALTHCARE CO. 
(Dec. 12, 2000), available at http://www.oig.hhs.gov/fraud/cia/agreements/the_hc_co_121400.pdf. 

69. DEP’T OF HEALTH & HUMAN SERVS., CORPORATE INTEGRITY AGREEMENT DOCUMENTS, 
available at http://oig.hhs.gov/compliance/corporate-integrity-agreements/cia-documents.asp (last visited 
Feb. 11, 2012); see Pamela MacLean, Integrity Agreements Could Spark Litigation, NAT’L. L.J., June 13, 
2005, http://www.law.com/jsp/article.jsp?id=900005544046& Integrity_Agreements_Could_Spark 
_Litigation (OIG “currently lists more than 430 such agreements with hospitals, doctors, nursing homes, 
corporations and health care providers nationally”), Robert Ramsey; Corporate Integrity Agreements: 
Making the Best of a Tough Situation, HEALTHCARE FIN. MGMT., (2002) 
http://findarticles.com/p/articles/mi_m3257/is_3_56/ai_83762238/ (discussing cost and ubiquity of 
CIAs). 

70. CENTERS FOR MEDICARE & MEDICAID SERVS., SMALL COMPANY COMPLIANCE GUIDES, 
available at http://www.cms.gov/SmallEntity/ (last visited Nov. 26, 2011). 

71. Id. 
72. See CENTER FOR MEDICARE & MEDICAID SERVS., MANUALS,  http://www.cms.gov/Manuals/01 

_Overview.asp (last visited Nov. 26, 2001). 
73. See, e.g., Executive Order 13422, 72 Fed. Reg. 2763 (Jan. 18, 2007) (amended Executive Order 

12866); U.S. OFFICE OF MGMT. & BUDGET, FINAL BULLETIN FOR AGENCY GOOD GUIDANCE PRACTICES, 
(Jan. 18, 2007), available at http://www.whitehouse.gov/sites/default/files/omb/memoranda. 
/fy2007/m07-07.pdf; Information Quality Act of 2001, Pub. L. No. 106-554, § 515, 114 Stat. 2763 (2001) 
(“[E]nsuring and maximizing the quality, objectivity, utility, and integrity of information disseminated” 
including statistical information by federal agencies). 

74. See Small Business Regulatory Enforcement Fairness Act of 1996, Pub. L. 104-121, Title II, 110 
Stat. 857 (amended 2007). See generally Small Company Compliance Guides, supra note 70 (discussing 
and including links to HHS compliance guides adopted pursuant to SBREFA) (last visited Feb. 11, 2012). 

75. See HOUSE COMM. ON GOV’T REFORM, NON-BINDING LEGAL EFFECT OF AGENCY GUIDANCE 

DOCUMENTS, H.R. Rep. 106-1009 at 1 (106th Cong., 2d Sess. 2000) (finding “that some [federal agency] 
guidance documents were intended to bypass the rulemaking process and expanded an agency’s power 
beyond the point at which Congress should stop. Such ‘backdoor’ regulation is an abuse of power and a 
corruption or our Constitutional system.”); see generally Conner Raso, Do Agencies Use Guidance 
Documents to Avoid Presidential Control?, (Gellhorn-Sargentich Law Student Essay Competition 2010), 
available at http://www.americanbar.org/content/dam/aba/migrated/adminlaw/awar 
dsprogram/Connor_Raso_GS_Essay_Winner.authcheckdam.pdf. 
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struck down such guidance,76 in each case an implicit acknowledgment of the 
role of agency guidance as a de facto source of law. 

B. Pfizer Corporate Integrity Agreement 

The CIA entered into by Pfizer Inc. in 2009 (“Pfizer CIA”) provides more 
current insight into the extent to which governmental guidelines shape internal 
corporate compliance systems.77 The Pfizer CIA, its third since 2002,78 related 
to the company’s settlement of the then-largest health care fraud case in history.79 
Pfizer paid $2.3 billion in civil and criminal fines and penalties, primarily in 
connection with its marketing of drugs for “off-label” (non-FDA-approved) 
uses.80 Off-label marketing claims have been the centerpiece of a number of HHS 
enforcement actions.81 For example, Eli Lilly had settled claims for $1.42 billion 
and entered into a CIA similar to Pfizer’s in January 2009.82 The prosecution of 
off-label marketing claims has been so extensive as to trigger an industry effort 
to dilute this area of regulation.83 

Through the Pfizer CIA, HHS effectively dictated much of the design and 
operation of Pfizer’s compliance system. The CIA, which required that Pfizer 
retain a Chief Compliance Office (“CCO”), expanded the CCO’s managerial 
 

76. See, e.g., GE v. EPA, 290 F.3d 377 (D.C. Cir. 2002) (discussing PCB risk assessment); Chamber 
of Commerce v. Dep’t of Labor, 174 F.3d 206 (D.C. Cir. 1999) (occupational safety and health program). 
Contra Cement Kiln Recycling Coal v. EPA, 493 F.3d 207 (D.C. Cir. 2007) (guidance on conduct of site-
specific risk assessments not reviewable statement of policy). 

77. See Pfizer CIA, supra note 67. 
78. See Amy Miller, Going with Plan B: Pfizer CEO Now Overseeing Compliance, CORP. COUNS., 

Sept. 10, 2009, http://www.law.com/jsp/cc/PubArticleCC.jsp?id=1202433701997. 
79. See Assoc. Attorney Gen. Tom Perrelli, Remarks at Pfizer Settlement Press Conference (Sept. 2, 

2009), available at http://www.justice.gov/asg/speeches/2009/asg-speech-090902.html. 
80. Press Release, Dep’t of Health & Human Servs., Justice Department Announces Largest Health 

Care Fraud Settlement in its History (Sept. 2, 2009), available at http://www.hhs.gov/news/press/2009pr 
es/09/20090902a.html. In October 2011, Pfizer paid $14.5 million in the final settlement of off-label 
marketing claims brought in connection with the 2009 investigation and settlement. See Press Release, 
U.S. Dep’t of Justice, Pfizer to Pay $14.5 Million for Illegal Marketing of Drug Detrol (Oct. 21, 2011, 
available at http://www.justice.gov/opa/pr/2011/October/11-civ-1389.html. 

81. See, e.g.,  OFFICE OF THE INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE 

INTEGRITY AGREEMENT BETWEEN THE OFFICE OF THE INSPECTOR GEN. OF THE DEP’T OF HEALTH & 

HUMAN SERVS. AND ABOTT LABORATORIES (May 6, 2012), available at http://oig.hhs.gov/fraud/cia/agr 
eements/Abbott_Laboratories_05072012.pdf. See also James Swann, Abbott Labs to Pay $1.5 Billion for 
Off-Label Marketing of Anti-Seizure, BLOOMBERG/BNA, May 7, 2012, available at 
http://www.bna.com/abbott-labs-pay-n12884909269/. 

82. See OFFICE OF THE INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE 

INTEGRITY AGREEMENT BETWEEN THE OFFICE OF THE INSPECTOR GEN. OF THE DEP’T OF HEALTH & 

HUMAN SERVS. AND ELI LILLY AND CO. (Jan. 14, 2009), available at http://oig.hhs.gov/fraud/cia/agreem 
ents/eli_lilly_and_company_01142009.pdf; see also Larry Husten,  Merck Pleads Guilty and Pays $950 
Million for Illegal Promotion of Vioxx, FORBES, Nov. 22, 2011, http://www.forbes.com/sites/larryhust 
en/2011/11/22/merck-pleads-guilty-and-pays-950-million-for-illegal-promotion-of-vioxx/.(off-label 
marketing settlement including Corporate Integrity Agreement) 

83. See FDA’s Off-Label Rule Under Attack, L.A. TIMES, Nov. 7, 2011, http://articles.latimes.com/ 
2011/nov/07/opinion/la-ed-drugs-20111107 (describing First Amendment claims by drug companies). 
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authority regarding compliance related matters, requiring direct reporting lines 
to the CEO and the board’s Audit Committee. The CCO did not report to Pfizer’s 
general counsel because HHS believed that “upper management should hear both 
arguments.”84 It also appointed the CCO to chair a Compliance Committee that 
includes senior executives of Pfizer who are tasked to “support” the CCO’s 
efforts under the CIA.85 The CIA requires Pfizer to report “any change in the 
identity of the [CCO], or any actions or changes that would affect the [CCO’s] 
ability to meet the obligations” of the CIA.86 These provisions reflect an 
understanding that it is corporate executives who exercise decision-making 
authority, whereas state corporate law focuses almost exclusively on directors.87 

The Pfizer CIA assigns specific responsibilities to the Audit Committee, 
including that each member sign a “resolution . . . summarizing its review and 
oversight of Pfizer’s compliance program and compliance with Federal health 
care program requirements, FDA requirements, and the obligations of this 
CIA.”88 The resolution must include, verbatim, a statement in the CIA that the 
Committee “has made a reasonable inquiry into the operations of Pfizer’s 
Compliance Program, including but not limited to evaluating its effectiveness 
and receiving updates” and has “concluded” that Pfizer has implemented an 
“effective Compliance Program.”89 If the Committee is unable to reach such a 
conclusion, then the resolution must include an explanation as to why and 
identify “the steps it is taking to assure implementation by Pfizer of an effective 
Compliance Program.”90 Business unit presidents, certain other executives and 
certain employees who report to them must certify, among other things, their 
having reviewed various reports, referred potential violations up the chain of 
command and the signers’ understanding that the certification is being “provided 
to and relied upon by the United States.”91 

Other detailed requirements relate to the following: the substance of Pfizer’s 
Code of Conduct, receipt of which must be certified by employees; the substance 
of its policies and procedures, including, for example, detailed requirements 
relating to information regarding off-label uses of Pfizer’s products; and the 

 

84. See Miller, supra note 78. 
85. Pfizer CIA, supra note 68, at 3. 
86. Id. Pfizer is also required to report any change in the composition of the Compliance Committee, 

or any actions or changes that would affect the [CCO’s] ability to “satisfy the requirements” of the CIA. 
Id. at 5. 

