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Overview
Publicly traded companies that operate in highly regulated industries, such as in the healthcare 
sphere, often face difficult decisions about what information (if any) they should disclose to investors 
and others, when to disclose that information, and how to disclose it. “The life sciences industry 
encounters heightened securities fraud liability for several reasons—it is heavily regulated, highly 
profitable, and one in which a small fraction of new products will ultimately get approved for sale 
and marketing.”1. In general, but subject to important exceptions, our securities laws in the United 
States do not require continuous disclosure of information. But when disclosures are made, they 
must be truthful and accurate. If disclosures have already been made, then companies face important 
related considerations—whether and when to provide corrective information about prior disclosures 
that, even though they were accurate when made, may have become inaccurate or misleading due to 
new developments.2 The so-called duty to update places “a proactive responsibility [on listed com-
panies] to inform the marketplace when events evolve ... to render misleading some prior statement 
upon which the market is still relying.”3 A corollary doctrine is the duty to correct a prior disclosure; it 
is only imposed if a prior disclosure was misleading or false when it was made.

Mylan’s recent settlement with the Securities Exchange Commission (SEC or Commission) serves 
as a reminder about what constitute the best practices and other strategical considerations for listed 
companies to consider when facing a disclosure decision. In the SEC’s public release entitled “Mylan 
to Pay $30 Million for Disclosure and Accounting Failures Relating to EpiPen,” Litig. Rel. No. 24621 
(Sept. 27, 2019), the Commission summarized the terms and basis for its settlement with Mylan N.V., the 
world’s second-largest generic and specialty pharmaceuticals company, to resolve the allegations made in 
its simultaneously filed complaint. See Securities and Exchange Commission v. Mylan N.V., No. 19-civ-2904 
(D.D.C.). Critically, the SEC explained that the underlying basis for pursuing Mylan for securities viola-
tions involved its failure to timely disclose material information and related accounting system failures:

As alleged in the complaint, public companies facing possible material losses from a lawsuit or 
government investigation must (1) disclose the loss contingency if a loss is reasonably possible; and 
(2) record an accrual for the estimated loss if the loss is probable and reasonably estimable. Mylan, 
however, failed to disclose or accrue for the loss relating to the DOJ investigation before October 
2016, when it announced a $465 million settlement with DOJ. As a result, Mylan’s public filings 
were false and misleading. 
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Further, as alleged in the complaint, Mylan’s 2014 and 2015 risk factor disclosures that a govern-
mental authority may take a contrary position on Mylan’s Medicaid submissions, when CMS had 
already informed Mylan that EpiPen was misclassified, were misleading.4

In this piece, we examine some of the major disclosure duties imposed by the federal securities laws 
and offer suggestions about how not to get cross-wise with the Commission and others. It is worth 
noting that the Commission’s enforcement action against Mylan was just one of the litigation risks 
that the company faced since Mylan was also a named defendant in three other major cases:

(1)	 a federal securities class action suit that generally alleged the company was involved in two 
categories of wrongdoing: Medicaid misclassification of its branded drug EpiPen Auto-Injector 
(“EpiPen”) and antitrust violations. See Amended Class Action Complaint, Dkt. No. 39, filed in 
In Re Mylan N.V. Securities Litigation, No. 1:16-cv-07926-JPO (S.D.N.Y.); 

(2)	 qui tam actions that generally alleged it had misclassified EpiPen as a “non-innovator multiple 
source” drug (rather than a “single source” drug) for purposes of Medicaid’s Drug Rebate Pro-
gram and, as a result, had underpaid rebates owed under the Program for EpiPen.5 See Press 
Release, U.S. Attorney’s Office for the District of Massachusetts, “Mylan Agrees to Pay $465 
Million to Resolve False Claims Act Liability” (Aug. 17, 2019) and the related Settlement Agree-
ment;6 and

(3)	 a Consolidated Class Action Complaint that asserted federal and state antitrust claims, federal 
RICO Act violations, state consumer protection law violations, and unjust enrichment claims, 
and generally alleged that Mylan and others had monopolized the EpiPen market and obtained 
its profitable revenues by executing an illegal scheme that was carried out through several dif-
ferent avenues. See In re: EpiPen (Epinephrine Injection, USP) Marketing, MDL No: 2785 Sales 
Practices and Antitrust Litigation Case No. 17-md-2785-DDC-TJJ (D. Kan.).

