
Melissa L. Jampol, Epstein Becker & Green PC, George B. Breen, Epstein Becker Green P.C., Anjali N.C. Downs, Epstein Becker & 
Green PC, Recent DOJ and HHS-OIG Guidance Keep Compliance and Individual Accountability in Cross-Hairs, Health Care Fraud 

Report (BNA)  
 

 

   

© 2017 The Bureau of National Affairs, Inc. All Rights Reserved. Terms of Service   
   // PAGE 1 

  

BNA's Health Care Fraud Report™  
 
Reproduced with permission from BNA’s Health Care Fraud Reporter, 21 HFRA 309, 5/10/17. Copyright © 2017 by The Bureau of 
National Affairs, Inc. (800-372-1033) http://www.bna.com 

 

May 10, 2017 

BLOOMBERG LAW INSIGHTS 

 

Recent DOJ and HHS-OIG Guidance Keep Compliance and Individual Accountability 
in Cross-Hairs 

    

By Melissa L. Jampol, George B. Breen and Anjali N.C. Downs 

Melissa L. Jampol  is a member of the firm in the health care and life sciences and litigation practices, in Epstein Becker Green's New York office. A 
former federal and state prosecutor, Ms. Jampol represents health care organizations, and their officers and directors, in a variety of enforcement 
matters at both the state and federal levels.  

George B. Breen  is a member of the firm in the health care and life sciences and litigation practices. He is chairman of the firm's National Health Care 
and Life Sciences Practice Steering Committee and a member of the firm's Board of Directors. He defends individuals and entities in False Claims Act 
cases and government investigations.  

Anjali N.C. Downs  is a member of the firm in the health care and life sciences practice, in the firm's Washington, DC, office. Ms. Downs represents a 
variety of health care and life science organizations and her practice focuses on fraud and abuse and federal and state regulatory compliance.  

 

During the past two months, both the U.S. Department of Justice Criminal Division Fraud Section (“DOJ Fraud Section”) and the U.S. Department of 
Health and Human Services, Office of Inspector General (HHS OIG) (in conjunction with the Health Care Compliance Association (HCCA) have set forth 
detailed guidance for use in evaluating whether compliance programs detect and prevent misconduct.  

Both sets of guidance emphasize that they are not a “checklist to be applied wholesale to assess a compliance program ” but rather are lists of 
common elements to be considered when “making an individualized determination .”  

Similarly, recent statements by Justice Department employees suggest a continuing focus on individual accountability. While speaking at the American 
Conference Institute's 19th Annual Conference on Foreign Corrupt Practices Act on April 20, DOJ Acting Principal Deputy Assistant Attorney General 
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Trevor N. McFadden declared that the recent global settlement by Tenant Health Corporation and pending criminal indictment of a former Tenant 
executive, should clearly signal to those in the health-care industry “that they and their management will be held accountable for fraudulent misconduct” 
and need to have adequate oversight to ensure that Medicare and Medicaid funds are being properly spent. As McFadden warned, the “American 
taxpayer does not take kindly to our tax dollars being used to line the pockets of fraudsters masquerading in white coats, and neither will the Justice 
Department.”  

Similarly, on February 16, McFadden noted  that DOJ has placed a “growing emphasis on the importance of holding not just companies, but individual 
actors responsible for corporate misconduct.” McFadden explained DOJ's continued emphasis on deterrence, by noting that corporations are comprised 
of individuals and that to “change the attitudes and conduct of corporations, we must change the attitudes and conduct of their employees,” particularly 
those in the C-suite.  

McFadden's emphasis on DOJ's continued focus on Individual Accountability was reiterated two weeks later by District of Maryland Assistant United 
States Attorney (“AUSA”) Tarra R. DeShields at a HCCA panel. AUSA DeShields noted that DOJ's recent emphasis on Individual Accountability has led 
to “substantive changes” in how the government investigates fraud cases, such that there are now “earlier consultations” between the DOJ's criminal 
and civil divisions in fraud investigations, leading to “global resolutions” for corporations.  

In light of the current enforcement climate, the two recent guidance documents should be central to any health-care entity's compliance strategy.  

I. DOJ Fraud Section's February 2017 Guidance 

Released in February 2017, the DOJ Fraud Section's guidance, entitled “Evaluation of Corporate Compliance Programs,” sets forth eleven categories 
of common questions that may be asked by the DOJ when assessing a compliance program as part of a criminal investigation. These questions closely 
track the seven elements of an effective compliance program as identified in Chapter Eight of the U.S. Sentencing Guidelines Manual, Sentencing of 
Organizations (“U.S.S.G. Chapter Eight”).  

Moreover, the questions expand upon previously issued guidance by DOJ such as the Yates Memorandum, the Filip Factors (Principles of Federal 
Prosecution of Business Organizations, U.S. Attorney's Manual 9-28.800 Comment), and the Foreign Corrupt Practices Act Guide. As McFadden noted , 
DOJ “regularly takes into consideration voluntary self-disclosures, cooperation and remedial efforts when making charging decisions involving business 
organizations.”  

The questions set forth in the DOJ Fraud Section's new guidance are those that criminal prosecutors in the DOJ Fraud Section may find to be relevant in 
determining whether to bring criminal charges or when resolving white-collar criminal matters, and are not specific to health-care-related investigations. 
However, they will likely also be used, when pertinent, by the DOJ's Civil Division Fraud Section to assess a health-care entity's compliance program as 
part of civil settlements and global resolutions.  