87. See Timothy P. Glynn, Taking Self-Regulation Seriously: High-Ranking Officer Sanctions for 
Work-Law Violations, 32 BERKELEY J. EMP. & LAB. L. 279, 326 (2011) (“state corporate-law focuses 
almost exclusively on director obligations, largely ignoring officers and other supervisors, except in their 
capacity as directors or when they exert direct influence over board members.”). 

88. Pfizer CIA, supra note 69, at 5. 
89. Id. 
90. Id. at 5-6. 
91. Id. 
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compliance training and education of its employees, including the number of 
hours, content, instructor qualifications, and certifications.92 The CIA requires 
that Pfizer maintain a Disclosure Program and a Consultant Monitoring Program, 
and establish a detailed “Field Force Monitoring Program to evaluate and 
monitor field representatives’ interactions with [health care professionals] and to 
identify potential off-label promotional activities.”93 

The Pfizer CIA requires the implementation of a Risk Assessment and 
Mitigation Planning tool (“RAMP”), which entails semi-annual identification of 
compliance-related risks in accordance with the detailed requirements described 
in a 6-page appendix to the CIA.94  These include: identifying a Pfizer “Attorney” 
to develop a risk mitigation plan for each product, retaining an outside reviewer 
to evaluate the RAMP and producing a series of assessments and reports.95 Pfizer 
must engage an Independent Review Organization (“IRO”) that has extensive 
responsibility for an extensive set of compliance tasks.96 The CIA grants the IRO 
significant authority regarding the evaluation of the effectiveness of Pfizer’s 
compliance programs, and the IRO may be retained only if not found 
unacceptable by HHS. 

The CIA includes a laundry list of stipulated penalties for various breaches 
of its terms, generally entailing daily fines of $1,000 to $5,000 for each of a 
number of failures to meet specific obligations under the CIA (e.g., $2,500 each 
day Pfizer fails to engage an IRO).97 Pfizer agreed that a material breach of the 
CIA would constitute an “independent basis for exclusion from participation in 
the Federal health care programs.”98 CIA violations may provide an independent 
basis for a punitive damages award in private litigation arising from related 
tortious conduct.99 

Thus, the Pfizer CIA dictates much of the design and operation of its 
compliance program. It assigns responsibilities to particular employees within 
the organization and grants them authority to bypass typical lines of authority 
within the corporate structure. It mandates specific monitoring approaches and 
creates liability risk, independent of substantive compliance procedures, in the 
form of attestations, certifications and internal control reports—procedures 
similar to those required under the Public Accounting Reform and Investor 
Protection Act of 2002 (“Sarbanes-Oxley Act” or “SOXA”).100 The Pfizer CIA 

 

92. See id. at 7-17. 
93. Id. at 22-23, 27-33. 
94. See id. at 17. 
95. Id. at 20-22, app. C. 
96. See id. at 17-20, apps. A & B. 
97. See id. at 51-53. 
98. Id. at 54. 
99. See Maclean, supra note 69. 
100. Sarbanes-Oxley Act of 2002, Pub. L. No. 107-204, §§ 302, 404, 906, 116 Stat. 745 (2002). 
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leaves little, if any, discretion to corporate actors to develop a compliance system 
pursuant to the exercise of business judgment that Chancellor Allen and 
Professor Bainbridge believe Caremark to have preserved.101 As Professor Mark 
Roe described SOXA’s prescriptions, it is the Pfizer CIA that “creates internal 
managerial duties and allocates authority inside the firm”102 in derogation of 
market forces. Healthcare regulation is no different from SOXA, and a bevy of 
other sources of administrative law, in reflecting the dominant role of the 
administrative state in U.S. law.103 

C. Pfizer Caremark Litigation 

The Caremark claim brought against Pfizer also illustrates the irrelevance of 
Caremark relative to the determinant role of federal healthcare regulation. Like 
Caremark, Pfizer settled a Caremark claim based on the conduct underlying the 
federal prosecution.104 But the Pfizer I settlement differed from the Caremark 
settlement in two significant respects. First, the Pfizer I court found that the 
compliance aspects of the settlement would “provide significant corporate 
benefits for Pfizer and its shareholders,”105 whereas Chancellor Allen disparaged 
the significance of the Caremark settlement terms.106 Second, the Pfizer I court 
strongly implied that the defendants had violated their fiduciary duty.107 In 

 

(respectively requiring Securities Exchange Commission (“SEC”) to adopt rules requiring internal control 
reports, to adopt attestations, and to enact 63 U.S.C. § 1350 requiring certifications). See Peter V. Letsou, 
The Changing Face of Corporate Governance Regulation in the United States: The Evolving Roles of the 
Federal and State Governments, 46 WILLAMETTE L. REV. 149, 189 (2009) (SOXA’s mandatory internal 
control report “effectively alters the issuer's internal operations by requiring management to take 
responsibility for establishing and maintaining adequate internal controls, a matter traditionally left to 
state law.”). 

101. See supra text accompanying notes 12-17. 
102. Roe, supra note 10, at 598. 
103. See infra Part V; see also supra text accompanying notes 27-31. 
104. See In re Pfizer, Inc. S’holder Derivative Litig., 780 F. Supp. 2d 336 (S.D.N.Y. 2011) (“Pfizer 

II”); see also In re Pfizer, Inc. S’holder Derivative Litig., 722 F. Supp. 2d 453 (S.D.N.Y. 2010) (“Pfizer 
I”) (denying defendants’ motion to dismiss breach of fiduciary claim). In 2007, another Caremark claim 
against Pfizer was dismissed. See In re Pfizer, Inc. S’holder Derivative Litig., 503 F. Supp. 2d 680 
(S.D.N.Y. 2007); see also In re Abbott Labs. Derivative S’holder Litig., 325 F.3d 795 (7th Cir. 2003) 
(pre-suit demand excused where plaintiffs alleged directors knew of violations of law and took no steps 
to prevent or remedy the situation); McCall v. Scott, 239 F.3d 808 (6th Cir. 2001) (pre-suit demand 
excused where plaintiffs alleged directors’ failure to afford adequate attention to potentially illegal 
corporate activities). 

105. Pfizer II, 780 F. Supp. 2d at 343. 
106.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 970-72 (Del. Ch. 1996). 
107. The court found that there was evidence supporting the view that Pfizer’s directors “all knew of 

Pfizer's continued misconduct and chose to disregard it.” Pfizer I, 722 F. Supp. 2d at 460-62. (“Many of 
these disturbing reports [by Pfizer compliance personnel describing continuing kickbacks and off-label 
marketing] were received during the same time that the board was obligated by the 2002 and 2004 CIAs 
to pay special attention to these very problems… To put it bluntly, the allegations of the Complaint 
evidence misconduct of such pervasiveness and magnitude, undertaken in the face of the board's own 
express formal undertakings to directly monitor and prevent such misconduct, that the inference of 
deliberate disregard by each and every member of the board is entirely reasonable.”). 
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Caremark, Chancellor Allen emphasized the “weakness of the plaintiffs’ claims” 
and a record that included “no evidence that the director defendants were guilty 
of a sustained failure to exercise their oversight function.”108 

These differences make Pfizer a good candidate to test this article’s claim 
that Caremark is largely irrelevant as a determinant of corporate compliance 
because Pfizer I purports to give Caremark a determinative role in corporate 
compliance. In contrast, Caremark asserts a state corporate law standard while 
in full retreat.109 The “centerpiece of the [Pfizer I] settlement agreement” was the 
establishing and funding of a “Regulatory Committee, which will have a broad 
mandate to oversee the company’s drug promotion and marketing practices and 
compliance with regulatory requirements applicable to same.”110 The agreement 
endowed the Committee with information access and investigative powers, 
including the authority to order audits and review the incentive structure of 
employees’ compensation.111 It also authorized the Committee to make 
recommendations to Pfizer’s Compensation Committee regarding the 
“‘clawback’ of previously-awarded incentive compensation” and required the 
creation of an ombudsman program.112 

The Pfizer I settlement also required that Pfizer’s insurers pay $75 million 
toward attorneys’ fees and expenses and the funding of the Committee’s 
activities,113 which dwarfs the monetary component of the Caremark settlement. 
In addition, Pfizer would have incurred the expense of extensive discovery and 
other litigation activities, which would likely have amounted to tens of millions 
of dollars.114 

Thus, the Pfizer I settlement terms present a much stronger case than the 
Caremark settlement terms for attributing a determinative role to state corporate 
law. As a matter of practice, the Pfizer I settlement terms reflect a material 
enhancement of the terms of the CIA, with the principal changes being the 
shifting of compliance oversight from the Audit Committee under the CIA to the 
Regulatory Committee,115 and the clawback and ombudsman provisions. Neither 
 

108. Caremark, 698 A.2d. at 971-72. 
109. See supra text accompanying notes 8-11, 49-52. 
110. Pfizer II, 780 F. Supp. 2d at 338. 
111. See id. at 338-39. 
112. Id. at 339-40. 
113. See Duff Wilson, Pfizer Plans $75 Million Fund To Address Shareholder Suits, N.Y. TIMES, 

Dec. 4, 2010, at B2. A Pfizer shareholder objected to the settlement partly on the ground that it did not 
provide for any “‘monetary recovery’ for the shareholders.” Pfizer II, 780 F. Supp. 2d at 341 (citing 
Objection of Nora Vides to Settlement (Jan. 31, 2011)). The court stated that this was incorrect as 
demonstrated by the $75 million payment to fund the Committee and pay expenses. Id. 

