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Agenda

» About Yale New Haven Health System

» Conflict of Interest (COl)

» CMS Open Payments & OIG Special Fraud Alert
» Hypothetical “Real World” COIl Scenarios

» Questions/Comments
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VISION, MISSION AND VALUES

VISION

Yale New Haven Health
enhances the lives
of the people we serve
by providing access to high value,
patient-centered care in collaboration
with those who share our values.

MISSION

Yale New Haven Health is committed to innovation
and excellence in patient care,
teaching, research and service to our communities.

VALUES

e Who we are

= What we are about
and stand for

e HOW We are successful
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Yale New Haven Health System (YNHHS) / Snapshot

Five Hospitals

Yale New Haven Hospital, Bridgeport Hospital, Greenwich Hospital,
r Lawrence + Memorial Hospital, Westerly Hospital
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Our Scope

Assigned Users: 4,150 individuals

YV VYV VY VYV

Who We Survey at YNHHS?

Employed medical staff members
Medical Staff Members with an administrative role
Key Executives
Directors and Above
Employees with grant writing responsibility
Prospective NEMG physician hires
Trustees and Board Members
Members of the following Committees:
* Pharmacy & Therapeutics (P&T)
® Formulary Integration (FIC)
= (Clinical Governance (CGC)

Conflict of Interest Policies:
> Covered Individuals
> Trustees

>

Individuals in the following Departments:

Pharmacy

Development Office

Legal & Risk Services Department

Supply Chain

Office of Privacy & Corporate Compliance

Center for Emergency Preparedness and Healthcare
Solutions (CEPHS)

Center for Outcomes Research and Evaluation (CORE)
Grants Resource Office



COIl Refresher

Do you see a conflict of interest?

“Try this—I just bought a bundred shares.”

What are types of conflicts are you managing?



CMS Open Payments
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OIG Special Fraud Alert (Nov 2020)
Fraud & Abuse related to Speaker Programs

— Majority of investigated and resolved fraud cases identified drug and
device companies:

» Selected high-prescribing HCPs to be speakers and rewarded them with lucrative
speaker deals

» Conditioned speaker remuneration on sales targets

* Held speaker programs at high-end restaurants, entertainment venues or during
recreational events or otherwise in a manner not conducive to an educational
presentation

» Invited an audience of HCP attendees who had previously attended the same
program or HCPs friends, significant others, or family members who did not have a
legitimate reason to attend the program

Do you allow your employees to participate in Speaker

Bureaus?
Do you prohibit any other industry interactions?




The Risk is Reall!
51 Months in Federal Prison

Department of Justice

U.S. Attorney’s Office — District of Rhode Island
U.S. Attorneys » District of Rhode Island » News

Department of Justice
U.S. Attorney’s Office

District of Rhode Island

FOR IMMEDIATE RELEASE Friday, March 9, 2018

Doctor Sentenced for Healthcare Fraud, Accepting Kickbacks to
Prescribe Highly Addictive Version of Fentanyl

PROVIDENCE, RI — Dr. Jerrold N. Rosenberg, 63 of Warren, the operator of a now-defunct pain
management practice in Rhode Island, was sentenced today to 51 months in federal prison for committing
healthcare fraud and for conspiring to solicit and receive kickbacks in return for prescribing the drug
Subsys, a fast-acting, powerful, and highly-addictive version of the opioid drug Fentanyl.

“Rosenberg admitted that, between 2012 and 2015, he conspired with Insys officials to receive kickbacks, in
the form of purported speaker fees, from the manufacturer of the spray. Rosenberg admitted that he accepted
these payments, which totaled over 5188,000. Rosenberg admitted that the speaking fees he received from
Insys were a significant motivating factor in his decision to prescribe Subsys to his patients.”

https://www.justice.gov/usao-ri/pr/doctor-sentenced-healthcare-fraud-accepting-kickbacks-prescribe-highly-addictive-version



The Risk is Reall!
$678 Million Settlement

Department of Justice
U.S. Attorney’s Office — Southern District of New York

FOR IMMEDIATE RELEASE Wednesday, July 1, 2020

Acting Manhattan U.S. Attorney Announces $678 Million
Settlement Of Fraud Lawsuit Against Novartis Pharmaceuticals
For Operating Sham Speaker Programs Through Which It Paid

Over $100 Million To Doctors To Unlawfully Induce Them To
Prescribe Novartis Drugs

Novartis Admits to Certain Conduct Alleged in the Lawsuit and Agrees to Strict
Limitations on Its Ability to Conduct Future Speaker Programs

(& Programs = SS to Physicians
Education was NOT Provided
Provided Exorbitant Meals/Top Shelf Alcohol
Selected High-Volume Prescribers
CIA Now Permits Novartis to ONLY Hold Virtual Events, Due to Misconduct

https://www.justice.gov/usao-sdny/pr/acting-manhattan-us-attorney-announces-678-million-settlement-fraud-lawsuit-against



Hypothetical “Real World” COIl Scenario
COl Case #1

» You receive an anonymous hotline call that 250 employees
showed up to a department retreat with a customized t-shirt.
The caller overheard that the Director’s brother owns the t-
shirt company and talked the Vice President into using their
company.

» When you review the Director’s COIl form, she did not disclose
this familial relationship.

Discussion Topics

» What are your next steps?

» Does your organization have a documented purchasing process?
» Does the purchase amount matter?

» What type of Management Plan do you provide this employee?
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Hypothetical “Real World” COI Scenario
COI Case #2

» You are reviewing your annual COIl forms and a full-time,

employed Key Executive and APRN discloses the following:

» Part owner of a for-profit company which specializes in
therapy solutions and programs.

» Employee devotes 75 days/year and receives a 6-figure
annual compensation.

» Speaks at a conference for a medical device company

» This company is a vendor for your organization.

Discussion Topics

» What other information do you need?
» Can this conflict be managed?
» Any secondary commitment concerns?
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Hypothetical “Real World” COIl Scenario

COIl Case #3

» A practice manager at one of the physician practices sends you an email that
a physician was requesting that one of the Physician Assistants in the
practice to refer her patients to his ambulatory surgery center, which is
located down the street. The practice manager shares that he has received
calls from patients asking for the ambulatory surgery center’s phone number.

» You review the physician’s disclosure and noticed the only disclosure is for
consulting services with a pharmaceutical company.

Discussion Topics

What other information do you need?

When do you involve legal in your risk assessment?

Do you allow employees to start a competing business?

Does it make a difference if the employee is a physician or not?

VVYVY

14



How Ap You ensure
standardization when
managing conflicts?
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COIl Decision Trees

» Role-based mapping
approach, intended to create
consistency in both the review S S oI
and management of like
disclosures

» The Covered Individual (Cl)
COIl Committee’s purpose is to
review complex situations and
provide advice and
consultation to Compliance
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Questions / Open Forum
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