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T3H COI ALERT: Sunshine 
Expansion and 
International Influence

25th Annual Compliance Institute
Tuesday, April 20th

Agenda

• Leverage new COI data exploration to mitigate risk for your 
organization

• Provide expertise in Open Payments expansion and 
international espionage risk

• Develop "boots-on-the-ground" best practices to manage 
changes in compliance programs
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Today’s Presenters

• CJ Wolf:  Special Fraud Alert and Red Flags

• Rebecca Scott: Open Payments Expansion and 
International Intellectual Espionage Risk

• Andrew Hill:  COI Impact & Risk Management

Presented by
CJ Wolf, MD, CHC, CCEP, CIA, COC, CPC

Faculty, BYU-Idaho

Compliance Consultant

wolfcoding@aol.com
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OIG Fraud 
Alert –
November 
2020

“The Office of Inspector General (OIG) 
and Department of Justice (DOJ) have 
investigated and resolved numerous fraud 
cases involving allegations that 
remuneration offered and paid in 
connection with speaker programs 
violated the anti-kickback statute. The 
Federal government has pursued civil and 
criminal cases against companies and 
individual HCPs involving speaker 
programs.”

678 Million 
Reasons 
Why…
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Allegations Against Novartis

• Provided doctors with cash payments, recreational outings, 
lavish meals, and expensive alcohol to induce them to 
prescribe NOVARTIS cardiovascular and diabetes drugs 
reimbursed by federal healthcare programs.  

• NOVARTIS organized tens of thousands of sham educational 
events at high-end restaurants and other venues, paid 
exorbitant speaker fees to doctors who gave no meaningful 
presentations, and provided expensive meals and alcohol to 
doctor attendees and their guests.  

$225 Million 
Settlement
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Allegations Against Insys

• Insys began using “speaker programs” purportedly to increase 
brand awareness of Subsys through peer-to-peer educational 
lunches and dinners. 

• However, the programs were actually used as a vehicle to pay 
bribes and kickbacks to targeted practitioners in exchange for 
increased Subsys prescriptions

Insys Settlement

“Today’s settlement reaffirms our commitment 
to ensuring that companies pay a very heavy 
price for attacking vital government health 
programs.”

--Christian J. Schrank, 

Special Agent in Charge OIG HHS
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Not Just 
Companies…

Doctors Too…

11

12



7

More 
Doctors…

Fraud Alert

https://oig.hhs.gov/fraud/
docs/alertsandbulletins/2
020/SpecialFraudAlertSpe
akerPrograms.pdf
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Fraud Alert

• Speaker programs are generally defined as company-sponsored 
events at which a physician or other health care professional 
(collectively, “HCP”) makes a speech or presentation to other 
HCPs about a drug or device product or a disease state on behalf 
of the company. 

• The company generally pays the speaker HCP an honorarium, and 
often pays remuneration (for example, free meals) to the 
attendees.

Fraud Alert

• OIG is skeptical about the educational value of such programs. 
Our investigations have revealed that, often, HCPs receive 
generous compensation to speak at programs offered under 
circumstances that are not conducive to learning or to speak to 
audience members who have no legitimate reason to attend. 

• Such cases strongly suggest that one purpose of the 
remuneration to the HCP speaker and attendees is to induce or 
reward referrals. 

15

16



9

Fraud Alert

“…studies have shown that HCPs who 
receive remuneration from a 
company are more likely to prescribe 
or order that company’s products.”

Fraud Alert

JAMA Original Investigation
• November 3, 2020
• “Association Between Industry Payments to Physicians and 

Device Selection in ICD Implantation”
• Amarnath R. Annapureddy, MD; Shady Henien, MD, 

MBA; Yongfei Wang, MS; et al
• JAMA. 2020;324(17):1755-1764. doi:10.1001/jama.2020.17436

17

18



10

Fraud Alert

“Parties involved in speaker programs may be 
subject to increased scrutiny. These include any 
drug or device company that organizes or pays 
remuneration associated with the program, any 
HCP who is paid to speak, and any HCP 
attendees who receive remuneration from the 
company (e.g., free food and drink).”

Possible Red Flags

• The company sponsors speaker programs where little or 
no substantive information is actually presented

• Alcohol is available or a meal exceeding modest value 
is provided to the attendees of the program (the 
concern is heightened when the alcohol is free)

• The program is held at a location that is not conducive 
to the exchange of educational information (e.g., 
restaurants or entertainment or sports venues) 

19

20



11

Possible Red Flags

• The company sponsors a large number of programs on 
the same or substantially the same topic or product, 
especially in situations involving no recent substantive 
change in relevant information;

• There has been a significant period of time with no new 
medical or scientific information nor a new FDA-
approved or cleared indication for the product; 

Possible Red Flags

• HCPs attend programs on the same or substantially 
the same topics more than once (as either a repeat 
attendee or as an attendee after being a speaker on 
the same or substantially the same topic); 

• Attendees include individuals who don’t have a 
legitimate business reason to attend the program.
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Possible Red Flags

• The company’s sales or marketing business units 
influence the selection of speakers or the company 
selects HCP speakers or attendees.