114. See Pfizer II, 780 F. Supp. 2d at 340 (describing “vigorous motion practice and very full 
discovery that included production of over 12 million documents, dozens of fact and expert depositions, 
and the exchange of detailed expert reports from highly-qualified experts”). 

115. See Aff. of Jeffrey Gordon in Supp. of Pls.’ Mot. for Prelim. Approval of Derivative Action 
Settlement at ¶ 38, Pfizer I, 722 F. Supp. 2d 453 (S.D.N.Y. 2010) (“For a company like Pfizer, delegating 
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the $75 million insurer payment nor the costs of the disruption and fees 
associated with Pfizer’s defense of the state corporate law claims were trivial. 
Thus, in contrast with the Caremark settlement, the Pfizer I settlement terms 
reflect material consequences for counsel to consider in advising healthcare firms 
regarding their compliance systems. 

However, the consequences of Pfizer I still pale in comparison with the 
consequences of the public enforcement actions. Accordingly, the expected costs 
of liability under state corporate law are unlikely to create incentives that provide 
material competition for the incentives created by other sources of law. The 
Pfizer I settlement’s compliance terms were essentially derivative of, or 
supplemental to, the far more expansive and detailed Pfizer CIA. The settlement 
did not entail any personal liability on the part of Pfizer’s directors, 
notwithstanding that the court found that there was evidence supporting the view 
that Pfizer’s directors “all knew of Pfizer’s continued misconduct and chose to 
disregard it.”116 Corporate actors are far more likely to design their compliance 
systems in response to the risks created by a federal enforcement action, as 
illustrated by the $2.3 billion in criminal and civil sanctions paid by Pfizer117 
(since overshadowed by $3 billion in criminal and civil sanctions paid by Glaxo 
for improper marketing118), the adverse effect on the company’s stock price and 
the potential personal civil and criminal liability of Pfizer employees, than in 
response to the expected costs of Caremark claims. Given a choice between 
conforming compliance systems to the common elements of dozens of CIAs 
imposed on healthcare firms and the compliance terms appearing in state 
corporate law settlements, corporate actors would be prudent to choose the 
former. 

The Pfizer I court specifically observed that other CIAs that Pfizer had agreed 
to prior to the federal prosecution “imposed affirmative obligations on Pfizer’s 
board that went well beyond the basic fiduciary duties required by Delaware 
law.”119Prospectively adopting and following compliance procedures of which 
 

regulatory and compliance oversight to the Audit Committee is inadequate. After the Sarbanes Oxley Act, 
an audit committee of a large public company is fully engaged with oversight of the company's financial 
disclosure. The importance and singularity of this responsibility is reflected by the requirement of 
qualifications for audit committee membership that focus on financial literacy and experience.”). 

116. Pfizer I, 722 F. Supp. 2d at 460-62 (“Many of these disturbing reports [by Pfizer compliance 
personnel describing continuing kickbacks and off-label marketing] were received during the same time 
that the board was obligated by the 2002 and 2004 CIAs to pay special attention to these very problems…. 
To put it bluntly, the allegations of the Complaint evidence misconduct of such pervasiveness and 
magnitude, undertaken in the face of the board's own express formal undertakings to directly monitor and 
prevent such misconduct, that the inference of deliberate disregard by each and every member of the board 
is entirely reasonable.”).  

117. See supra text accompanying note 80. 
118. See Rob Waters, GlaxoSmithKline’s $3 Billion Hit: Deterrent or Business Expense?, FORBES, 

July 12, 2012, http://www.forbes.com/sites/robwaters/2012/07/12/glaxosmithklines-3-billion-hit-deterre 
nt-or-business-expense; Jeanne Whalen, Glaxo to Pay U.S. $3 Billion to Settle, WALL ST. J., Nov. 4, 2011, 
at B3. 

119. Pfizer I, 722 F. Supp. 2d at 461. 
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federal authorities will approve is far more likely to reduce the expected liability 
costs of public enforcement than doing the same with respect to the kinds of 
procedures negotiated pursuant to state corporate law settlements. Concededly, 
legal compliance failures may also have state corporate law consequences, which 
in Pfizer’s case were reflected in a meaningful enhancement of the compliance 
terms of the public enforcement settlement and at least the specter of directors’ 
personal liability. Yet, the incentives created by these consequences are still 
secondary to the considerably more powerful incentives created by the potential 
consequences of a federal prosecution. 

Pfizer I shows that even the incentives created by a strong-form application 
of the Caremark standard pale in comparison with the legal determinacy of 
federal healthcare regulation. It is healthcare regulation, not state corporate law, 
which creates the strongest impetus for the design and operation of corporate 
compliance systems. To the extent that healthcare compliance is guided by a 
rational evaluation of the consequences of legally inadequate compliance 
systems, it will be dictated primarily by federal healthcare regulation. Healthcare 
firms will attempt to identify the compliance systems that satisfy federal 
officials’ view of legally adequate compliance because the expected value to 
corporate actors of doing so dwarfs the expected value of satisfying Caremark. 
It may be true that the Caremark standard is so low as to remove state corporate 
law as an impediment to market-driven compliance systems, but it does not 
remove other sources of law as potential impediments. Where federal law is 
supreme, state corporate law cannot remove other sources of law. Nor does the 
state law of incorporation even have the definitive authority to trump other 
sources of state or municipal law.120 

D.  Healthcare Regulation Trends 

Recent trends indicate that the role of healthcare regulation in the design and 
operation of corporate compliance systems will continue to expand. Over the last 
two decades, federal authorities have dramatically expanded their investigation 
and enforcement program. The Health Insurance Portability and Accountability 
Act of 1996 established a national Health Care Fraud and Abuse Control 
Program under DOJ and HHS to coordinate federal, state and local health care 
fraud enforcement.121 The Act authorized the use of the Medicare Trust Fund 

 

120. See Anne B. Claiborne, Julia R. Hesse & Daniel T. Roble, Legal Impediments to Implementing 
Value-Based Purchasing in Healthcare, 35 AM. J.L. & MED. 442, 457 (2009) (citing state anti-kickback 
laws and noting that federal safe harbors do not necessarily preempt such laws). 

121. DEP’T HEALTH & HUMAN SERVS. AND DEP’T OF JUSTICE, HEALTH CARE FRAUD AND ABUSE 

CONTROL PROGRAM, ANNUAL REPORT FOR FISCAL YEAR 2010 (2011), available at https://oig.hhs.gov/ 
publications/docs/hcfac/hcfacreport2010.pdf. 
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account to finance anti-fraud activities.122 
In 2009, DOJ and HHS created the interagency Health Care Fraud Prevention 

& Enforcement Action Team,123 which recovered more than $4 billion “stolen 
from federal health care programs” in fiscal year 2010 alone.124 The Patient 
Protection and Affordable Care Act of 2010 (“PPACA”), which provided $310 
million over ten years to fund the prosecution of health care fraud,125 provided 
for the “enhancement and extension of the federal government’s fraud and abuse 
capabilities and providers’ program integrity obligations.”126 

The use of CIAs in connection with the settlement of healthcare prosecutions 
has grown steadily, with the total of 32 CIAs from 2002 to 2006 rising to 275 
from 2006 to 2011.127 Commentators have described these “not-so-voluntary”128 
CIAs as “essentially an administratively enforced compliance program paid for 
by the company but enforced by the government.”129 As discussed above with 
respect to the Pfizer 2009 CIA, CIAs dictate the details of corporate healthcare 
compliance programs. For example, the CIA agreed to by St. Joseph Medical 
Center in 2010 required the appointment of a “Medical Director of Cardiac 
Catheterization Laboratory” who was certified by the American Board of 
Internal Medicine in cardiology.130 The Medical Director would be responsible 
for “clinical management and oversight” at the Laboratory and making quarterly 
reports to the Physician Executives and Compliance officer (positions also 
required by the CIA). He/she also had the authority to report to, among others, 
the board of directors “at any time.”131 
 

122. See id. at 3. 
123. See Press Release, U.S. Dep’t of Justice and Dep’t of Health & Human Servs., Attorney General 

Holder and HHS Secretary Sebelius Announce New Interagency Health Care Fraud Prevention & 
Enforcement Action Team (May 20, 2009), available at http://www.justice.gov/opa/pr/2009/May/09-ag-
491.html. 

