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Kirsten Mayer,
ACLU of Massachusetts 

Gregg Shapiro,
Gregg Shaprio Law

Gary Giampetruzzi, 
Paul Hastings

Global Chair of Life Sciences 
(Former Head of Government 

Investigations at Pfizer)

• Designs and enhances global 
compliance programs for life 
sciences companies, including 
proactive diagnostics / 
compliance reviews

• Defends companies in 
healthcare cases before U.S. 
Attorney’s Offices, and FCPA 
cases before the DOJ and SEC

Interim Legal Director
(Former Head of US Compliance 

and VP of Legal at argenx; Former 
partner at Ropes & Gray)

• As a former law firm partner 
and in-house head of 
compliance, advised 
healthcare and life sciences 
companies in enforcement 
matters, related civil litigation, 
compliance assessments, 
remediation, and CIA 
implementation

• Currently serving the ACLU of 
Massachusetts before turning 
to new work in 2024

Founder
(Former US Attorney’s

Office, District of Massachusetts, 
US DOJ, Boston, MA)

• Led Department of Justice 
False Claims Act investigations 
and cases that resulted in over 
$3 billion in recoveries from 
companies and individuals that 
allegedly defrauded the 
government

• Represents whistleblowers in 
False Claims Act qui tam cases, 
SEC whistleblower filings, and 
other whistleblower 
proceedings



Discussion Agenda
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I. Whistleblowers in Life Sciences and Beyond

A. What Are We Seeing?

B. How Does Compliance / Speak Up Culture Fit In?

C. Relevant, Recent Guidance From The DOJ

II. How Do Whistleblower Profiles Impact Cases?

A. Compliance Officers as Whistleblowers

B. The Information / Case Brought Forward

C. How Does Each Side Handle Potential Theft of Trade Secrets? 

III. Recent Supreme Court Decisions: SuperValu and Polansky

A. What Is The Significance Of These Cases?

B. Do These Affect The Work / Approaches of Compliance?

IV.  Q&A



Whistleblower Profiles – Overview
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• According to a 2022 

report on 

Occupational Fraud 

by the Association of 

Certified Fraud 

Examiners, 42% of 

frauds were 

detected by a tip, 

over half of them 

were reported by 

employees, and 

email and web-

based reporting 

were the most 

common forms

• In FY 2022, the 

SEC received 

over 12,300 

whistleblower 

tips—the largest 

number of 

whistleblower 

tips received in a 

fiscal year

SEC Whistleblower Office 
Announces Results for FY 2022.



DOJ View on Importance of Compliance Culture
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‒ As everyone here knows, it all comes back to corporate culture. . . . 

[W]e identified encouraging trends and new ways in which compliance 

departments are being strengthened and sharpened. But resourcing 

a compliance department is not enough; it must also be backed 

by, and integrated into, a corporate culture that rejects 

wrongdoing for the sake of profit. And companies can foster that 

culture through their leadership and the choices they make.

Excerpts from Lisa O. Monaco, Deputy Attorney General (September 

2022) delivering remarks on corporate criminal enforcement at NYU.



Statistical Value of Company “Speak Up” Culture
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• Forbes reported that a recent study, based on proprietary data from the world’s largest provider of 

internal whistleblower systems (NAVEX), found that, with employee hotlines, a greater number of 

internal reports are linked to fewer external problems like lawsuits and regulatory fines 

(analyzed nearly two million whistleblower reports for over 1,000 public companies)

• Only 29% of reports are filed anonymously

• “Most importantly, more reports are a sign of an open feedback culture where companies are 

actively soliciting employees to provide insight . . . Companies getting fewer whistleblower 

reports don’t have fewer problems, management is just less aware of the problems.”

• Harvard Business Review studied this data and found that companies that have more complaints 

from hotlines actually have fewer lawsuits, smaller bills from legal settlements, and fewer fines 

• It was also concluded that companies with more internal whistleblower reports have more 

positive attributes (e.g. they are more profitable and have better governance practices)

• Secondhand reports were, on average, more likely to be substantiated by management than firsthand 

reports

• Of the 71.5% of reporters who disclosed their identity, “it is the eventual follow up and conversation 

that engenders trust, improves communication lines, and provides actionable information to 

prevent minor issues from becoming larger, more costly problems.”

Studies suggest that an open, speak up culture that welcomes compliance issues and addresses them without 
retaliation in a circle of continuous improvement will reduce the numbers of lawsuits and regulatory fines



DOJ View on Compliance Incentives
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“Companies should ensure that 

executives and employees are 

personally invested in 

promoting compliance. And 

nothing grabs attention or 

demands personal investment 

like having skin in the game, 

through direct and tangible 

financial incentives.”

- Deputy AG Lisa Monaco 

ABA’s National Institute on 

White Collar Crime

(March 3, 2023)

• The 2023 Evaluation 

Guidance’s most 

significant changes are in 

the section titled 

“Compensation 

Structures and 

Consequence 

Management,” which 

underscores that 

corporations should 

develop and maintain a 

positive compliance 

culture by establishing 

incentives for compliance 

and disincentives for 

compliance failures.

DOJ’s 2023 Evaluation of Corporate 
Compliance Programs Guidance



Whistleblower Profiles – Compliance & Audit
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• Unknown company (2022) – SEC 

letter announced a $450k award to a 

compliance professional who waited 

over 120 days to contact the SEC 

after reporting internally

• Unknown company (2020) – SEC 

awarded $300k to an employee who 

identified potential securities law 

violations in connection with audit-

related responsibilities because the 

whistleblower had a reasonable basis 

to believe the entity engaging in 

misconduct would impede the 

agency’s investigation

• Incyte (2021) – DOJ announced that Justin 

Dillon, a former compliance executive, 

would receive approximately $3.59 million

• Merit Medical Systems (2020) – DOJ 

announced that Charles J. Wolf, the former 

CCO, would receive $2.65 million

• Olympus (2016) – DOJ announced that 

John Slowik, the former compliance officer, 

would receive $51 million

• Halifax Health (2014) – DOJ announced 

that Elin Baklid-Kunz, a former compliance 

officer, would receive $20.8 million



Whistleblowers and Potential Theft of Trade Secrets
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• Continuing access to data

• Whether any trade secrets were already 

disclosed

• NDA or other agreements with restrictive 

language

• Defend Trade Secrets Act and other relevant 

whistleblower laws

• Optics of filing suit and the likelihood of success

• Public policy to allow relators to use corporate 

documents from the defendant in the prosecution 

of False Claims Act claims

Considerations when an employee who has taken valuable confidential business 
information claims to be a whistleblower



United States ex rel. Schutte v. SuperValu
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“Based on the FCA’s statutory text and its 

common-law roots, the answer to the question 

presented is straightforward: The FCA’s 

scienter element refers to respondents’ 

knowledge and subjective beliefs—not to 

what an objectively reasonable person may 

have known or believed.”

Justice Thomas delivering the opinion of the Court in U.S. ex rel. Schutte v. SuperValu Inc.



U.S. ex rel. Polansky v. Executive Health Resources
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“Today, we hold that the Government may seek 

dismissal of an FCA action over a relator’s 

objection so long as it intervened sometime 

in the litigation, whether at the outset or 

afterward. We also hold that in handling such a 

motion, district courts should apply the rule 

generally governing voluntary dismissal of suits: 

Federal Rule of Civil Procedure 41(a).”

Justice Kagan delivering the majority opinion of the Court in 

United States, ex rel. Polansky v. Executive Health Resources, Inc.



Questions
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