To Speak, or Not To Speak, is The Question
Our securities laws regulate publicly-traded entities by imposing disclosure duties and placing re-
strictions on fraud, manipulation, and insider trading.”7 Violations can lead to parallel administra-
tive, civil, and criminal proceedings (along with significant fines, penalties, and restitution orders). 
In § 21(a) of The Securities Exchange Act of 1934 (Exchange Act), Congress gave considerable 
discretion to the Commission to investigate federal securities law violations.8 “The SEC’s primary 
enforcement actions include injunctive actions, actions for civil penalties, cease-and-desist orders, 
stop order proceedings, administrative proceedings against securities professionals, administrative 
proceedings pursuant to Section 15(c)(4) of the . . . Exchange Act, and administrative proceedings 
against professionals pursuant to Rule 102(e) of the SEC’s Rules of Practice.”9 We begin by looking 
at two major statutes that the Commission enforces that are important for disclosure consider-
ations—The Securities Act of 1933 (Securities Act) and The Exchange Act. The Commission has 
promulgated numerous implementing regulations under these laws that are designed to protect 
the investing public and make financial markets more transparent. A brief discussion of each Act is 
included for reference below.
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The Securities Act

The Securities Act regulates the domestic securities markets in an ex ante fashion. “The Securities Act, 
[o]ften referred to as the ‘truth in securities’ law, has two basic objectives, to ‘require that investors 
receive financial and other significant information concerning securities being offered for public sale’ 
and to ‘prohibit deceit, misrepresentations, and other fraud in the sale of securities.’ ”10 “A primary 
means of accomplishing these goals is the disclosure of important financial information through the 
registration of securities. This information enables investors, not the government, to make informed 
judgments about whether to purchase a company’s securities.”11 The Securities Act regulates initial 
public offerings of securities and requires most listed companies to follow proscribed registration 
procedures that require, among other things, specified information be included in a prospectus.12 

The Exchange Act

Under Exchange Act §§13(a) and 15(d), issuers of registered securities must provide specific infor-
mation in the format required by SEC rules or regulations, in periodic reports, including annual and 
quarterly reports. The Seventh Circuit summarized the major disclosure obligations of issuers under 
federal securities law in Gallagher v. Abbott Laboratories, 269 F.3d 806 (7th Cir. 2001), as follows:

We do not have a system of continuous disclosure. Instead firms are entitled to keep silent . . . unless 
positive law creates a duty to disclose.... The 1933 Act requires firms to reveal information only when 
they issue securities, and the duty is owed only to persons who buy from the issuer or an underwriter 
distributing on its behalf; every other transaction is exempt under §4, 15 U.S.C. §77d. . . . Section 
13 of the ... Exchange Act ... adds that the SEC may require issuers to file annual and other periodic 
reports—with the emphasis on periodic rather than continuous. . . (emphasis added).13 

As initially noted, this general rule allowing listed company to remain silent until required to disclose 
information is subject to various exceptions. Most securities fraud actions are based on alleged viola-
tions of Section 10(b) of the Exchange Act and its implementing rule, 10b-5, which have a much 
broader reach than their counterparts under the Securities Act (that must involve fraudulent conduct 
related to a public offering).14 

What Constitutes “Material Information” for Disclosure Purposes?

“Congress did not define the key term ‘materiality’ in either the Securities Act or the Exchange Act.”15 
This has resulted in scholarly commentary and regulatory interpretation about what constitutes mate-
rial information to be disclosed—i.e., should it be analyzed using a quantitative approach; a qualitative 
one, or a hybrid?16 There has also been debate about what information a publicly traded company must 
disclose (and when and how to make such disclosures). The Commission rejects using a quantitative 
approach in favor of “robust” principles-based disclosures. As an SEC official recently explained:

[O]ur disclosure requirements are intended to provide investors with the material information they 
need about companies and their securities offerings to make informed investment and voting deci-
sions. Robust disclosure decreases information asymmetries and is the foundation of reliable price 
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discovery. When investors have confidence that they are receiving full and transparent disclosure, 
markets operate more efficiently and the cost of capital is reduced. …

