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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

3. 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 
▪ 2020 OIG Advisory Opinions
▪ Special Fraud Alert: Speaker Program
▪ Certain OIG Work Plan Updates
▪ COVID Frequently Asked Questions (FAQs)

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

Sub-regulatory Guidance
❑ HHS FCA Working Group
❑ Certain Physician Fee Schedule Changes
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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
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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/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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� 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
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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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� Is the program being implemented effectively? 

� Is the program adequately resourced and empowered to 
function effectively?

Barrett Law, PA
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� Some important questions that will be asked:

� Why did the entity set up the program the way it did and has it evolved over time?
� Are the risk assessments “snapshots” of the entity or based on continuous access to operational 

data which are periodically reviewed?
� Have these periodic reviews resulted in updates to policies, procedures and controls?
� Do the assessments incorporate “lessons learned”?

� Are the entity’s policies and procedures in a searchable format? 
� Does the entity use technology for measuring the reporting and tracking of compliance hotline 

calls and other compliance complaints?
� Is there an evaluation of training effectiveness and can employees raise questions?
� Are third parties being used and why? 
     Is there oversight of third parties?

Barrett Law, PA
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� Corporate Integrity Agreements
� E.g., Novartis

� Government Take-Downs
� E.g., “Operation Rubber Stamp”
� $4.5 billion kickback scheme involving telemedicine & marketing 

schemes

� FIFA Bribery Scheme & Deferred Prosecution Agreement (DPA)
� “breathtaking effort”
� “Immediately took a cooperative tack”
� “Model” compliance behavior

� DOJ Antitrust Division looking for “Gold Standard Compliance Program”
� Strength of compliance program could lead to DPAs
� Such a program has not yet been found

Barrett Law, PA

This Photo by Unknown Author is licensed under CC BY-SA

http://www.thebluediamondgallery.com/handwriting/i/integrity.html
https://creativecommons.org/licenses/by-sa/3.0/
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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

20Barrett Law, PAAvailable at: https://www.justice.gov/opa/press-release/file/1354316/download



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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� Pandemic –Related Fraud
� Opioids
� Fraud Targeting Seniors
� Electronic Health Records
� Telehealth
� Cybersecurity

Barrett Law, PA

This Photo by Unknown Author is licensed 
under CC BY-SA

http://striking-notes.blogspot.com/2011/02/priorities.html
https://creativecommons.org/licenses/by-sa/3.0/
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� Medtronic USA, Inc. (Oct 2020)
✔ $9.2 million settlement
✔ Allegations include kickbacks to neurosurgeon ($8.1 million)

and Open Payments Program violations ($1.11 million)
✔ Carnival Brazilian Grill

� Charlene Keller Fullmer (Feb 2021)
� Reportedly stated that Open Payments Program violations may be included in global 

settlements and that DOJ may make more proactive use of Open Payments data 

Barrett Law, PA

This Photo by Unknown Author is licensed under CC BY-SA-NC

http://geekdoctor.blogspot.com/2014/08/sunshine-actconflict-of-interest.html
https://creativecommons.org/licenses/by-nc-sa/3.0/
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Advisory Opinions

2020 Advisory Opinions

Special Fraud Alert: Speaker Programs

AKS Final Rule PBMs

Certain 2021 OIG Work Plan Additions

OIG COVID FAQs



OIG’s Advisory Opinions
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“In accordance with section 1128D(b) of the Social Security Act (42 U.S.C. 1320a-7d(b)) and 42 
CFR part 1008, OIG issues advisory opinions about the application of OIG's fraud and abuse 
authorities to the requesting party's existing or proposed business arrangement. As required by 
the statute, these advisory opinions are being made available to the public through this OIG 
Web site.

One purpose of the advisory opinion process is to provide meaningful advice on the application 
of the anti-kickback statute and other OIG sanction statutes in specific factual situations. 
Please note, however, that advisory opinions are binding and may legally be relied upon only by 
the requestor. Since each opinion will apply legal standards to a set of facts involving certain 
known persons who provide specific statements about key factual issues, no third parties are 
bound nor may they legally rely on these advisory opinions.”

https://oig.hhs.gov/compliance/advisory-opinions/index.asp

Barrett Law, PA



OIG 2020 Advisory Opinions
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� AO 20-01 (01-13-2020) regarding a hospital's provision of discounted training to a specified fire 
department's personnel at the hospital's facility

� AO 20-02 (01-22-2020) regarding financial assistance for travel, lodging, and other expenses provided by 
a pharmaceutical manufacturer to certain patients prescribed the manufacturer's drug

� AO 20-03 (07-01-2020) regarding an arrangement under which a discount medical plan organization 
("DMPO") pays chiropractors and chiropractic clinics a fee for each new DMPO member referred by the 
chiropractor or chiropractic clinic

� AO 20-04 (07-24-2020)  regarding a charitable organization's proposal to purchase or receive donations of 
unpaid medical debt owed by qualifying patients from certain types of health care providers and then 
forgive that debt

