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In a recent decision, United States v. Caputo, Case No. 1:03-CR-00126 (N.D. Ill. Oct. 16, 2006), the Court carefully considered whether a medical device manufacturer had a Compliance Plan and whether it was appropriately implemented.  The Court conducted this review in order to determine the amount of jail time that convicted employees of the manufacturer should receive.  Specifically, the defendants were convicted of fraudulently omitting data in an application submitted to the government.  They received stiff jail sentences based, in part, on the inadequacy of the manufacturer’s compliance program.

As part of the sentencing process, the judge in the case first looked carefully at the criteria of appropriate Compliance Plans and whether the manufacturer met these requirements.  The Court based it assessment, in part, on elements of appropriate compliance activities included in the U.S. Sentencing Guidelines.  Based upon these Guidelines, the Court concluded that the manufacturer had an inadequate Compliance Plan.  

The Court emphasized that “an organization must both promote an organizational culture that encourages ethical conduct and exercise due diligence to prevent and detect criminal conduct.”  All providers, including private duty agencies that receive any federal or state funds such as reimbursement from Medicaid waiver programs should follow the Court’s advice.

 Specifically, the Court concluded that the Compliance Plan lacked the following and was, therefore, inadequate:

-                     Standards and procedures to prevent and detect criminal conduct;

-                     Adequate resources and authority for the program;

-                     Personal screening related to the goals of compliance;

-                     Training in the standards and procedures at all levels;

-                     Non-retaliatory internal reporting systems;

-                     Periodic auditing, monitoring, and evaluation of the program’s overall

effectiveness;

-                     Incentives and discipline to promote compliance and ethical conduct; and

-                     Reasonable, responsive, and preventive steps upon detection of a violation.

The Court also emphasized the important role of Corporate Compliance Officers and, in 

this case, determined that the Corporate Compliance Officer did not measure up to applicable standards.  The Court stated that:

“Corporate compliance officers are very much today’s corporate ‘fire personnel.’  They are often the company’s ‘first responders’ and must focus on both proactive and reactive efforts to be effective.  Proactive efforts need to emphasize the complimentary goals of crime prevention and corporate ethical behavior.  Reactive efforts measure how well a corporation reacts when it learns that questionable and potentially illegal corporate conduct has occurred.”

With regard to the Compliance Officer, the Court went on to describe specific failures, including the lack of training.  The Court emphasized that the Compliance Officer “received an MBA…specializing in marketing” and “did not have any real training as a compliance officer.”

The Court also emphasized the fact that the Compliance Officer lacked independent judgment.  The CEO selected the Compliance Officer because he “knew that he could manipulate and dominate [him].”  According to the Court, the Compliance Officer’s efforts were “woefully and criminally inadequate” because he continually failed “to prevent the ongoing illegal marketing” and “totally failed to self-report any adverse scientific or healthcare results…to the FDA.”  

This case should lay to rest any lingering uncertainties that providers may have about the value of appropriately implemented Compliance Plans.  “Working on it” isn’t good enough.

(To obtain a copy of a book entitled Preventing Fraud and Abuse; send a check for $30.00 that includes shipping and handling made out to Elizabeth E. Hogue, Esq. to Fulfillment; 107 Guilford; Summerville, SC 29483.  To obtain a copy of a book entitled How to Develop a Fraud and Abuse Corporate Compliance Plan, send a check for $55.00, which includes shipping and handling.  An 80-minute training video or DVD on fraud and abuse compliance is also available for $105.00, including shipping and handling.)
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