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1.   Compliance Guidance
❑ Federal Sentencing Guidelines
❑ Office of Inspector General (OIG)

▪ Compliance Guidance 
❑ Department of Justice (DOJ)

▪ A Brief Look at Prior DOJ Guidance
▪ A Brief Look at the 2019 Changes
▪ 2020 Changes

❑ Board Role & Responsibilities

2. Department of Justice
❑ FY 2020 FCA Recoveries 
❑ Inability-to-Pay Memo
❑ Civil Division 2021 Enforcement Priorities
❑ Open Payments Program
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4.  Office of Inspector General (OIG) Hot Topics
▪ Advisory Opinions - General 
▪ 2021 OIG Advisory Opinions
▪ Special Fraud Alert: Speaker Program
▪ Certain OIG Work Plan Updates
▪ COVID Frequently Asked Questions (FAQs)

5. HHS/CMS  Hot Topics
❑ HHS Advisory Opinion/Rules on the Use of

Sub-regulatory Guidance
❑ HHS FCA Working Group
❑ Proposed Amendments to FCA
❑ Certain CMS Announcements & Rule Changes
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Federal Sentencing Guidelines

Office of Inspector General 

Department of Justice

Board Duty & Responsibilities
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Federal Sentencing Guidelines
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Federal Sentencing Guidelines
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➢ 8B2.1. (a) To have an effective compliance and ethics program, for purposes of subsection
(f) of §8C2.5 (Culpability Score) and subsection (b)(1) of §8D1.4 (Recommended Conditions of
Probation - Organizations), an organization shall—

➢ (1) exercise due diligence to prevent and detect criminal conduct; and
➢ (2) otherwise promote an organizational culture that encourages ethical conduct and a

commitment to compliance with the law.

➢ Such compliance and ethics program shall be reasonably designed, implemented, and enforced
so that the program is generally effective in preventing and detecting criminal conduct. The
failure to prevent or detect the instant offense does not necessarily mean that the program is
not generally effective in preventing and detecting criminal conduct.

Available at: https://www.ussc.gov/guidelines
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➢ 09-30-2008 Supplemental Compliance Program Guidance for Nursing Facilities (73 Fed. Reg. 56832; 
September 30, 2008) Compliance Program Guidance for Nursing Facilities (65 Fed. Reg. 14289; March 
16, 2000)

➢ 01-31-2005 Supplemental Compliance Program Guidance for Hospitals (70 Fed. Reg. 4858; January 31, 
2005)Compliance Program Guidance for Hospitals (63 Fed. Reg. 8987; February 23, 1998)

➢ 05-05-2003 Compliance Program Guidance for Pharmaceutical Manufacturers (68 Fed. Reg. 23731; 
May 5, 2003)

➢ 03-24-2003 Compliance Program Guidance for Ambulance Suppliers (68 Fed. Reg. 14245; March 24, 
2003)

➢ 10-05-2000 Compliance Program Guidance for Individual and Small Group Physician Practices (65 Fed. 
Reg. 59434; October 5, 2000)

Available at: https://oig.hhs.gov/compliance/compliance-guidance/index.asp
Barrett Law, PA

https://oig.hhs.gov/compliance/compliance-guidance/docs/complianceguidance/nhg_fr.pdf
https://oig.hhs.gov/authorities/docs/cpgnf.pdf
https://oig.hhs.gov/fraud/docs/complianceguidance/012705HospSupplementalGuidance.pdf
https://oig.hhs.gov/authorities/docs/cpghosp.pdf
https://oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf
https://oig.hhs.gov/fraud/docs/complianceguidance/032403ambulancecpgfr.pdf
https://oig.hhs.gov/authorities/docs/physician.pdf


OIG Compliance Guidance Documents
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➢ 03-16-2000 Compliance Program Guidance for Nursing Facilities (65 Fed. Reg. 14289; March 16, 2000) 
Supplemental Compliance Program Guidance for Nursing Facilities (73 Fed. Reg. 56832; September 30, 
2008)

➢ 10-05-1999 Compliance Program Guidance for Hospices (64 Fed. Reg. 54031; October 5, 1999)

➢ 07-06-1999 Compliance Program Guidance for the Durable Medical Equipment, Prosthetics, Orthotics, 
and Supply Industry (64 Fed. Reg. 36368; July 6, 1999)

➢ 12-18-1998 Compliance Program Guidance for Third-Party Medical Billing Companies (63 Fed. Reg. 
70138; December 18, 1998)

➢ 08-24-1998 Compliance Program Guidance for Clinical Laboratories (63 Fed. Reg. 45076; August 24, 
1998)