124. Tracy Russon, $4 Billion in Taxpayer Dollars Recovered, JUSTICE BLOG (Nov. 6, 2011), 
http://blogs.usdoj.gov/blog/archives/1157. 

125. Press Release, U.S. Dep’t of Justice, Massachusetts Home to the Largest Health Care Fraud 
Settlement in History, (Dec. 16, 2010), available at http://www.justice.gov/opa/pr/2010/December/10-ag-
1448.html. 

126. Hall et al., Survey of Recent Developments in Health Care Law, 44 IND. L. REV. 1287, 1288 
(2011). 

127. See generally OFFICE OF INSPECTOR GENERAL, DEP’T OF HEALTH AND HUMAN SERVS., 
CORPORATE INTEGRITY AGREEMENT DOCUMENTS, available at http://oig.hhs.gov/compliance/corporate-
integrity-agreements/cia-documents.asp (CIAs counted June 2, 2012). 

128. Adrienne Dresevic & Donald H. Romano, The Medicare Enrollment Process – CMS’s Most 
Potent Program Integrity Tool, 23 HEALTH LAW., no. 4, at 1, 15 (April 2011) 

129. Greg Luce, Defending the Health Care Industry Against the Government's Expanding and Novel 
Theories of Liability, ASPATORE, 2011 WL 4453324 (Sep. 2011). 

130. OFFICE OF THE INSPECTOR GEN., DEP’T OF HEALTH & HUMAN SERVS., CORPORATE INTEGRITY 

AGREEMENT BETWEEN THE OFFICE OF THE INSPECTOR GEN. OF THE DEP’T OF HEALTH & HUMAN SERVS. 
AND ST. JOSEPH MEDICAL CENTER at 5 (Nov. 5, 2010), available at http://oig.hhs.gov/fr 
aud/cia/agreements/st._joseph's_medical_center_11052010.pdf. 

131. Id. (also requiring notice to OIG of appointment and change in Director, and “any actions or 
changes that would affect ability” of the Director to perform duties under the CIA). 
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The expanding federal enforcement of compliance expectations has not been 
limited to the exercise of its prosecutorial powers. The administration of the 
Medicare enrollment process has provided another avenue by which healthcare 
companies compliance programs are dictated by federal law. In 2010, the 
PPACA made compliance programs, which had technically been voluntary, 
mandatory for certain healthcare industry participants when they initially enroll 
in Medicare132 and required that programs include “core elements” as determined 
by HHS.133 In a proposed rulemaking, HHS requested comment on the core 
elements requirement, including specifically on whether they should reflect the 
core elements of the Guidelines. The final core elements have not been adopted, 
but they are likely to reflect core compliance program elements previously 
promulgated for particular industry segments. For example, the CMS 
Prescription Drug Benefit Manual comprises a 70-page guide to the detail of 
which belies the Manual’s claim that “adoption of the methods suggested within 
[the Manual] on how to implement a comprehensive fraud and abuse program 
are left to the discretion” of the benefit plan sponsor.134 

In summary, healthcare compliance systems are designed and operated in the 
shadow of a dizzying array of federal mandates and guidelines. Ignoring these 
sources of law would expose the firm and its employees to substantial 
enforcement and civil liability risk. The financial risk has increased over time; 
Pfizer’s record-setting $2.3 billion settlement was recently eclipsed by Glaxo-
Kline’s agreement to pay $3 billion to settle off-label marketing and other 
charges.135 Federal authorities have steadily expanded their influence in the 
design and operation of compliance programs, as well as their willingness to 
prosecute criminally corporate executives. 

Thus, it is primarily with respect to these very real liability risks, in contrast 
with practicably limited Caremark risk, that prudent lawyers should advise their 
healthcare clients to construct and operate their compliance systems. However, 
the contingency of Caremark as a determinant of corporate conduct is not solely 
attributable to the particular healthcare regulatory regime under which similar 
firms operate. As discussed below, other sources of law play a significant role in 
guiding corporate policy. Federal sentencing and prosecutorial guidelines that 

 

132. See Patient Protection and Affordable Care Act of 2010, Pub. L. No. 111-148, § 6401(a), 124 
Stat. 119 (2010) (hereinafter PPACA); see also Dresevic & Romano, supra note 128, at 14 (requirements 
are likely to be applied to re-enrollments as well). 

133. PPACA, § 6401(a) (creating new paragraph (7) under 42 U.S.C. § 1395cc(j)(1)(A)). This 
requirement applies to states with respect to Medicaid providers. PPACA § 6401(b) (creating new 
paragraph (ii)(5) under 42 U.S.C. § 1396a(a)). 

134. CENTERS FOR MEDICARE & MEDICAID SERVS., DEP’T OF HEALTH & HUMAN SERVS., Program 
to Control Fraud, Waste, and Abuse, in PRESCRIPTION DRUG BENEFIT MANUAL 3 (Apr. 25, 2006), 
available at https://www.cms.gov/prescriptiondrugcovcontra/downloads/PDBManual_Chapter9_FWA.p 
df. 

135. See Whalen, supra note 117; see also L.A. TIMES, supra note 83 (describing First Amendment 
claims by drug companies). 
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apply broadly to all types of businesses also play a determinative role in deciding 
the design and operation of corporate compliance systems. 

IV. FEDERAL ENFORCEMENT POLICIES AND REGULATORY COMPLIANCE 

A.  Sentencing and Prosecutorial Guidelines 

The influence of federal regulation on corporate compliance systems is not 
limited to healthcare-specific rules. The Organizational Guidelines apply with 
respect to the sentencing of all businesses convicted of federal criminal law. It 
was the Guidelines, not healthcare regulations, that Chancellor Allen cited as 
providing “powerful incentives” for corporations to implement effective 
compliance systems.136 In addition to the Guidelines, the factors that federal 
prosecutors use in charging decisions also constitute a determinative source of 
federal law. 

The Organizational Guidelines provide for a reduction in penalties for a 
company that, among other things, has established “an effective compliance and 
ethics program.”137 The Guidelines assist companies regarding what qualifies as 
an effective compliance program by “providing a structural foundation from 
which an organization may self-police its own conduct.”138 This “structural 
foundation” comprises a fairly detailed vision of how corporation compliance 
systems should be designed and operated. For example, the Guidelines envision 
that a firm’s compliance program be implemented through specific channels of 
authority. Specific “high-level personnel” must “be assigned overall 
responsibility” for the program.139 High-level personnel include “a director; an 
executive officer; an individual in charge of a major business or functional unit 
of the organization, such as sales, administration, or finance; and an individual 
with a substantial ownership interest.”140 The procedures must expressly assign 
“overall responsibility” at the “executive officer” level and reflect the 
responsibility of the leaders—whatever their titles—of both business units and 
functional leadership. 

The assignment of responsibility to individuals “with a substantial ownership 
interest” steps outside of the management structure and into the realm of 
shareholders’ duties that arise as a consequence of their status as shareholders, 
which directly intrudes into the realm of the allocation of intracorporate power 

 

136.  In re Caremark Int’l Inc. Derivative Litig., 698 A.2d 959, 969 (Del. Ch. 1996) 
137. See U.S. SENTENCING GUIDELINES MANUAL, supra note 19, at 496 (One purpose of the 

Guidelines is to create “incentives for organizations to maintain internal mechanisms for preventing, 
detecting, and reporting criminal conduct.”). 

138. Id. 
139. Id. § 8B2.1(b)(2)(B). 
140. Id. § 8B2.1(b)(3)(B). 



BULLARD	 7/28/2013		5:05	PM	

Berkeley Business Law Journal Vol. 10:1, 2013 

40 

and responsibility. The Organizational Guidelines effectively determine high-
level decisions regarding aspects of the allocation of compliance authority and 
responsibility. One commentator notes that the Guidelines “have been credited 
with helping to create an entirely new job description: the Ethics and Compliance 
Officer.”141 

Yet this is precisely the kind of allocation of power and responsibility that 
the Caremark standard purportedly reserves to the discretion of the board of 
directors. Left to their own designs, corporate directors and officers might prefer 
alternative structures that more efficiently effect compliance and maximize 
profits. For example, they might conclude that “assigning” a compliance role to 
an individual with a “substantial ownership interest” or the head of the sales 
department could weaken compliance, depending on the particular 
characteristics of the firm. However, the corporation has a strong incentive to 
conform its compliance program to the Guidelines’ requirements. As Chancellor 
Allen’s recognition of this incentive reflects, the Guidelines have a higher claim 
on corporate conduct than any secondary incentives created by potential 
Caremark liability. Commentators have described the Guidelines as having 
“drafted [private companies] into a war against corporate crime.”142 

The factors that the Justice Department considers when deciding whether to 
indict a firm also influence corporate compliance systems.143 Most federal 
criminal cases against corporations are settled, which gives the factors 
considered by the Department of Justice potentially greater direct significance 
than the Organizational Guidelines in incentivizing corporate actors.144 The 
 

141. Diana E. Murphy, The Federal Sentencing Guidelines for Organizations: A Decade of 
Promoting Compliance and Ethics, 87 IOWA L. REV. 697, 710 (2002). 