Importantly, health-care entities can, and should, use this guidance as a way to internally assess their compliance programs independent of a civil or 
criminal DOJ inquiry.  

Significant takeaways from the DOJ Fraud Section's recent guidance include: 

1) Board and Senior Leadership Involvement:  

DOJ will consider the conduct at the top of an entity and look to the specific actions of the board and senior leadership in discouraging misconduct and in 
promoting a culture of compliance.  

2) Autonomy and Resources of the Compliance Program:  

DOJ will assess a company's commitment to compliance functions and look to, among other things, (a) the stature and autonomy of the compliance 
program; (b) the experiences and qualifications of the compliance officer; and (c) the funding and resources allocated to the compliance function.  
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3) Policies, Procedures and Training:  

DOJ will evaluate a company's development and implementation of policies and procedures, including assessing the effectiveness and availability of 
training and guidance. Further, the DOJ will assess whether there are evolving updates to the policies and procedures and an assessment as to whether 
compliance policies make sense for a particular line of business.  

4) Undertaking a Risk Assessment as well as Comprehensive Auditing and Monitoring:  

DOJ will assess a company's processes for identifying, analyzing and addressing risks. In addition, DOJ wants to ensure that a company routinely 
updates its risk assessments. Furthermore, DOJ will explore a company's internal auditing and monitoring functions to ensure that on a regular basis the 
company is focused on auditing particular risk areas and implementing appropriate remedial action.  

5) Accountability of Individuals:  

Among other things, DOJ will examine whether specific disciplinary actions were taken in response to the reported misconduct, how widespread the 
misconduct was, whether managers were held accountable for misconduct that occurred under their supervision, and whether disciplinary actions and 
incentives have been fairly and consistently applied across the organization.  

II. The HCCA/HHS-OIG March 2017 Guidance 

On March 27, HHS-OIG, in conjunction with HCCA, released a fifty-two page resource guide providing suggested metrics for health-care entities in 
seven primary areas of compliance:  

1. Standards, Policies, and Procedures; 

2. Compliance Program Administration; 

3. Screening and Evaluation of Employees, Physicians and other Agents; 

4. Communication, Education, and Training on Compliance Issues; 

5. Monitoring, Auditing, and Internal Reporting Systems; 

6. Discipline for Non-Compliance; and 

7. Investigations and Remedial Measures. 

Given that there is “no ‘one size fits all’ when it comes to compliance programs, and a compliance program that worked for a domestic company of 500 
will rarely be appropriate if that company triples in size or enters foreign markets,” the resource guide's intent is to “provide a large number of ideas for 
measuring the various elements of a compliance program.”  

Like the DOJ Fraud Section's Guidance, the resource guide's metrics were influenced by a number of different sources, such as the U.S.S.G. Chapter 
Eight as well as the HCCA's CHC Candidate Handbook: Detailed Content Outline. Additionally, like the DOJ Fraud Section's Guidance, the Resource 
Guide also sets forth its suggestions as a series of questions.  

Important takeaways from the Resource Guide's metrics include helpful guidance regarding investigations, compliance and establishing meaningful 
remedial measures, including: 

1) Guidelines for Conducting an Investigation:  
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Confirm that the organization has guidelines established to ensure thorough, credible, and complete investigations are done in a consistent manner, and 
that there is “special attention” as to individual accountability as part of the investigative plan.  

2) Autonomy and Resources of the Compliance Program:  

Review budget and staffing to ensure “significant risks are managed appropriately.” Review a compliance officer's independence and objectivity by 
examining who the compliance officer directly reports to and verifying that the compliance officer has the independent authority to retain outside legal 
counsel.  

3) Establish the Effectiveness of Compliance and Investigations:  

Establish the effectiveness of the compliance department through audits, document reviews, surveys, interviews and focus groups to establish whether 
there is “trust and integrity around members of the compliance department.” Additionally, establish the quality and the effectiveness of a company's 
internal investigative process, including timeliness of the investigation and an analysis of the component parts of investigations such as the content of 
investigative files and competency of investigators. Conduct necessary audits.  

4) Accountability:  

Establish accountability through reviewing performance evaluations to ensure that compliance elements are part of performance, merit and incentive 
review. Additional suggestions include reviewing departmental meeting minutes and conducting staff interviews to determine if first line managers 
discuss compliance obligations with their direct reports and that staff understand specific compliance requirements associated with their job.  

5) Corrective Action Plans/Remedial Measures:  

Ensure that investigative reports are shared with those responsible for follow up, including business leaders, and ensure remedial measures for like 
findings are consistently implemented through audits and sampling. Additionally, examine the “downstream impact” of an investigation on employees as 
well as any systemic issues raised in an investigation, including performing root cause analyses and scrutinizing investigations to help inform future work 
plans.  

Conclusion 

Health-care providers, suppliers and manufacturers continue to face significant government enforcement activity as a result of greater coordination 
among government agencies investigating fraud, waste and abuse—administratively, civilly and criminally. There is also a renewed demand that 
compliance programs take into consideration increased enforcement activity against individuals. Indeed, in his first speech on this topic since being 
sworn in, U.S. Attorney General Jeff Sessions reiterated  DOJ's commitment to investigating and prosecuting white-collar crime, including health-care 
fraud and related crimes.  

Health-care companies must respond to this growing governmental pressure and should incorporate this recent guidance as part of an effort to enhance 
the effectiveness of their corporate compliance programs in advance of any action by the government.  
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