Our disclosure regime emphasizes materiality. Information is material if there is a substantial likeli-
hood that a reasonable investor would consider it important in deciding how to vote or make an 
investment decision. Principles-based disclosure requirements articulate an objective and look to 
management to exercise judgment in satisfying that objective by providing appropriate disclosure 
when necessary.17

In general, the amount of information required by the Commission to be disclosed has increased 
even as the timeframe to do so has decreased.18 We believe that, ordinarily, it is a best practice 
to err in favor of more liberal disclosures after considering the risks involved (but acknowledge 
this is always a facts-and-circumstances decision and may be counterproductive). Some key SEC 
Staff Accounting Bulletins to consider reviewing when making this determination are SAB No. 
99—Materiality; SAB No. 100—Restructuring and Impairment Charges; and SAB No. 101—
Revenue Recognition.

The judicial standard for determining materiality is that “[w]hether a fact is material ‘depends on the 
significance the reasonable investor would place on the withheld or misrepresented information.’”19 
A lot of information simply is not material for disclosure purposes. For example, courts do not 
protect “soft” information upon which no reasonable investor could rely (such as when companies 
use “puffing” to market their products);20 and since the securities laws do not protect foolish invest-
ments, courts will examine the total mix of information in the marketplace to determine if a company’s 
failure to disclose is actionable.21 “In analyzing Rule 10b-5 causation issues, courts often state that 
investors may not simply close their eyes to obvious risks, but must exercise due diligence in protect-
ing themselves.”22

Key SEC Regulations and Rules that Mandate Periodic  
and Episodic Disclosures

Among the SEC regulations and rules that mandate periodic and episodic disclosures are the following:

•	 Regulation S-K (pertaining to registration statements)—including Item 10b (policy on projec-
tions), Item 103 (pertaining to legal proceedings), Item 303 (MD&A), Item 401(f ) (concerning 
directors, executive officers, promoters, and control persons), Item 404(a) (concerning self-dealing 
and related transactions), and Item 503(c) (involving risk factors);

•	 Regulation S-X (proscribing the form, content, and requirements for financial statements 
required to be filed as a part of registration statements under the Securities Act, and the form, 
content, and requirements for financial statements required to be filed as a part of annual or other 
reports under the Exchange Act)—including Articles 3 (general instructions for financial state-
ments) and 10 (interim financial statements) and various periodic forms (8-K, 10-Q, 10-K); and

•	 Regulation FD (requiring simultaneous public disclosure of material information when the 
information has been provided to a specified list of recipients).
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Regulation S-K

“Item 103 of Regulation S-K23 requires disclosing ‘any material pending legal proceedings” against 
a corporation, including “the name of the court or agency in which the proceedings are pending, the 
date instituted, the principal parties thereto, a description of the factual basis alleged to underlie the 
proceeding and the relief sought.’ ”24 This obligation also encompasses “similar information as to any 
such proceedings known to be contemplated by governmental authorities.”25

Regulation S-X
Item 303 of Regulation S-X, “Management’s Discussion and Analysis” (MD&A),26 is another impor-
tant disclosure requirement, even though plaintiffs have not succeeded in having defendants found 
liable for false or misleading disclosures that violate its requirements since no private cause of action 
is recognized such violations, as explained in In re Sofamor Danek Group, Inc., 123 F.3d 394, 403 (6th 
Cir. 1997).27 On the other hand, the Commission has successfully brought enforcement actions for 
violating this reporting obligation (since it has the authority to do so). See, e.g. In re Andrx Corp., No. 
3-11107, 2003 SEC LEXIS 1082 (S.E.C. May 6, 2003).28 Article 3 of Regulation S-X sets out the 
accounting rules about the form and content of financial statements required for disclosure docu-
ments. Its general instructions specify the balance sheets and statements of income and cash flows 
that must be included in these disclosure documents. Article 10 of Regulation S-X requires issuers to 
file interim financial statements to help investor obtain accurate and reasonably current information. 
Issuers must include enough information to prevent their disclosures from being misleading—which 
implicitly seems to impose on issuers a duty to update under some circumstances. 