142. Ilene H. Nagel & Winthrop M. Swenson, The Federal Sentencing Guidelines for Corporations: 
Their Development, Theoretical Underpinnings, and Some Thoughts about Their Future, 71 WASH. U. 
L.Q. 205, 209 (1993) (citing Otto G. Obermaier, Drafting Companies to Fight Crime, N.Y. TIMES, May 
24, 1992, at F11); see also supra text accompanying notes 27-31. 

143. See OFFICES OF THE U.S. ATTORNEYS, U.S. DEP’T OF JUSTICE, Prosecution Standards in 

UNITED STATES ATTORNEYS' MANUAL: PRINCIPLES OF FEDERAL PROSECUTION OF BUSINESS 

ORGANIZATIONS (2008), available at http://www.justice.gov/opa/documents/corp-charging-guidelines.p 
Df. The Prosecution Standards are the most current iteration of a series of memoranda issued in 1999, 
2003 and 2006; see also Memorandum from Paul J. McNulty, Deputy Attorney Gen., to Heads of Dep't 
Components & U.S. Attorneys, on Principles of Federal Prosecution of Business Organizations, at 2 (Dec. 
12, 2006), available at http://www.usdoj.gov/dag/speeches/2006/mcnulty_memo.pdf; Memorandum 
from Larry D. Thompson, Deputy Attorney Gen., to Heads of Dep't Components & U.S. Attorneys, on 
Principles of Federal Prosecution of Business Organizations  (Jan. 20, 2003), available at 
http://www.usdoj.gov/dag/c 
ftf/business_organizations.pdf; Memorandum from Eric H. Holder, Deputy Attorney Gen., to All 
Component Heads & U.S. Attorneys 3-4 (June 16, 1999), available at http://www.abanet.org/poladv/pri 
orities/privilegewaiver/1999jun16_privwaiv_ dojholder.pdf; see also Lindsay K. Eastman, Revising the 
Organizational Sentencing Guidelines to Eliminate the Focus on Compliance Programs and Cooperation 
in Determining Corporate Sentence Mitigation, 94 MINN. L. REV. 1620, 1627-28 (2010). 

144. See Rebecca Walker, The Evolution of the Law of Corporate Compliance in The United States: 
A Brief Overview, 1910 PLI/CORP 87, 104-06 (2011); Kristen K. McGuffey & Thomas C. Soldan, Right-
Sizing: Customizing Compliance to the Small Corporation, 1661 PLI/CORP 97, 102-03 (2008) 
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Prosecution Standards reflect the Guidelines’ treatment of effective compliance 
programs as a mitigating factor.145 The Guidelines are cited throughout the 
Standards in support of factors relating to the pervasiveness of wrongdoing, past 
compliance history, cooperation and self-disclosure and, particularly, the 
elements of a well-designed compliance program.146 These factors also provide 
a reference point in the Department’s negotiation of plea agreements.147 

Like the Organizational Guidelines, the Prosecution Standards emphasize the 
role of high-level personnel in effectuating compliance. For example, the most 
important aspect of the “pervasiveness of wrongdoing” factor is the “role of 
management,”148 and management is expected to enforce the corporation’s 
compliance program.149 Compliance programs should “provide[] for a staff 
sufficient to audit, document, analyze, and utilize the results of the corporation’s 
compliance efforts,” and “be designed to detect the particular types of 
misconduct most likely to occur in a particular corporation’s line of business,” 
with special standards applying to corporations that operate in “complex 
regulatory environments.”150 The Department encourages the use of internal 
investigations and voluntary disclosure programs in evaluating its level of 
cooperation and disclosure, which is also a mitigating factor under the 
Guidelines.151 

The Organizational Guidelines and the Prosecution Standards set forth a 
model for legal compliance that substantially supplants corporate directors in 
determining the structure and operation of corporate compliance systems. Both 
the Guidelines and the Standards allow for significant variations in the details of 
compliance programs, they effectively make the high-level decisions that, under 
state corporate law, would otherwise fall to the board of directors and senior 
executives. Corporations must heed the incentives created by HHS CIAs, the 
Guidelines and the Prosecution Standards, as Caremark itself suggests they must. 
State corporate law cannot be said to preserve directors’ freedom in the 
development and implementation of corporate compliance programs where that 
freedom has already been substantially curtailed by federal sources of law. 
 

(notwithstanding small number of sentences reduced on account of an effective compliance program, 
compliance still affects charging decisions). 

145. See PROSECUTION STANDARDS, supra note 143, at § 9-28.800, n.5. See generally Eastman, 
supra note 143, at 1627-28. 

146. See PROSECUTION STANDARDS, supra note 143, at §§ 9-28.500(B), 9-28.600(B), 9-28.800(B) 
& n.7; see also McGreal, The Amended Organizational Sentencing Guidelines: Top Ten Things Attorneys 
Should Know, 2 HOUS. LAW. 10, 11 (March/April 2005) (influence of Organizational Guidelines in 
charging decisions). 

147. See PROSECUTION STANDARDS, supra note 143, 9-28.500(B), 9-28.600(B), 9-28.800(B), 9-
28.800(B) n.7, 9-28.1300(B). 

148. See id. at § 9-28.500(B). 
149. See id. at § 9-28.800(B). 
150. See id. 
151. See id. 
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B. Trends in Federal Prosecution and Sentencing 

As with the role of HHS,152 the role of the DOJ in determining compliance 
has steadily expanded over the last few decades, a trend that portends Caremark 
becoming even less relevant to healthcare firms’ compliance systems. The 
original U.S. Sentencing Guidelines provided for fine reductions if the 
organization had an “effective program to prevent and detect violations of 
law.”153 In 2004, the Guidelines were amended to provide a more detailed 
roadmap for effective compliance programs,154 requiring, for example, that 
compliance programs have, at a minimum, seven specific components.155 The 
2004 amendments also assigned specific responsibilities to an organization’s 
board and high-level personnel, and added requirements for training, internal 
evaluations and employee incentives.156 Although in 2005 the Supreme Court 
held that the mandatory nature of the Guidelines was unconstitutional,157 it 
nonetheless has required lower courts to continue to consider the Guidelines as 
“the starting point and initial benchmark” of a sentence.158 

In 2010, additional amendments to the Organizational Guidelines further 
increased their level of detail. These amendments created incentives to have the 
executive responsible for the compliance program report to the highest authority 
at the organization.159 This generally means having the Chief Compliance 
Officer report to the board rather than the CEO, as reflected in the Pfizer CIA 
discussed above.160 The Guidelines create an expectation that the CCO will 
report to the board at least annually on instances of misconduct and on the 
implementation and effectiveness of the program.161 The 2010 amendments also 

 

152. See supra Part III.D. 
153. ORGANIZATIONAL GUIDELINES, supra note 19, at § 8C2.5(f). 
154. See Walker, supra note 145, at 97 (“The amendments make the Guidelines' definition of an 

effective compliance and ethics program substantially more detailed and more rigorous than the 1991 
version.”); Eastman, supra note 143, at 1625-27 

155. See ORGANIZATIONAL GUIDELINES, supra note 18 at § 8B2.1(b)(1- (7). The amendments 
reflected, in part, recommendations of an advisory group appointed by the Sentencing Commission. See 
REPORT OF THE AD HOC ADVISORY GROUP ON THE ORGANIZATIONAL SENTENCING GUIDELINES (Oct. 7, 
2003), available at http://www.ussc.gov/Guidelines/Organizational_Guidelines/advgrprpt/ 
AG_FINAL.pdf. 

156. See Walker, supra note 144, at 100. 
157. See United States v. Booker, 543 U.S. 220 (2005) (Sentencing Guidelines’ mandatory nature 

inconsistent with Sixth Amendment requirement that jury find sentencing facts). 
158. Gall v. United States, 552 U.S. 38, 49 (2007). See Rita v. United States, 551 U.S. 338, 341 

(2007) (appeals court may apply presumption of reasonableness to sentence within Sentencing Guidelines’ 
range).  It is not even clear that Booker applies to organizational defendants because it is not clear that 
they are entitled to the Sixth Amendment right to a jury trial; see McGreal, supra note 146, at 11 (citing 
Alan L. Adlestein, A Corporation’s Right to a Jury Trial under the Sixth Amendment, 27 U.C. DAVIS L. 
REV. 375, 376 (1994)). 