➢ 08-07-1998 Compliance Program Guidance for Home Health Agencies (63 Fed. Reg. 42410; August 7, 
1998) IG Remarks

Available at: https://oig.hhs.gov/compliance/compliance-guidance/index.asp

Barrett Law, PA

https://oig.hhs.gov/authorities/docs/cpgnf.pdf
https://oig.hhs.gov/compliance/compliance-guidance/docs/complianceguidance/nhg_fr.pdf
https://oig.hhs.gov/authorities/docs/hospicx.pdf
https://oig.hhs.gov/authorities/docs/frdme.pdf
https://oig.hhs.gov/fraud/docs/complianceguidance/thirdparty.pdf
https://oig.hhs.gov/authorities/docs/cpglab.pdf
https://oig.hhs.gov/authorities/docs/cpghome.pdf
https://oig.hhs.gov/fraud/docs/complianceguidance/hharemarks.html
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A Brief Look at Prior DOJ Guidance
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➢ 2017 – DOJ Fraud Section publishes Evaluation of Corporate Compliance Programs (ECCP)
containing import topics and sample questions it uses when evaluating the effectiveness of
corporate compliance programs

➢ DOJ’s “Principles of Federal Prosecution of Business Organizations” include “Filip Factors”

➢ One factor is the existence and effectiveness of the corporation’s pre-exiting compliance
program as well as remedial efforts to implement an effective corporate compliance
program or to improve an existing one.

Barrett Law, PA



A Brief Look at Prior DOJ Guidance
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➢ 11 Sections:
1. Analysis and Remediation of Underlying Conduct
2. Senior and Middle Management
3. Autonomy and Resources
4. Policies and Procedures
5. Risk Assessment
6. Training and Communications
7. Confidential Reporting and Investigation
8. Incentives and Disciplinary Measures
9. Continuous Improvement, Periodic Testing and Review
10. Third Party Management
11. Mergers & Acquisitions

Barrett Law, PA



A Brief Look at the 2019 Changes
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➢ Expands DOJ Guidance to beyond the Fraud Section to DOJ’s entire criminal division

➢ Focuses on 3 areas of corporate compliance:

➢ Risk assessments – CCP must be proportionate to identified risks

➢ Culture of compliance - Entities must demonstrate financial, practical and philosophical
support for compliance

➢ Continuous compliance program improvement – Entities should continually review, reassess
and improve their CCP

➢ Effect on False Claims Act (FCA) Guidance

Barrett Law, PA



A Brief Look at the 2019 Changes
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➢ There are 3 Fundamental Questions prosecutors must ask when evaluating the effectiveness of
a Corporate Compliance Program (CCP):

➢ (1) Is the compliance program well designed?

➢ (2) Is the compliance program being implemented effectively?

➢ (3) Does the compliance program work in practice?

Barrett Law, PA
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The 2020 Changes
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Additional Compliance Guidance
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A Board’s Role and Responsibilities
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The Board has 3 broad duties:
• The Duty of Care

• The Duty of Loyalty
• The Duty of Obedience to Purpose

Caremark:

“a duty to attempt in good faith to assure that a corporate information
and reporting system, which the board concludes is adequate, exists,

and . . . failure to do so under some circumstances may . . . render a
director liable for losses caused by non-compliance with applicable legal
standards.”



A Board’s Role and Responsibilities
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Marchand:

“. . . the board had no committee overseeing food safety, no full board-
level process to address food safety issues, and no protocol by which the

board was expected to be advised of food safety reports and
developments. Consistent with this dearth of any board-level effort at
monitoring, the complaint pleads particular facts supporting an

inference that during a crucial period when yellow and red flags about
food safety were presented to management, there was no equivalent

reporting to the board and the board was not presented with any
material information about food safety.”



A Board’s Role and Responsibilities
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Corporate Integrity Agreements

“Board Compliance Obligations. The Board of Provider shall be responsible for
the review and oversight of matters related to compliance with Federal health

care program requirements and the obligations of this CIA. The Board must
include independent (i.e., non-employee and non-executive) members. The
Board shall, at a minimum, be responsible for the following: a. meeting at least

quarterly to review and oversee Provider’s compliance program, including but
not limited to the performance of the Compliance Officer and Compliance

Committee; b. submitting to the OIG a description of the documents and other
materials it reviewed, as well as any additional steps taken, such as the
engagement of an independent advisor or other third party resources, in its

oversight of the compliance program and in support of making the resolution
below during each Reporting Period;…”



A Board’s Role and Responsibilities
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FY 2020
False Claims Act (FCA) Recoveries