Regulation FD (Fair Disclosure)
Under Regulation FD, codified as amended at 17 C.F.R. §243.101, if an issuer (or someone act-
ing on its behalf ) discloses material nonpublic information about it or its securities, then the issuer 
must publicly and simultaneously disclose information that was intentionally disclosed or promptly 
disclose information that was unintentionally disclosed.29

Events Leading up to the SEC Enforcement Action Against Mylan  
(Hell hath no Fury Like a Regulator Scorned)

The Government and the public have become increasingly concerned about the mounting costs of 
prescription drugs. See, e.g., Samantha DiGrande, “Pharma Companies Raise Prices on More than 
250 Drugs in 2019,” The Center for Biosimilars (Jan. 3, 2019) (noting, inter alia, that “[a]fter several 
pharmaceutical companies agreed to halt drug price increases in 2018 after receiving pressure from 
the Trump administration, the industry has kicked off 2019 with price increases on more than 250 
prescription drugs.”). This concern is heightened when the product in question, such as Mylan’s 
EpiPen, is a life-saving drug, when demand for the product is inelastic, and when competition for the 
product is minimal or non-existent. As noted, Mylan drew that unwanted attention. Some key alleged 
events that caused this negative attention are set out in a Memorandum Opinion and Order issued in 
the Consolidated Class Action litigation, In re: EpiPen (Epinephrine Injection, USP) Marketing:
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In 2007, Mylan acquired the right to market and distribute the EpiPen. Pfizer is the exclusive 
supplier of EpiPens to Mylan. Pfizer provides Mylan with 100% of its EpiPen supply through two 
of its wholly owned subsidiaries ... who manufacture the epinephrine and hold the EpiPen patents. 
... Since 2009, Mylan’s market share consistently has exceeded 90%, and, in 2012, its share was 
almost 100%. During the same time—and while the cost of the EpiPen’s dose of epinep]hrine has 
remained about $1—Mylan has increased the EpiPen’s price by more than 600%. In 2007, Mylan 
priced the EpiPen at $100. By 2016, Mylan was charging more than $600.30

On October 3, 2016, CNBC reported that the Congressional House Oversight and Government 
Reform Committee, sent a letter to Mylan’s CEO demanding that Mylan produce documents about 
its profits from EpiPen.31 This letter came after the CEO testified in late September 2016 in a hear-
ing about EpiPen’s price increases. She was questioned about why its price had increased over 500% 
in seven years and defended the increases by saying that Mylan had expanded EpiPen’s availability 
to consumers.32 

Armed with the benefit of 20-20 hindsight, clearly Mylan should have been more liberal in making 
its disclosures. We believe that companies should look beyond their statutory and caselaw reporting 
obligations when considering disclosure obligations. They should also consider the actual or likely 
negative publicity from not disclosing, or providing limited disclosure of, such information to prop-
erly assess the risks and think about, among other things, how the Commission would respond to 
such a course of conduct and how contingency fee lawyers would characterize it in class action strike 
suits. Those assessments must be weighed against making a premature disclosure of an investigation, 
which can needlessly harm the company.33

Practical Considerations

Various circumstances can develop that also will require close attention to a company’s disclosure 
obligations and the timing of a disclosure, such as when, as in Mylan’s case, a partial unsealing of a 
False Claims Act case is made to a company or a subsidiary that is determined to be material; when 
a company is an announced target of a government investigation; when a company receives a non-
routine government subpoena; when a company’s senior officer comes under investigation; or when a 
company’s regular auditors ask about an ongoing investigation. 