159. See Walker, supra note 144, at 101 (citing ORGANIZATIONAL GUIDELINES § 8C2.5(f)(2) & (3)). 
160. See supra Part III(b). 
161. See Walker, supra note 144, at 101(citing ORGANIZATIONAL GUIDELINES § 8C2.5, cmt. 11). 
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made compliance programs more proactive by requiring that a company take 
“reasonable steps to respond appropriately to the criminal conduct and to prevent 
further similar criminal conduct, including making any necessary modifications 
to the organization’s compliance and ethics program.”162 These steps include 
making restitution to victims, self-reporting and cooperation with 
investigators.163 

The DOJ’s increased use of deferred prosecution agreements (“DPAs”) has 
further expanded the federal role in dictating the design and operation of 
corporate compliance.164 Under a DPA, the DOJ agrees to dismiss criminal 
charges at the expiration of the agreement if the company has complied with its 
terms. The terms often include compliance program requirements. For example, 
a 2007 DPA with Baker-Hughes Inc. included compliance requirements relating 
to the assignment of compliance responsibilities to specific officers, 
communication of compliance policies to personnel, training of personnel, a 
reporting system for suspected violations, disciplinary procedures, record 
retention policies, specific contract terms relating to the prevention of bribery, 
and independent audits.165 

While the pervasiveness of healthcare regulation may make Caremark a 
beacon of the practicable limits of state corporate law, healthcare regulation 
reflects only one example of sources of law that are the true determinants of 
corporate compliance policy. Federal prosecutorial and sentencing guidelines, 
which apply to a broad swath of corporate conduct, constitute a significant source 
of corporate law. The importance of state corporate law in determining corporate 
policy is greatly overstated in many more areas than the compliance practices 
covered by Caremark.166 

V. REGULATORY COMPLIANCE AS CORPORATE LAW 

The determinacy of non-Caremark sources of law in corporate compliance 
policies and procedures recommends a systematic re-assessment of corporate 
law pedagogy. The dominance of state law in corporate law pedagogy misleads 
students and practitioners as to the true dynamics of corporate law practice. As 
discussed in this article, the contrast between the practical irrelevance of 
Caremark and its treatment in the corporate law literature is striking, but not 
 

162. Id. at 102 (citing Organizational Guidelines § 8B2.1(b)(7)). 
163. See id. (citing Organizational Guidelines § 8B2.1(b), cmt. 6). 
164. See id. at 106-09. 
165. See id. at 107 (discussing Deferred Prosecution Agreement, United States v. Baker Hughes Inc., 

No. H-07-130 (S.D. Tex. Apr. 11, 2007)). A Deferred Prosecution Agreement was also entered into in 
connection with the misconduct in Stone v. Ritter.  See 911 A.2d 362, 366 (Del. 2006). 

166. See Rustain, supra note 61, at 467 (“The emphasis on compliance pervades every sphere of 
corporate regulation, including environmental protection, occupational health, health care regulation, anti-
terrorism legislation, and employment discrimination.” (footnotes omitted)). 
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unique. Commentators have previously noted the practical unimportance of Van 
Gorkom, which for decades has been the most prominently featured judicial 
opinion in corporate law casebooks but plays a very small role in actual corporate 
decision making.167 

The claim that Caremark is an iconic case is true only within the very narrow 
category of state corporate law. However, the foundation of a corporate lawyer’s 
practice should be understood as the solving of corporate clients’ legal problems, 
and for very few of these problems is state corporate law the starting point for 
the corporate lawyer.168 A more promising way to organize corporate law would 
be to focus on the sources of law that actually determine business practices. In 
this sense, Caremark is not iconic; it is virtually irrelevant. 

The Caremark- and Pfizer-related litigation discussed above illustrates the 
importance of sources of law that regulate specific industries, such as healthcare. 
As discussed in the remainder of this article, other useful starting points for re-
organizing corporate law pedagogy may be regulation that is process-based or 
activity-based in the sense of addressing, respectively, corporations’ internal 
structures and generic business activities. 

A.  Corporate Law as Industry-Based Regulation 

Many industries, in addition to healthcare and banking, are subject to 
regulatory oversight that creates greater incentives for corporate conduct than 
Caremark. This oversight is often designed to cover particular businesses. 
Particularized regulatory regimes predominate over state corporate law in a 
variety of industries, including financial services, media, telecommunications, 
mining, energy and transportation. Some regulatory fields break down into 
distinct areas – e.g., financial services into banking, insurance and securities – 
that break down further into sub-areas – e.g., securities into broker-dealers, 
investment advisers and investment companies. It may be true for each industry 
that the Caremark standard determines directors’ liability under state corporate 
law, but it is too facile a leap from this narrow position to assume that a low state 
corporate law conduct standard results in the field of legal compliance being left 
to directors’ judgment. In none of these industries could the Caremark standard 
reasonably be said to be determinative of the design or operation of corporate 
legal compliance. 

For example, Stone v. Ritter, the second most prominent corporate law case 
on directors’ liability with respect to compliance oversight,169 illustrates how 
 

167. See, e.g., Hammermesh, supra note 23. 
168. Cf. Erin A. O'Hara & Larry E. Ribstein, From Politics to Efficiency in Choice of Law, 67 U. 

CHI. L. REV. 1151, 1162 (2000) (“In the United States, the law of a corporation's state of incorporation 
almost always governs its management and control arrangements.”). 

169. Stone v. Ritter, 911 A.2d 362 (Del. 2006). In Stone, the Delaware Supreme Court adopted 
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banking regulation acts as a source of law in corporate legal compliance. In 
Stone, shareholders of AmSouth Bancorporation sued its directors in connection 
with AmSouth’s and a subsidiary’s payment of $50 million in fines and penalties 
for failures to file suspicious activity reports and other violations of the Bank 
Secrecy Act and anti-money laundering regulations. As with Caremark, 
AmSouth was subject to a settlement setting forth detailed requirements 
regarding compliance with federal regulations, in this case relating to money 
laundering. AmSouth agreed to retain an approved consultant to conduct a 
comprehensive review of its compliance systems and to submit a compliance 
program that satisfied specific structural, reporting, training and personnel 
requirements.170 Its Cease and Desist Order includes a requirement that the board 
of directors submit a detailed compliance system review that identifies specific 
steps that the board proposes to take to improve AmSouth’s anti-money 
laundering, customer due diligence and fraud detection programs. 

The Stone court and federal enforcement officials took very different views 
of the efficacy of the company’s compliance systems. Stone found that the 
directors had met their Caremark obligations, citing a consultant’s report as 
having established that the directors “discharged their oversight responsibility to 
establish an information and reporting system.”171 Thus, state corporate law as 
applied created no formal legal incentive to do more than what the AmSouth 
board had done. 

In contrast, FinCEN and the Federal Reserve Board found that AmSouth had 
failed to “establish an adequate anti-money-laundering program” and that 
“systemic defects in AmSouth’s program with respect to internal controls, 
employee training, and independent review resulted in failures to identify, 
analyze and report suspicious activity occurring at the bank.”172 The AmSouth 
Order left no doubt as to which source of law would rule AmSouth’s future 
compliance practices. Banking, like healthcare, is a heavily regulated industry, 
and banking regulation, like healthcare regulation, is far more influential as a 
determinant of corporate compliance systems than state corporate law. 

 

Chancellor Allen’s standard, holding that “Caremark articulates the necessary conditions for assessing 
director oversight liability.” Id. at 370. The court found that the plaintiffs did not adequately allege that 
the directors “utterly failed to implement any reporting or information system or controls; or “having 
implemented such a system or controls, consciously failed to monitor or oversee its operations thus 
disabling themselves from being informed of risks or problems requiring their attention.” Id. 

170. In re AmSouth Bancorporation and AmSouth Bank, No. 04-021-B-HC (Oct. 12, 2004) available 
at http://www.federalreserve.gov/boarddocs/press/enforcement/2004/20041012/attachm 
ent.pdf. 

171. Stone v. Ritter, 911 A.2d at 371-72. 
172. Joint Press Release, Bd. of Governors of the Fed. Reserve Sys. and the Fin. Crimes Enforcement 

Network, Civil money penalty against AmSouth Bank of Birmingham (Oct. 12, 2004), available at 
http://www.federalreserve.gov/boarddocs/press/enforcement/2004/20041012/default.htm. The 
deficiencies in AmSouth’s compliance system are detailed in the FinCEN’s Assessment of Civil Money 
Penalty. Assessment of Civil Money Penalty, In re AmSouth Bank, No. 2004-2 (Oct. 12, 2004) available 
at http://www.federalreserve.gov/boarddocs/press/enforcement/2004/20041012/attachment2.pdf. 
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If banking regulators’ requirements or expectations dictate the design and 
operation of AML compliance systems, it makes no difference that the Caremark 
standard protects directors’ discretion in their oversight of compliance. Again, 
another source of law has effectively stripped the directors of that authority. The 
legal guidance provided to corporate actors regarding corporate compliance 
systems will be driven primarily not by Caremark liability risk, but by liability 
risk arising from authority other than state corporate law. As the facts in both 
Caremark and Stone illustrate, a board’s satisfying of its Caremark duties reveals 
little or nothing about the sources of law that actually guide companies’ and their 
executives’ successful management of their legal compliance duties. Equating 
the absence of state corporate law constraints with the supremacy of 
“evolutionary market forces” in corporate compliance is a false equation. 

B.  Corporate Law as Process-Based Regulation 

Sources of law that trump state corporate law are not limited to industry-
based regulation; they include other forms of regulation that effectively exploit 
internal corporate processes – the heart of corporate law – to cause the 
internalization of the full social costs of corporate activity.173 The Guidelines and 
DOJ Prosecution Standards are examples of what might be called “process-
based” regulation in that their effect is on the generic processes used by 
corporations to effect compliance, rather than arising, for example, from 
regulation that is specific to a particular industry or business activity. 

Whistleblowing regulation is another example of process-based corporate 
law, the influence of which has expanded substantially in corporate processes.174 
Whistleblower provisions have been incorporated into a wide variety of 
regulatory schemes, with the most prominent recent additions appearing in 
SOXA and the Dodd-Frank Act. Section 302 of SOXA requires that public 
company audit committees “establish procedures for the confidential, 
anonymous submission by employees of the issuer of concerns regarding 
questionable accounting or auditing matters.”175 Section 922 of the Dodd-Frank 

 

173. See Beate Sjåfjell, Internalizing Externalities in E.U. Law: Why Neither Corporate Governance 
Nor Corporate Social Responsibility Provides the Answers, 40 GEO. WASH. INT’L L. REV. 977, 988-89 
(2009) (distinguishing corporate internalization of externalities (social costs) through the corporate self 
from internalization through incentives to act as if prompted by the corporate self). 

