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Conflicts of interest can be found
throughout the US Healthcare System.

The Boston Globe D1 PROPUBLICA
Brigham President resigns from Memorial Sloan Kettering
Moderna Board after Conflict of Leaders Violated Conflict-of-
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Conflict of Interest - Definition
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Actual Conflict of Interest
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Appearance of Conflict of Interest
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Conflict of Interest: Enforcement
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Conflict of Interest: Enforcement
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Conflict of Interest: Enforcement
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Compliance and Conflicts of Interest

Health care organizations need a robust COI policy.
They also need to collect and manage conflicts disclosures.

COI Program Best Practices
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Most organizations have documented conflicts—
but are unaware of them.
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COIl Focus Area - Research

HHS regulation 42 CFR Part 50 Subpart F, Promoting Objectivity in

Research (FCOl regulation)

Establishes standards that provide a reasonable expectation that
the design, conduct, or reporting of NIH-funded research will be
free from bias resulting from any Investigator’s conflicting

financial interest.

NIH requires recipient institutions and their investigators to fully

comply with all FCOI requirements.
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COIl Focus Area - Research
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COIl Focus Area - Research

Studies show non-disclosure and under-disclosure of
conflicts of interest by physicians are discovered often.
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COIl Focus Area - Relationships with Industry
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Special Fraud Alert: Speaker Programs
November 16, 2020
L Introduction
This Special Fraud Alert highlights the fraud and abuse risks associated with the offer,
payment, solicitation, or receipt of remuneration relating to speaker programs by

pharmaceutical and medical device companies. For purposes of this Special Fraud Alert,
real rograms are generally defined as compa nonsored events at which a
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Health System Exposure to Industry Payments:
A real example.

Areview of Open Payments data for affiliated providers at
A medium-sized hospital system (2018 - 2022)

* $24 million in consulting payments to physicians
+ $15.1 million for travel, entertainment, food and beverage
* $49 million for faculty, speaking and other related fees
» $102,387 for “gifts” including unspecified $14,000 gift
* $47.4 million in ownership/investment interests

* $8,700 - the most expensive single food payment for a single provider
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Where Conflicts of Interest and Compliance Meet -
Outside Interests

Relationships between employees, contractors and their non-industry
business interests carry the same risks and are the hardest to detect.

Common Types of Outside Interests:

Notice:
* Physician Owned Distributorships (PODs) POD Ownership
. Investm‘ents in health care business ventures Aerraen will
+ Consulting arrangements become publicly

* Ownership of other medical businesses
» Ownership of hospital/clinic vendors and
suppliers

available in June
2024.
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Compliance Program Expectations - COI

Most organizations have documented conflicts,
but they are unaware of them.
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Compliance Program Expectations - COI

Combine data sets to identify risk.

. | . | .

* Material undisclosed relationships
= + Material relationships between employees/contractors and vendors
* Identify potential COI before onboarding
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Compliance Program Expectations - COI

Employee Contractor A

Disclosure @ = = = = = = = = = = = = — — = =

Statements Compliance and
procurement should
be aware of this
relationship.

Vendor / Supplier/
Third Party Data

Dr. Smith discloses Acme POD is a
ownership in Acme supplier of surgical
POD equipment
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Compliance Program Expectations - COI

Compliance and procurement
Public Records/ should be aware of non-

Open Payments/ disclosure and vendor Vendor/ Supplier/

Corporate \ relationship. / Third Party Data

A A

N\ 7/

S Employee 4

Acme Surgical Acme Surgicalis a

discloses $55K in \ antractor / supplier of surgical
payments to Dr Jrsclosure equipment
Smith Statements
. Dr. Smith has no
* conflixis COI Disclosures
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Compliance Program Expectations - COI

Technology plays a critical role in healthcare fraud investigation, compliance and
enforcement. Vast data sets generated by the healthcare industry guide agency
decisions at all stages of enforcement.
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Compliance Program Evaluation
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Thank You!
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