Disclosure Considerations for Dealing with a Partially Unsealed Qui Tam Suit
Federal False Claims Act cases filed by whistleblowers make disclosure obligations a bit tricky since 
these lawsuits are required to be filed under seal.34 The Act authorizes private plaintiffs (“called rela-
tors”) to file qui tam suits in the name of the Government to recover damages. In addition to filing 
their lawsuits under seal, relators must also provide a copy of their “disclosure statements” about the 
supporting evidence to the U.S. Department of Justice so that it can investigate and evaluate the 
allegations before deciding whether to intervene or let the plaintiff pursue the action. Unbeknownst 
to the defendants, cases may remain under seal for years while the Government investigates the al-
legations. Often, the first time when a defendant named in a qui tam suit will have reason to suspect 
that there is a sealed lawsuit is when the Government issues a civil investigative demand (CID) for 
evidence of possible statutory violations. When that happens, a company may then decide to ask 
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the Government to get court authorization to “partially unseal” the complaint so that it can evaluate 
the allegations and try to persuade the Government not to intervene, or else negotiate a settlement. 
Learning about a sealed qui tam suit presents a practical issue as the company cannot disclose infor-
mation in a sealed lawsuit. Consequently, as soon as a company decides to make a disclosure after 
evaluating the qui tam, it should seek permission to have the case unsealed so it can meet its disclo-
sure obligations.

Disclosure Considerations for a Company that is a Target of an Investigation

	 DOJ Investigations

The U.S. Department of Justice uses three distinct categories for describing individuals or entities in 
an investigation: (1) “targets,” (2) “subjects” or (3) “witnesses.” These can be fluid concepts, as a per-
son who starts off as a witness can become a target based on evidence obtained in an investigation. 

It is the policy of the Department of Justice to advise a grand jury witness of his or her rights if such 
witness is a “target” or “subject” of a grand jury investigation. ... 

A “target” is a person as to whom the prosecutor or the grand jury has substantial evidence linking 
him or her to the commission of a crime and who, in the judgment of the prosecutor, is a putative 
defendant. An officer or employee of an organization which is a target is not automatically consid-
ered a target even if such officer’s or employee’s conduct contributed to the commission of the crime 
by the target organization. The same lack of automatic target status holds true for organizations 
which employ, or employed, an officer or employee who is a target.

A “subject” of an investigation is a person whose conduct is within the scope of the grand jury’s 
investigation.35

	 SEC Investigations

SEC Investigations differ from DOJ investigations. “Keeping with the fact-finding nature of the inves-
tigation, the SEC staff does not identify formal targets (in direct contrast to Department of Justice 
Procedure, which frequently involves the issuance of “target letters”) either in the formal order of 
investigation, the subpoena, or orally as part of discussions with counsel.”36 The SEC’s investigative 
process moves from an informal inquiry (called a “matter under inquiry”) to a formal inquiry when 
senior SEC staff members approve the issuance of a formal order of investigation, to the so-called 
“Wells Process” during which the SEC invites parties to submit evidence or defenses to counter its 
theories of liability, to either a settlement that involves the entry of a consent decree and the filing 
of a complaint, or the institution of charges in either an administrative action or a civil lawsuit in 
federal court.37

A company that receives a target letter should immediately disclose that information. A target letter 
means not only does the DOJ intend to indict the company, but also that it believes it has substantial 
evidence to link it to the commission of a crime. The decision is more difficult, however, if a company 
has been informed that it is a subject of an investigation, since that means that the DOJ has not yet 
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developed (nor may it ever develop) enough evidence to bring charges. While assessing whether to 
disclose such information requires a careful facts-and-circumstances analysis, we believe the best 
practice likely may be to err on the side of caution and disclose the investigation since not only is 
it more common for companies to be investigated, but not disclosing the investigation in a timely 
fashion may upset the SEC or DOJ and may haunt a company if charges get filed and class action 
counsel allege that the company’s failure to disclose constitutes another fact in a chain of deception 
constituting a securities fraud scheme. 

What about a company’s obligation to disclose a Wells Notice? A company is not obligated to make 
a disclosure simply because it received such a notice. The SEC may decide not to pursue charges, 
depending on the evidence and responses provided by the recipient. There is also some supporting 
caselaw that the simple receipt of a Wells Notice does not trigger a disclosure obligation.