174. See generally Iskra Miralem, The SEC’s Whistleblower Program and Its Effect on Internal 
Compliance Programs, 62 CASE W.L. REV. 329 (2011). Whistleblowing rules, one of the earliest forms 
of process-based regulation, find their roots in the original False Claims Act of 1863. An Act to Prevent 
and Punish Frauds upon the Government of the United States, ch. 67, 12 Stat. 696 (1863). However, 
scholars have identified isolated qui tam provisions in earlier U.S. statutes. See Dorothea Beane, Are 
Government Employees Proper Qui Tam Plaintiffs?, 14 J. LEGAL MED. 279, 282 (1993). 

175. Pub. L. No.107-204, § 302, 116 Stat. 745 (2002); see Veasey, supra note 4 (“provisions [of 
Sarbanes-Oxley that] are clearly in the state lane: regulation of non-audit services, audit-committees’ 
composition, executive bonuses, executive loans, and rules on lawyer conduct.”); Lawrence A. 
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Act effectively mandated specific structures and procedures for corporate 
compliance systems.176 

The recent debate regarding the SEC’s promulgation of whistleblower rules 
under the Dodd-Frank Act illustrates how process-based regulation can exceed 
even the intrusiveness of industry-based regulation in dictating the design and 
operation of corporate compliance systems. The Dodd-Frank Act substantially 
increased whistleblower’s economic incentives to report original information 
regarding corporate wrongdoing to the SEC, but did not require that 
whistleblowers first exhaust, or even initiate, internal reporting processes as a 
condition of receiving a reward.177 The SEC’s rules adopted under these 
whistleblowing provisions reduced the incentives to report misconduct outside 
of the corporation by excluding directors, officers, compliance personnel and 
employees of the firm’s public accountant from eligibility to receive awards.178 
The SEC also provided that whistleblowers would receive full credit for original 
information provided internally as long as that information was reported within 
120 days of the internal disclosure. It also decided that internal reporting would 
constitute a plus factor in determining the size of the whistleblower’s award.179 
Each of these factors creates an incentive for whistleblowers to report internally 
and to wait up to 120 days to receive the results of the internal report before 
taking the information to regulators. 

The rules will dictate, in effect, detailed aspects of corporate compliance 
systems. They create incentives, for example, for corporations (1) to structure 
internal reporting procedures to provide that initial reports are made to an 
excluded person (i.e., rather than to a non-excluded supervisor) and (2) to ensure 
that results of internal investigations that are adverse to the whistleblower are not 

 

Cunningham, The Sarbanes-Oxley Yawn: Heavy Rhetoric, Light Reform (And It Might Just Work), 35 
CONN. L. REV. 915, 954-55 (2003) (SOXA “makes express some federal incursions into territory once 
governed exclusively by states”); E. Norman Veasey, Corporate Governance and Ethics in the Post-Enron 
WorldCom Environment, 38 WAKE FOREST L. REV. 839, 848 (2003) (former Chief Justice, Delaware 
Supreme Court, discussing SOXA’s “new requirements that reach into corporate internal affairs”). 
Notwithstanding that in virtually all Caremark scenarios (e.g., Stone), state corporate law generally has 
been found not to have been violated where federal prosecutors have found federal standards to have been 
violated, some commentators seem to view state corporate law as creating the source of law through which 
federal standards are, in practice, enforced. See O’KELLEY & THOMPSON, supra note 22, at 947 (querying 
whether a violation of SOXA’s Section 404 mandate would support Caremark claim); Allen, Kraakman 
and Subramanian, supra note 47, at 285 (consideration of compliance in federal prosecutorial charging 
decision means that “the logic that underlies Caremark remains important under federal law as well.”); 
Chiappinelli, supra note 47, at 538 (characterizing federal law as enforcing state corporate law standards: 
pursuant to SOXA CEO/CFO certifications, executives “must also certify that they are responsible for 
establishing and maintaining internal controls that, in effect, conform to Caremark requirements.”). 

176. Pub. L. No. 111-203, § 922, 124 Stat 1841 (2010). 
177. Id. In 2011, a bill was proposed in the House of Representatives that would require that 

whistleblowers report internally. See H.R. 2483 (July 11, 2011) available at 
http://www.gpo.gov/fdsys/pkg/BILLS-112hr2483ih/pdf/BILLS-112hr2483ih.pdf. 

178. See 17 C.F.R. §§ 240, 249 (2011). 
179. See id. 
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released until after the 120-day period has passed so as to eliminate the 
whistleblower recovery eligibility. The details of a variety of whistleblower 
regulations, as well as sibling self-reporting procedures under various regulatory 
regimes,180 create similar incentives to incorporate specific design and 
operational characteristics into corporate compliance systems.181 

C.  Corporate Law as Activity-Based Regulation 

A third form of compliance regulation could be characterized as “activity-
based.”182 These rules address conduct that is generally generic to businesses, 
such as capital-raising and employment activities, in contrast with regulations 
that apply only to a particular industry. Activity-based regulations, such as in the 
areas of environmental hazards, workplace safety, labor relations, antitrust, and 
discrimination in employment and public accommodations, play a significant 
role in the compliance practices of virtually every business.183 

For example, any business engaging in international transactions is affected 
 

180. See, e.g., Fed. Energy Regulatory Comm’n, Revised Policy Statement on Enforcement, at 24-
27 (May 15, 2008) (“FERC”) (describing elements of self-reporting program), available at 
http://www.ferc.gov/whats-new/comm-meet/2008/051508/M-1.pdf; Report of Investigation Pursuant to 
Section 21(a) of the Securities Exchange Act and Commission Statements on the Relationship of 
Cooperation and Agency Decisions, Exchange Act Rel. No. 44969 (Oct. 23, 2001) (describing principles 
of self-reporting policy), available at http://www.sec.gov/litigation/investreport/34-44969.htm; 
Incentives for Self-Policing: Discovery, Disclosure, Correction and Prevention of Violation, 65 Fed. Reg. 
19618 (Apr. 11, 2000) available at http://www.epa.gov/oecaerth/resources/policies/incentives/audit 
ing/auditpolicy51100.pdf (describing self-reporting incentives). For a recent example of self-reporting 
incentives in application, see Press Release, Sec. and Exch. Comm’n, Tenaris to Pay $5.4 Million in SEC’s 
First-Ever Deferred Prosecution (May 17, 2011) available at http://www.sec.gov/news/press/201 
1/2011-112.htm (prosecution deferred in part due to defendant’s self-reporting). See generally Douglas C. 
Michael, Federal Agency Use of Audited Self-Regulation as a Regulatory Technique, 47 ADMIN L. REV. 
171 (1995). 

181. See FERC, supra note 179, at 15-16 & n.40 (citing settlements that included compliance plans; 
John Nakahata & Lisa Smith, Working with the FCC 2002 Enforcement Policy & Practice, 1294 
PLI/CORP 559, 577 (2002) (quoting David H. Solomon, Chief, Enforcement Bureau, Federal 
Communications Commission, citing compliance plans as common element of FCC consent decrees). See 
generally Jennifer Arlen & Reinier Kraakman, Controlling Corporate Misconduct: An Analysis of 
Corporate Liability  Regimes, 72 N.Y.U.L. REV. 687, 688 (1997) (mitigation credit appropriate for 
companies with effective compliance programs). 

182. The Corporate Compliance Comm., ABA Section of Bus. Law, Corporate Compliance Survey, 
60 BUS. LAW. 1759, 1762 (2005) (describing “industry” and “risk” (activity) specific sources of 
compliance guidance). 

183. See id. at 1765-67 (describing EPA and OSHA incentive-based compliance policies); Brett H. 
McDonnell, Two Cheers for Corporate Law Federalism, 30 J. CORP. L. 99, 103 (2004) (“Federal 
rulemakers such as Congress and the SEC can and sometimes do create what is effectively corporate law, 
although labeled securities law, if they are unhappy with the Delaware status quo. Other areas of law as 
well, such as labor, employment, banking, consumer protection, and environmental law, help regulate 
corporations and protect the interests of various constituencies.”); Lloyd C. Anderson, Interpretation of 
Consent Decrees and Microsoft v. United States I: Making Law in the Shadow of Negotiation, 1 U. PITT. 
J. LAW & TECH. 1 (2000) (discussing making of public law through consent decrees); Maimon 
Schwarzschild, Public Law by Private Bargain: Title VII Consent Decrees and the Fairness of Negotiated 
Institutional Reform, 1984 DUKE L. J. 887, 890 (discussing “quasi-legislative character of public law 
remedies). 
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by the risk of liability under the Foreign Corrupt Practices Act of 1977 
(“FCPA”), which generally prohibits the payment of bribes to foreign 
government officials for the purpose of obtaining or retaining business,184 and 
requires public companies to adopt specific accounting and recordkeeping 
procedures.185 The DOJ has steadily increased its enforcement activity under the 
FCPA and thereby the importance of FCPA compliance pursuant to the 
Organizational Guidelines and the Prosecution Standards.186 Corporate and 
individual enforcement liability in FCPA cases, which for firms often includes 
compliance agreements requiring the appointment of an external compliance 
monitor, has substantially exceeded the liability for the underlying conduct under 
state corporate law claims.187 

The argument that federal securities laws have substantially displaced state 
corporate law is well-traveled in the academic literature.188 Environmental and 

 

184. See 15 U.S.C. § 78dd-1 (1998). See generally U.S. DEP’TS OF JUSTICE AND COMMERCE, 
FOREIGN CORRUPT PRACTICES ACT: ANTIBRIBERY PROVISIONS, available at http://www.justice.gov/cri 
minal/fraud/fcpa/docs/lay-persons-guide.pdf (last visited Dec. 10, 2011). 