Inability-to-Pay Memo 

Civil Division 2021 Enforcement 
Priorities

Open Payments Program 



DOJ 2020 FCA Recoveries: Overview
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DOJ 2020 FCA Recoveries HHS
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DOJ 2020 FCA Recoveries HHS
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Available at: https://www.justice.gov/opa/press-release/file/1354316/download



DOJ Civil Division Inability-to-Pay Memo
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DOJ Civil Division Enforcement Priorities
Acting Assistant Attorney General

Brian M. Boynton February 17, 2021
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This  Photo by Unknown Author i s licensed 
under CC BY-SA

http://striking-notes.blogspot.com/2011/02/priorities.html
https://creativecommons.org/licenses/by-sa/3.0/


Open Payments Program
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Open Payments Program
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2022 Proposed Physician Fee Schedule

➢ PODs: provides definition and confirms reporting 
requirement

➢ Teaching Hospitals: add “context field”

➢ General Payments: remove ability to delay general payments

➢ Ownership Categories: 2 methods to report

➢ No report deletions; annual recertifications
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Advisory Opinions

2021 Advisory Opinions

Special Fraud Alert: Speaker Programs

Certain 2021 OIG Work Plan Additions

OIG COVID FAQs



OIG’s Advisory Opinions
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OIG 2021 Advisory Opinions
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➢ AO 21-10 (August 6, 2021) Regarding a dental provider’s provision of free routine and emergency dental
services to certain indigent residents of skilled nursing facilities and nursing facilities.

➢ AO 21-09 (July 19, 2021) Regarding the use of a "preferred hospital" network as part of Medicare
Supplemental Health Insurance ("Medigap") policies, whereby an insurance company would contract
with a preferred hospital organization to provide discounts on the otherwise-applicable Medicare
inpatient deductibles for its policyholders and, in turn, would provide a premium credit of $100 off the
next renewal premium to policyholderswho use a network hospital for an inpatient stay.

➢ AO 21-08 (July 8, 2021) Regarding financial assistance for transportation, lodging, and meals provided by
a pharmaceutical manufacturer to certain patients potentially eligible for treatment with the
pharmaceuticalmanufacturer’sdrug.

➢ AO 21-07 (July 7, 2021) Regarding the use of a "preferred hospital" network as part of Medicare
Supplemental Health Insurance ("Medigap") policies, whereby an insurance company would contract
with a preferred hospital organization to provide discounts on the otherwise-applicable Medicare
inpatient deductibles for its policyholders and, in turn, would provide a premium credit of $100 off the
next renewal premium to policyholderswho use a network hospital for an inpatient stay.

https://oig.hhs.gov/compliance/advisory-opinions/21-10/
https://oig.hhs.gov/compliance/advisory-opinions/21-09/
https://oig.hhs.gov/compliance/advisory-opinions/21-08/
https://oig.hhs.gov/compliance/advisory-opinions/21-07/


OIG 2021 Advisory Opinions
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➢ AO 21-06 (June 29, 2021) Regarding a spinal implant manufacturer’s proposal to offer its products to
hospitalsat a reduced price if the hospitals agree to assume certain duties related to the products.

➢ AO 21-05 (May 20, 2021) Regarding the use of a "preferred hospital" network as part of Medicare
Supplemental Health Insurance ("Medigap") policies, whereby an insurance company would contract
with a preferred hospital organization to provide discounts on the otherwise-applicable Medicare
inpatient deductibles for its policyholders and, in turn, would provide a premium credit of $100 off the
next renewal premium to policyholderswho use a network hospital for an inpatient stay.

➢ AO 21-04 (May 19, 2021)Regarding the use of a "preferred hospital" network as part of Medicare
Supplemental Health Insurance ("Medigap") policies, whereby an insurance company would contract
with a preferred hospital organization to provide discounts on the otherwise-applicable Medicare
inpatient deductibles for its policyholders and, in turn, would provide a premium credit of $100 off the
next renewal premium to policyholderswho use a network hospital for an inpatient stay.

https://oig.hhs.gov/compliance/advisory-opinions/21-06/
https://oig.hhs.gov/compliance/advisory-opinions/21-05/
https://oig.hhs.gov/compliance/advisory-opinions/21-04/


OIG 2021 Advisory Opinions
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➢ AO 21-03 (May 17, 2021) Regarding the use of a "preferred hospital" network as part of Medicare
Supplemental Health Insurance ("Medigap") policies, whereby an insurance company would contract
with a preferred hospital organization to provide discounts on the otherwise-applicable Medicare
inpatient deductibles for its policyholders and, in turn, would provide a premium credit of $100 off the
next renewal premium to policyholders who use a network hospital for an inpatient stay.