On June 12, 2012, in the first case to expressly rule on this question, Judge Paul Crotty of the 
Southern District of New York found that there is no requirement to disclose receipt of a Wells 
Notice. The case, Richman v. Goldman Sachs Group, Inc., involved a claim by class action plaintiffs 
that Goldman Sachs committed securities fraud by, among other things, failing to disclose receipt 
of a Wells Notice issued by the SEC staff in connection with an investigation about a synthetic 
collateralized debt obligation (CDO) transaction. Analyzing Regulation S-K Item 103, FINRA and 
NASD rules, as well as general securities fraud principles, Judge Crotty found that Goldman Sachs 
had no duty to disclose the Wells Notice. It should be noted that Goldman Sachs had disclosed 
generally that it had received requests from various government agencies and others for information 
related to CDOs and other subprime mortgage products—although Judge Crotty referred to this, 
his opinion does not appear to have turned on this point.38

See also, e.g., In re Lions Gate Entertainment Corp. Sec. Litig., 165 F.Supp.3d 1, 12-13 (S.D.N.Y. 
2016) (citing Richman).39 Nevertheless, it may be in a listed company’s best interest to report the 
receipt of a Wells notice depending on if, after assessing the facts-and-circumstances, it determines 
the chances of convincing the Commission not to pursue an action appear to be low—along with 
considering how likely it is that not making the disclosure will harm its ability to negotiate a more 
favorable settlement.

Disclosure Considerations When a Company Receives  
a Non-Routine Government Subpoena
As noted above in describing how a Civil Investigative Demand often is the first sign of a Govern-
ment qui tam investigation, some types of Government subpoenas likely signal major problems for 
a company. The receipt of a non-routine subpoena from the Government often triggers a “reactive” 
internal investigation aimed at determining the answers to many important questions, including: 

•	 Does a major problem exist?
•	 How widespread is it?
•	 What caused it? 
•	 Who knows about it?
•	 Are high-ranking company officials involved?
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•	 Should anyone be suspended or terminated?
•	 For how long has it gone on?
•	 Does it involve a compliance failure? 
•	 What is the likely financial impact on the company? 

Outside counsel who are experienced in overseeing a reactive internal investigation may decide to 
quickly engage Government officials in a dialogue to explain that the company wants to fully cooper-
ate; needs to determine answers to some questions; wants to avoid interfering with the Government’s 
investigation; wants to discuss narrowing the production of documents to what the Government 
really needs; and, seeks an agreement for a “rolling production” of documents. As compared with the 
execution of a search warrant (which often receives negative public attention), often the receipt of a 
non-routine subpoena is not public knowledge, so a listed company must quickly evaluate whether 
the scope of information sought likely signals there may be material information that should be 
disclosed. To make that determination, some reasonable time is needed for outside counsel to get 
answers to questions like those set out above, so that it can advise the company whether it may have 
an immediate disclosure obligation or not. Moreover, outside counsel can likely determine from 
discussions with Government officials their theories of potential liability; whether they believe that it 
is likely to result in some sanctions being imposed upon the company and/or high-ranking officials; 
and the likely timeframe before any final determination will be made.

Disclosure Considerations When a Company’s Senior Officer  
Comes Under Investigation
Similar issues arise when a company’s senior officer faces a Government investigation. In addition 
to the questions above, some other questions to be answered for assessing the company’s disclosure 
obligations are:

•	 How important is he or she to the company’s operations and success? 
•	 How involved was he or she in the matters under investigation?
•	 Has he or she been identified as a target or a subject of the investigation?
•	 Does he or she need to be removed from current positions, temporarily or permanently?
•	 Will removing him or her result in immediate or adverse publicity? 

There are other practical considerations associated with a senior officer coming under Government 
investigation, such as his or her right to have independent counsel, to have fees advanced upon sign-
ing a written undertaking pursuant to an indemnification agreement, and the company’s obligation 
to forecast, report, and properly account for such legal costs in periodic or other required public fil-
ings. For these reasons, the company may determine that it makes sense to disclose such information. 