185. See 15 U.S.C. 78 (1998). Some commentators trace the origin of the currently pervasive role of 
regulatory compliance standards to the enactment of the FCPA, which “spurred many companies to 
develop anti-bribery compliance programs and codes of conduct dealing with issues beyond bribery.” 
Walker, supra note 144, at 93. 

186. The Department has instituted a formal procedure through which a business can obtain an 
opinion from the Department as to the permissibility of conduct under the FCPA, which provides a source 
of FCPA-specific compliance guidance. See Foreign Corrupt Practices Act Opinion Procedure. 28 C.F.R. 
§ 80 (2012). 

187. See Claudius O. Sokenu, Foreign Corrupt Practices Compliance Issues, ASPATORE, 2010 WL 
2828298, passim (July 2010) (discussing FCPA cases). See, e.g., Brad Dorfman, CalSTRS Says Wal-Mart 
top Leadership in Question, REUTERS, May 4, 2012, http://www.reuters.com/article/2012/05/ 
04/wal-mart-calstrs-idUSL1E8G4BGF20120504 (questioning Wal-Mart in wake of allegations of FCPA 
violations); Joe Palazzolo & Joann S. Lublin, Avon Fires Vice Chairman, WALL. ST. J., (Jan. 31, 2012) 
http://online.wsj.com/article/SB10001424052970204652904577193550538605694.html?mod=djem_jie
wr_BL_domainid (termination “amid probes by the company and government into whether Avon violated 
the Foreign Corrupt Practices Act”). See generally Mark J. Roe, Delaware’s Politics, 118 HARV. L. REV. 
2491, 2521 (2005) (describing Delaware as “silent on the issue” of bribery). 

188. See, e.g., Larry Ribstein, Ideoblog (Feb. 27, 2008), http://busmovie.typepad.com/ideoblog/200 
8/02/the-most-import.html (citing the federal securities law case Basic v. Levinson, 485 U.S. 224 (1988), 
as the most important corporate law decision of the 20th century (“what case has more impact on actual 
corporate behavior . . . the ‘most important corporate law decision’ has to be a federal securities law case. 
Surely no one can deny that this is ‘corporate law,’ even if the feds have chosen to shear off what it chooses 
to call ‘disclosure’ from state law. The federal securities laws drive internal corporate behavior, and even 
state law decisions, as much as state law.”); Roe, supra note 10, at 598, 619 (“Lawyers who work on 
corporate voting and proxy solicitations operate primarily not under state law but under the 1934 Securities 
and Exchange Act's federal proxy law, which transformed most voting rules into federal rules”; “With the 
all-holders rule, the SEC demolished the specifics of state law on a selective stock buyback. Nothing was 
uncertain about it: the SEC said its purpose was to reverse Delaware's jurisprudence.” (footnotes omitted)); 
Robert B. Thompson & Hillary A. Sale, Securities Fraud as Corporate Governance: Reflections upon 
Federalism, 56 VAND. L. REV. 859, 860 (2003) (“federal securities law and enforcement via securities 
fraud class actions today have become the most visible means of regulating corporate governance.”); 
Donald C. Langevoort, Seeking Sunlight in Santa Fe's Shadow: The SEC's Pursuit of Managerial 
Accountability, 79 WASH U. L. Q. 449 (2001). The public securities law case that most directly displaces 
Caremark as a source of law may be the W. R. Grace & Co. proceedings in which the Commission found 
violations of the federal securities laws by independent directors based on their having failed to take 
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social activists have routinely sought to co-opt internal corporate accounting and 
disclosure processes to insinuate the consideration of social costs into the 
exercise of internal business judgments.189 Even international law has been 
determinative of corporate compliance systems. Congress enacted the 
International Anti-Bribery and Fair Competition Act of 1998190 to implement the 
OECD Convention on Combating Bribery of Foreign Public Officials in 
International Business Transactions.191 

Considered in the aggregate, federal regulation plays a substantial role as a 
legal determinant of corporate compliance. Federal regulatory law provides far 
greater incentives than state corporate law for the corporation and corporate 
actors to follow prescribed compliance approaches. These federal incentives 
derive from a variety of industry-, process- and activity-based compliance 
directives and create potential criminal and civil liability that dwarfs the potential 
consequences of failing to meet state corporate law standards. If “corporate law” 
in regards to legal compliance is considered to comprise the sources of law that 
are the strongest determinants of corporate compliance, then federal regulation 
has a far stronger claim as the determinative source of law than Caremark. 

VI.  CONCLUSION 

This article challenges some of the conventional wisdom in corporate law 
pedagogy. Principally, it challenges the orthodoxy of Caremark’s iconic status 
on the ground that other sources of law are actually stronger determinants of 
corporate compliance. A healthcare firm such as Caremark would pay much 
greater attention to potential liability under federal law than to the risk of 
Caremark liability because the expected costs of liability under federal law are 
much greater than under Caremark. Rational actors will seek first to mitigate the 
risks that present the highest expected cost. Caremark’s practical impotence 
applies not only to healthcare firms, but to all firms because the expected costs 

 

affirmative steps to ensure corporate legal compliance, notwithstanding the lack of evidence of bad faith. 
See In the Matter of W. R. Grace & Co., Exchange Act Rel. No. 39156 (Sep. 30, 1997) (21C order finding 
violations of proxy and reporting rules by independent directors) available at 
http://www.sec.gov/litigation/admin/3439156.txt; Report of Investigation Pursuant to Section 21(A) of 
the Securities Exchange Act of 1934 Concerning the Conduct of Certain Former Officers and Directors 
of W.R. Grace & Co., Exchange Act Rel. No. 39157, at 1 (Sep. 30, 1997) (“Officers and directors who 
review, approve, or sign their company's proxy statements or periodic reports must take steps to ensure 
the accuracy and completeness of the statements contained therein, especially as they concern those 
matters within their particular knowledge or expertise.”). 

189. See Sjåfjell, supra note 172, at 1001-02; see also Dodd-Frank Wall Street Reform and Consumer 
Protection Act, Pub. L. No. 111-203, § 1502, 124 Stat. 136 (2010) (requiring filing of reports on origins 
of “conflict minerals” used in registrants’ businesses). 

190. Pub. L. 105-366, 112 Stat. 3302 (Nov. 10, 1998). 
191. The OECD Convention on Combating Bribery of Foreign Public Officials in International 

Business Transactions, Dec. 17, 1997, available at http://www.justice.gov/criminal/fraud/fcpa/docs/com 
batbribe.pdf. 
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of violating federal law, or non-corporate state or municipal law, will almost 
always exceed the expected costs of violating state corporate law. 

This article also challenges the view that state corporate law preserves the 
authority of market forces in corporate actors’ decision-making. Some argue that 
the Caremark standard, by making it difficult to prove that corporate actors 
violated their fiduciary duties, protects their discretion to respond to market 
forces and their freedom to maximize shareholder wealth. It is correct that state 
corporate law can interfere with market forces as determinants of corporate 
action when it is the source of law that establishes the highest standard of 
conduct, such as is arguably the case with respect to the evaluation of defensive 
tactics in hostile takeovers.192 However, state corporate law cannot protect 
corporate actors from the influence of other sources of law when potential 
violations of such law present higher expected costs than violations of state 
corporate law. When states lower the risk of state corporate law liability, they 
simply cede more ground to sources of law that present greater liability risk. 

Finally, this article suggests that the flawed corporate law pedagogy that 
reinforces this exaggeration of the role of state corporate law in corporate law 
practice could be remedied by a return to the fundamental question of what 
sources of law actually determine corporate conduct. The answer to this question 
might be organized into areas of law that regulate specific industries, such as 
healthcare and banking; specific corporate processes, such as federal sentencing 
guidelines and whistleblowing rules; and generic business activities, such as 
employment and environmental practices. The modern corporation is no longer 
the free-wheeling enterprise that was unshackled by the corporate charter 
competition among states in the late 19th century. The modern corporation has 
become a quasi-governmental vehicle through which the post-World World II 
administrative state effectuates much of public policy.193 

 

 

192. See Roe, supra note 10, at 625 (“Today takeover law is perhaps the last important domain of 
corporate law where states have nearly full authority.”). Federal law can trump state law and enforce a 
lower standard. See, e.g., Riegel v. Medtronic, Inc., 552. U.S. 312 (2008) (FDA approval preempts state 
common law defective device claims). 

193. See supra text accompanying notes 27-31. 