➢ AO 21-02 (April 29, 2021) Regarding an investment by a health system, certain surgeons, and a
management company in an ambulatory surgery center.

➢ AO 21- 01 (March 23, 2021) Regarding a free drug provided by a pharmaceutical manufacturer to certain
patients to whom the manufacturer's drug has been prescribed.

https://oig.hhs.gov/compliance/advisory-opinions/21-03/


Special Fraud Alert: Speaker Programs 

https://oig.hhs.gov/fraud/docs/alertsandbulletins/2020/SpecialFraudAlertSpeakerPrograms.pdfBarrett Law, PA
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Certain OIG Work Plan Items
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OIG COVID FAQs

40Barrett Law, PA



Certain OIG Reports
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HHS Rule Restricting Use of 
Sub-Regulatory Guidance

HHS FCA Working Group

Certain CMS Announcements 
& Rule Changes



HHS: Use of Sub-Regulatory Guidance
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HHS FCA Working Group
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Proposals to Amend FCA
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➢ Chuck Grassley with bi-partisan support introduces “False Claims Act 

Amendments of 2021
➢ Proposed changes are in response to the Escobar case
➢ Good for whistleblowers

➢ If a defendant tries to rebut materiality, the defendant will have a higher burden 

of proof than the government or the relator

➢ If government declines to intervene and moves to dismiss the case (1) 
whistleblower has strong tools to challenge, and (2) can charge for burdensome 
discovery

➢ Protects post-employment retaliation 

➢ Administrative False Claims Act



CMS Terminates Certain SNF COVID Waivers
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CMS Resumes Hospital Surveys
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CMS Budget Justification
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CMS & Hospice Plan of Care
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CMS & Telehealth
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Stark & AKS

Electronic Health Records

Marketing

Medicare Advantage



Certain 2020 FCA Recoveries
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Certain Enforcement Actions
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➢Prime Healthcare Services & Two Doctors (July 2021)
➢ $37.5 million settlement

➢ Allegations include that Prime overpaid for a physician practice – was allegedly not commercially 

reasonable and exceeded fair market value - and entered into an employment agreement based on the 

volume or value of patient referrals

➢Akron General Health System (July 2021)
➢ $21.25 million settlement

➢ Allegations include that health system paid compensation in excess of fair market value to area 

physician groups to secure patient referrals

➢DME Enforcement Continues (Aug 10, 2021)
➢ Telemedicine company owner indicted in scheme involving $784 million in allegedly false billings

➢ Faces over 50 years in prison

➢ Similar arrangement as those in Operation Brace Yourself



Certain Enforcement Actions: EHR
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➢Practice Fusion (Jan 2020)
✓ $11.5 million civil settlement; $26 million+ criminal fines

✓ Deferred prosecution

✓ Allegations included kickbacks from opioid and pharma companies

✓ Misrepresenting software capabilities; Meaningful use payments 

➢Athenahealth, Inc. (Jan 2021)
✓ $18.25 million settlement

✓ Allegations include the Athena provided lavish gifts and payments to increase sales 

✓ Concierge Event program; Client Lead Generation program

➢CareCloud Health (April 2021)
✓ $3.8 million settlement

✓ Allegations include CareCloud provided existing clients cash equivalent credits, cash bonuses and 

percentage success payments to recommend it’s EHR products to prospective clients



Certain Enforcement Actions: Marketing
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➢Epsilon Data Management (Jan 2021)
➢ $150 million settlement to resolve criminal charge for selling millions of individuals’ information to 

perpetrators of elder fraud

➢ Entered into a DPA and agreed to implement significant compliance measures to safeguard 

consumers’ data and prevent sales to those engaged in fraudulent or deceptive marketing

➢ McKinsey & Company (Feb 2021)
➢ $573 million settlement 

➢ Global consulting firm

➢ Relating to advice provided on opioid marketing and sales strategies

➢5 Charged in $65M Nationwide Conspiracy (April 2021)
➢ Charges relate to orthotic brace orders using marketing call centers



Certain Enforcement Actions: Medicare Advantage
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➢Kaiser Permanente (July 30, 2021)
➢Government intervened in 6 six complaints alleging that 

members of the Kaiser Permanente consortium violated 

the False Claims Act by submitting inaccurate diagnosis 

codes for its Medicare Advantage Plan enrollees in order 
to receive higher reimbursement

➢ Prior McA cases



Any Questions/Thoughts/Comments
Lynn Barrett, Esq., CCP, CHC

Lynn@blhealthlaw.com
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