Disclosure Considerations When a Company’s Regular Auditors  
Ask About an Ongoing Investigation
“[A]ll public companies registered with the SEC ... [must] have their financial statements au-
dited by an independent accountant. Such statements disclose a company’s financial position, 
stockholders’ equity, results of operations, and cash flows. Management is responsible for the 
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preparation and content of … [the] financial statements, and the external auditor is responsible 
for auditing … [them] in accordance with Generally Accepted Auditing Standards.”40 The SEC 
also instructs national securities exchanges and associations not to list any issuer’s security if it 
is not compliant with standards as to the issuer’s audit committee—which relate to the audit 
committee’s independence and responsibility for selecting an independent accountant and any 
outside auditors or advisors.41 

“The auditor’s goal is to provide an independent report on whether the company’s financial state-
ments present fairly the financial position of the company in conformance with GAAP, including 
disclosures and accruals for contingent liabilities. Statement of Auditing Standards (“SAS”) No. 1238 
provides the guidelines the auditor must follow in gathering such evidence from the client’s attor-
neys.”42 Among other things, outside auditors must evaluate whether the supporting documentation 
for the public company’s financial statements adequately reflect possible litigation losses and, if so, 
whether they provide realistic estimates:

Financial accounting standard ASC 450-20 requires companies’ financial statements to disclose 
information about possible litigation losses. If a company will “probab[ly]” suffer a loss and can 
“reasonably estimate[]” the loss amount, the financial statements must disclose the loss as a “charge 
to income.” The financial statements also must disclose a potential litigation loss that is a “reason-
able possibility,” though not necessarily probable. In such disclosures, the company’s financials 
must include “[a]n estimate of the possible loss or range of loss or a statement that such an estimate 
cannot be made.”43

In enacting the 2002 Sarbanes-Oxley reform legislation, Congress wanted to make outside auditors 
more independent and thereby less susceptible to having client pressures impact their work.44 Since 
an outside auditor serves as a “public watchdog,” the auditor’s interests will not necessarily align 
with the companies being audited. This creates difficulties for companies and their counsel when 
an auditor seeks privileged documents or asks questions for which the answers may waive subject 
matter privilege. By disclosing privileged material to an outside auditor, the company risks that an 
adversary, such as a government investigator or private plaintiff’s counsel, will claim that its privileges 
were waived. Courts are split on this question, so knowing the controlling authority in the jurisdic-
tion where the investigation is taking place, where the auditor is working, and where the company’s 
operations extend is very important.45 In such a circumstance, the company needs to find a way to 
mollify the auditor to avoid a negative result in the audit46 while also avoiding or at least minimizing 
the privilege waiver concerns. 

The same practical considerations previously discussed about carefully evaluating the facts-and-cir-
cumstances involved before making such a decision also apply. A best practice in this circumstance is 
to convey these concerns to the auditor to determine if the auditor absolutely needs the information 
to complete the audit or not.47 If so, then the company should try to convince the auditor to obtain 
the requested information through means that are not as risky for waiving privileges. Here are some 
good suggestions that have been offered by others:
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•	 Disclosures to the auditors should be oral, not written.
•	 Do not interview memoranda or the written investigative report.
•	 Provide facts to answer the auditors’ questions.
•	 Discuss the auditors’ confidentiality obligations.
•	 Ensure there is a confidentiality agreement in place covering any information provided to the 

auditors as being confidential, not to be disclosed to others, and is subject to the work-product 
protection.

•	 Document the legal basis for the work-product protection.
•	 The agreement with the auditors should provide that in-house or outside counsel must be allowed 

to review any auditor work papers that may contain privileged material being produced if the 
auditor is subpoenaed.48

Conclusion

Publicly traded companies accept important disclosure obligations to the investing public in return 
for being able to raise investment capital in the regulated marketplace. The Commission expects 
companies to adhere to its rules and regulations and will bring enforcement actions like the one 
against Mylan NV when it believes that a company has failed to comply, particularly if that compli-
ance failure either injured investors or posed a serious risk of harm to investors and the integrity of 
the stock market. While there are some specific reporting obligations imposed on listed companies, 
the Commission expects Self-Regulatory Organizations and their members to adhere to these im-
portant rules that help to ensure confidence in the exchanges and marketplace. Listed companies 
encounter various difficult issues, some of which have been addressed in this article, that require the 
advice of experienced and independent counsel. We believe that it is critically important to timely 
seek input and advice from outside the organization for many of these issues for the same reasons 
that Congress has moved to ensure that auditors are independent from the companies that they 
audit. Suggestions about best practices made in this article are those of the authors only, and do not 
constitute binding legal advice from them or their law firm. 
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