• The company pays HCP speakers more than fair 
market value for the speaking service or pays 
compensation that takes into account the volume or 
value of past business generated or potential future 
business generated by the HCPs.

Open 
Payments
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Open Payments

Presented by

Rebecca Scott
Product Support Specialist & Success Manager

Rebecca.scott@healthstream.com

rebecca.scott@healthstream.com
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Open Payments

SUPPORT 
ACT 2018

• Substance Use-Disorder Prevention that 
Promotes Opioid Recovery and Treatments for 
Patients and Communities Act OF 2018

• Bi-partisan omnibus consisting of over 100 
individual Acts

• Section 6111: Fighting the Opioid Epidemic with 
Sunshine (FOES)

• Changes and expands reportable transfers of 
value to covered recipients

• Expands coverage to personnel
• Makes NPI numbers publicly available
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Who is Impacted?

• Drug and Device Manufacturers
• Teaching Hospitals
• Group Purchasing Organizations
• CMS
• Providers of all types
• Compliance Offices
• Risk Management
• Legal

Drug and Device Manufacturers and 
Group Purchasing Organizations

• Must track “transfers of value” made to “covered recipients”

• NEW for 2021!!

• Must include:

• Physician Assistants

• Nurse Practitioners

• Clinical Nurse Specialists

• Certified RN anesthetists & anesthesiologist assistants

• Certified nurse-midwives
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Nature of Payments 
Update 2021

• DEBT FORGIVENESS
• (student loans, loans between corporations and individuals, 
relocation loans)

• LONG TERM MEDICAL SUPPLY 
OR DEVICE LOAN

• (respirators, imaging equipment, surgical theaters, 
operatories)

• ACQUISITIONS
• (physician practices, stock, facilities)

Risk Assessment

• Do we know which 
equipment is on loan?

• Are we OK with Doc A 
seeing our loan to Doc B?

• Are we OK with the 
public knowing our debt?

Teaching 
Hospital: 

• Does everybody who 
needs an NPI number 
have one?

• What don’t we know 
about these newly-
covered recipients?

Compliance/Risk:

• Are all our outside 
relationships up to date?

• What about our medical 
directors and facility 
leases?

Legal:
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Timeline

BEGINNING JANUARY 1, 2021
Drug and Device manufactures will begin tracking payments and 
transfers of value for all covered recipients under both Sunshine and 
FOES.

BY JUNE 30, 2022
CMS will publicly publish results from 2021 tracking.

International 
Intellectual Property 
Espionage
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Looking Back

The Physician Payment Sunshine Act 

 Section 6002 of the Affordable care Act of 2010
 Open Payments Database live in 2014

Fighting the Opioid Epidemic with Sunshine (FOES)

 Section 6111 of the SUPPORT Act of 2018

2018 NIH Investigation

 Based on prior DOJ Investigation and Action (US vs. Zhu, Yudon et al)
 Grassley letter to NIH October 23, 2018 – demands information from NIH

December 2018 – Hearing on Chinese threats to national security

 FBI witness says Chinese “talent recruitment programs” that “encourage the theft of 
intellectual property from U.S. institutions”

January 2019 – Letter received from NIH

 Tasks the Advisory Committee to the NIH Director (ACD) Working Group on Foreign Influences on Research Integrity, which 
makes recommendations on foreign influence and risk in publicly-funded research

Advisory 
Committee 

to the Director 
(ACD)

 42 U.S.C. 217a, section 222 of 
the Public Health Service Act

 Establishes Working Group

 Publishes Final Draft December 
2018
 Recommends:

• Communication
• Update Policies (disclosures, 

specifically foreign support)
• Broad educational campaign

 June 2019 Working Group 
Update

• Same as December 2018
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Impact Across the Market

 2015 FBI Counterintelligence Division handout argued that recruiting 
scientists through programs such as Thousand Talents allows China to 
"benefit from years of scientific research conducted in the United States" 
and "severely impacts the U.S. economy." (Science, April 19, 2019)

 5 well known academic institutions 

 DHHS PHS NIH sends roughly 10,000 letters in August 2018
Inappropriate influence is not limited to biomedical research; 
it has been a significant issue for defense and energy research…

Headlines
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The New York Times quote

“They’re taking an unbelievably heavy-
handed approach to this. There is no 
compliance training on these forms. It’s 
just a form you get every year. Until 
very recently, nobody paid any 
attention to this stuff. Now they’re 
cracking the whip and they’re treating 
these people like felons.”

Peter Zeidenberg
Arent Fox

AAU 
Announces 
Best 
Practices

 Awareness building, training, coordination

 Review of foreign gifts, grants, contracts, collaborations

 Review of faculty foreign financial interests, affiliations

 Protection of data, cybersecurity

 Protection of IP, technology control plans

 Interactions with federal security, intelligence services

 Foreign travel safeguards; safeguards for visitors

 Export control compliance
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Seven 
Elements of 
an Effective 
Compliance 
Program

1. Implementing written policies and procedures

2. Designating a compliance officer and 
compliance committee

3. Conducting effective training and education

4. Developing effective lines of communication

5. Conducting internal monitoring and auditing

6. Enforcing standards through well-publicized
disciplinary guidelines

7. Responding promptly to detect problems and 
undertaking corrective action

Other Potential Concerns

 Are internal disclosures updated to reflect the newly-included covered 
recipients?