� AO 20-05 (09-23-2020) regarding a pharmaceutical manufacturer's proposal to provide cost-sharing 
assistance directly to Medicare beneficiaries who are prescribed either of two formulations of its drug



OIG 2020 Advisory Opinions
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� AO 20-06 (12-23-2020) regarding a management company's provision of below fair market value 
Medicaid enrollment application assistance services to certain individuals and affiliated skilled nursing 
facilities' payments for those services in particular circumstances regarding a hospital's provision of 
discounted training to a specified fire department's personnel at the hospital's facility

� AO 20-07 (12-28-2020) regarding a web-based platform where health care facilities and clinicians would, 
in particular circumstances, remit to patients and the patients' payors a portion of the claims for certain 
services for which payment may be made by the Medicare program as a secondary payor

� AO 20-08 (12-30-2020) regarding a federally qualified health center’s proposal to offer gift cards to 
incentivize certain pediatric patients to attend rescheduled preventive and early intervention care 
appointments

� AO 20-09 (12-32-2020) regarding a program where a pharmaceutical manufacturer provides financial 
assistance for travel, lodging, and other expenses to certain patients prescribed the manufacturer's drug



Special Fraud Alert: Speaker Programs 
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OIG Discount Safe Harbor Changes

https://oig.hhs.gov/fraud/docs/alertsandbulletins/2020/SpecialFraudAlertSpeakerPrograms.pdfBarrett Law, PA

� November 30, 2020 Final Rule

� Amends Discount Safe Harbor to eliminate protection for 
drug discounts and rebates offered by pharmaceutical 
manufacturers to pharmacy benefit managers (PBMs), 
Medicaid MCOs, and Medicare Part D sponsors

� Creates 2 new safe harbors:
� Point-of Sale Safe Harbor
� PBM Service Fees Safe Harbor



Certain OIG Work Plan Items
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OIG COVID FAQs
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HHS Rule Restricting Use of 
Sub-Regulatory Guidance

HHS FCA Working Group

Certain CMS Rule Changes



HHS: Use of Sub-Regulatory Guidance
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HHS FCA Working Group
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Certain Provisions in CMS 
2021 Final Physician Fee Schedule Rule
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� Non-Physician Practitioners
� Pharmacists may provide services on an incident-to basis
� NPPs may supervise diagnostic tests
� Physicians and NPPs may review and verify medical record notes

� Telehealth
� Until 12/31/2021 or the end of the PHE, direct supervision can be 

provided using real-time, interactive audio-visual technology
� Until 12/31/2021, certain audio-only assessments are permitted
� Nursing facility subsequent care visits were reduced from once 

every 30 days to once every 14 days
� New permanent telehealth services



Certain Provisions in CMS 
2021 Final Physician Fee Schedule Rule
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� E/M Codes
� Coding based solely on medical decision making (MDM) or based 

solely on time 
� Changes apply to outpatient E/M office visits (99202 – 99215)
� Changes do not apply to inpatient services
� Documentation of histories and assessments should continue 
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Pharmaceutical Companies

Electronic Health Records

Marketing

Yates & Individual 
Accountability



Certain 2020 FCA Recoveries
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� Certain recoveries include:

� $591 million Novartis Pharmaceuticals Company –  involves speakers bureaus

� $148 million combined from Novartis & Gilead Sciences – involves patient copayments

� $145 million from Practice Fusion  - involves EHR software
 
� $41.6 million from UTC Laboratories – involves genetic testing

� $37 million from ResMed – involves DME

� $13 combined from four foundations – involves patient assistance programs

Barrett Law, PA



Certain Enforcement Actions: Pharma
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� Novartis (July 2020) (2 actions)
� $678 combined million settlement
� Allegations include that Novartis operated a sham speakers program pursuant to which it paid over 

$100 million to physicians to induce them to prescribe certain drugs

� Gilead (Sept 2020)
� $97 million settlement
� Allegations included that Gilead used CVC as a conduit to pay

the copayments of thousands of Medicare patients taking
Letairis



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



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



Certain Enforcement Actions: Yates
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� Owner of Texas Chain of Hospice Companies (Dec. 16, 2020)
� 20 year prison sentence & $120 million in restitution
� Allegations included telling thousands of patients with long-term incurable illnesses that they had 

less than 6 months to live and enrolling them in hospice programs

� Owner of Providence Home Health and Providence Hospice (Dec. 10, 2020)
� $1.05 million settlement; 5-year exclusion 
� Allegedly paid kickbacks for referrals of Medicare patients

� Payments to medical director allegedly exceeded FMV
� Allegedly identified a physician who was said to have been 
     the attending physician – but he was incarcerated at the time

� Owner of Brace Companies (Nov. 16, 2020)
� Pled guilty; $16.5 million pay-back 
� Faces up to 5 years in prison and up to $250,000 in fines



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

Lynn@blhealthlaw.com
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