 Are we asking the right questions, given NIH’s warnings and DOJ’s actions 
regarding international influence/risk?

 Are we educating our new covered recipients about Open Payments?
 Are we leveraging internal reports to find out what we don’t know about 

our workforce and their outside activity?
 How will we avoid surprises, and potential legal, reputational, and financial 

risks before June 2022?
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Government Enforcement Actions

• More than $2M recovered from covered 
recipients and teaching hospitals in Q1 
Calendar year 2020 due to False Claims 
Act and STARK Law violations

 DOJ arrests and jail time

 Debarment

 Deportation

Presented by

Andrew Hill
Compliance Analyst

Andrew.hill@uky.edu

rebecca.scott@healthstream.c
om
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Conflict of 
Interest 
Reporting –
Develop Your 
Program

• Appoint a Conflict Manager to oversee day-to-day 
monitoring plan

• Reviewing disclosed potential conflicts

• Conducting investigations

• Creating management plans

• Create well-defined policies

• Determine reporting limits 

• How much outside activity is too much?

• Provide faculty and staff with clear expectations and 
definitions

• “What is honoraria?”

Conflict of Interest Reporting – Develop Your 
Program

• Determine the frequency of reporting
• Annual? Biannual? Continuous?
• Update existing disclosure? Provide new disclosure for each new conflict?

• Construct an effective questionnaire
• Broad questions vs specific inquiries
• Revise!!

• Decide on a management tool
• Understand your reporting population
• Electronic vs paper
• Databases vs spreadsheets
• What can be simplified using the proper tool?
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COI Technology 
Enablement

Electronic COI management systems can be 
used to simplify the COI reporting process –
and ultimately the investigation process – for 
managers and researchers.

• Electronic conflict reporting options

• Centralization of management processes

• Integration with publicly reported 
databases

Conducting 
Investigations

Sometimes the most obvious resources are the best

• Ask the Googles!

• Industry websites

• Dr. C and ABC Pharmaceuticals

• What do they do? 

• How does it relate to Dr. C’s research or 
specialty? 

• Has Dr. C spoken on their behalf? 
Mentioned them in lectures?
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Conducting Investigations

• Doctor’s history, research and publications

• What are the recurring themes and how do they relate to outside interests?

• Who has the doctor worked with in the past? How might they be involved?

• Institutional records

• Is there a record of the doctor being granted permission for the work they’re 
doing?

• Do we have other business agreements in place and how do they relate?

Reporting

• Once investigations are concluded, how do you 
share the information?

• Who is the audience?

• What is the frequency?

• Where at your institution does the management 
plan “live”?
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Management 
Plans

1. Minimal Risk- once disclosed, activity can 
continue without significant management or 
concern

2. Perceived or Potential Conflict – once 
disclosed, activity can continue, but with 
written guardrails and agreements

3. Conflict of Interest – once disclosed, activity 
may or may not continue with a 
management plans in place

Conflict of Interest

Activity Management Plan?

Incoming department chair owns controlling 
interest in pharma drug (brand name), wishes to 
do clinical trial using drug

Advise chair to swap interest, divest entirely, or 
forego clinical trial 

Surgeon, who is also department chair, wishes to 
hire spouse as surgeon

Nepotism. Disallow, or follow institutional process 
for exceptions, or have chair step down

Provider consults for pharma and accepts 
$170,000/year in “honoraria”  (almost exceeds 
salary)

Monitor prescribing practices, or treat honoraria as 
income, or disallow as income

Addiction researcher/provider has opened a 
community clinic

Disallow,  or refer to non-compete, or inform 
research personnel, or…?  Corrective Action?
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Management Plan Monitoring

• Depending on the size and scope of your organization, monitoring your 
management plans could become unruly.  

• Where do the plans “live”?  
• Central, division, department, college, enterprise?
• How often are they reviewed?
• Who is responsible for the review?
• What is the process in the event of non-compliance?

Audit 
Approaches

• Baseline Audit – establish a set of benchmarks for future 
comparison

• Concurrent Audit – could identify problems as they arise
• Review travel documents/absence records
• Google employee name plus “presentations” or 

“speaker”
• Random unannounced interviews using a pre-planned 

check-list
• Could lead to a …..

• Retroactive Audit – review of past activity as suggestion of 
future behavior

• Prior submissions on Open Payments or Dollars for Docs
• Past management plan violations
• Random/snowball/simple sample audits
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COI 
Management 
Plan Steps

Disclosure Review Escalation

Investigation Management Plan Management Plan 
Monitoring

Management Plan 
Auditing Assessment Recommendations

Planning

Questions?

• CJ Wolf: wolfcoding@aol.com

• Rebecca Scott: rebecca.scott@healthstream.com

• Andrew Hill: andrew.hill@uky.edu
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