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THE EVOLVING COI LANDSCAPE
Awareness of and sensitivity to Conflicts of Interest (COI) in healthcare
has heightened exponentially over the last 15 years.
Media attention given to events and cases have brought COI to the
forefront of the minds of health care professionals and many
consumers.
As awareness has increased, regulators have intensified their calls for
transparency in relationships between health care providers and
health care industry vendors and suppliers.
The net effect requires a more vigilant response from health care
providers.1

Radinsky, Greg. The Top 10 Conflicts of Interest Developments Healthcare Professionals Need to Know About. 31 March 2014, HCCA
Compliance Institute – San Diego, CA

COI BACKGROUND & RESOURCES
1995:
 Conflicts of Interest in Research: Health and Human Services (HHS)
promulgated the current Public Health Service (PHS) regulations (also known
as the financial conflict of interest, or FCOI, regulations (42 CFR Part 50
Subpart F and 45 CFR Part 94):
 ``Responsibility of Applicants for Promoting Objectivity in Research for which Public Health
Service Funding is Sought’’, and
 ``Responsible Prospective Contractors.’’

2003: OIG Compliance Program Guidance for
Pharmaceutical Manufacturers2

COI BACKGROUND & RESOURCES
2005 – Present:
 Increasing number of significant settlements with pharmaceutical and device
manufacturers (see next slides) as well as with physicians related to
inappropriate marketing, sales, and distribution of goods and services to
Federal health program beneficiaries.

2008 Revised Codes of Ethics:
 Revised PhRMA Code of Ethics3 on interactions with HCPs that relate to the
marketing of products
 Revised AdvaMed Code of Ethics4 on interactions between companies and
HCPs for the safe and effective use of medical technologies
 Prohibits distribution of non-educational items
 Restrictions on company sponsored meals
 Additional guidance for speaking/consulting relationships
 Training and conduct of company representatives (on laws, regulations, and industry standards)
5

ProPublica: http://projects.propublica.org/graphics/bigpharma, accessed 3 March 2017

ProPublica: http://projects.propublica.org/graphics/bigpharma, accessed 3 March 2017

COI BACKGROUND & RESOURCES
2011: HHS published its final rule to amend the original 1995
regulations5. Major changes to the 1995 regulations include:





Lower financial disclosure thresholds
New conflict of interest training
New public accessibility requirements
Increased transparency for travel reimbursement

North Carolina General Statutes for Public Hospitals: Conflict of
Interest (§131E-14.2)6

PEW REPORT ON COI
2013: The Pew Charitable Trusts Task Force issues
recommendations on relationships with industry7

COI BACKGROUND & RESOURCES
Public Health Service (PHS) Funded Research
 Financial Conflict of Interest (FCOI) Policy8
 Safeguarding research objectivity
 Protecting human subjects and researchers exposed to COI
situations
 Enabling compliance with laws and regulations

 Regulations
 Responsibility of Applicants for Promoting Objectivity in Research
for Which PHS Funding Is Sought
 National Institutes of Health – FCOI Regulations
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COI BACKGROUND & RESOURCES

RESEARCH: FINANCIAL CONFLICTS OF INTEREST
“An Institution applying for or receiving NIH funding from
a grant or cooperative agreement must be in compliance
with all of the revised regulatory requirements no later
than 365 days after publication of the regulation in the
Federal Register, i.e., August 24, 2012, and immediately
upon making the Institution’s Financial Conflict of Interest
policy publicly accessible as described in 42 CFR part
50.604(a). Institutions must comply with the 1995
financial conflict of interest regulation until the Institution
fully implements all of the regulatory requirements of the
2011 revised regulation.” 8

HEALTH CARE’S APPROACH TO COI
April 2009, the Institute of Medicine (IOM) concluded, “the goals of
COI policies in medicine are primarily to protect the integrity of
professional judgment and to preserve public trust rather than to try to
remediate bias or mistrust after they occur”. 9
 With regard to clinical practice, the IOM found that “the risk of undue industry influence
… is significant”.

The NIH has stated “it is critical for [health care
organizations] to recognize that institutional conflicts of
interest exist, to establish an environment of vigilance
against the appearance of institutional conflicts of interest,
to identify such conflicts in a timely manner and to manage
such conflicts”. 10

PHYSICIAN PAYMENT
SUNSHINE ACT

“Open Payments”

SUNSHINE ACT GOAL
Peter Budetti, MD (former CMS Deputy Administrator for Program Integrity):
“You should know when your doctor has a financial relationship with the
companies that manufacture or supply the medicines or medical devices you
may need. Disclosure of these relationships allow patients to have more
informed discussions with their doctors.”

Source: Conflicts of Interest: The Compliance Officer’s Role in Assuring the Process of Disclosure is Effective; Sheryl Vacca, April 8,
2013

OPEN PAYMENTS PROGRAM INCREASES
TRANSPARENCY IN HEALTH CARE

SUNSHINE ACT ORIGINS AND
GOALS
Adopted as part of the Affordable Care Act of 2010
 42 USC 1302
 42 USC 1395hh

Final Rule issued February 8, 2013 (23 significant definitions!)
 42 CFR 403.900 – 910

Key Dates:





August 1, 2013: Transfers and ownerships TRACKING began
March 31, 2014: “Abbreviated” 5-month data provided to CMS
September 30, 2014: data was made public via dedicated CMS website
Future reporting cycles will include 12-months (January to December) of data
for the preceding calendar year, submitted “by” the 90th day of each year.
Source: Conflicts of Interest: The Compliance Officer’s Role in Assuring the Process of Disclosure is Effective; Sheryl Vacca,
April 8, 2013

PHYSICIAN PAYMENTS SUNSHINE
ACT
The National Physician Payment Transparency (Open
Payments) Program (NPPT), more commonly referred to as
the “Physician Payments Sunshine Act”, is a national disclosure
program created by the Affordable Care Act to “promote
transparency and accountability in the health care industry.”
Requires pharmaceutical, medical device, biological, and
medical supply manufacturers operating in the United States
to report to the Secretary of the United States Department
of Health and Human Services payments or transfers of
value that they made to covered recipients (physicians,
teaching hospitals) during the previous calendar year.
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PHYSICIAN PAYMENTS SUNSHINE
ACT
What Is Reported / Who Is Impacted?
“Transfers of Value” - Individual payments over $10 in value or payments that
exceed $100 in total annual value to:
 Physicians
 Doctors of medicine and osteopathy, dental surgeons, dentists, licensed chiropractors,
optometrists, podiatrists (consistent with Medicare statutory definition)
 Excludes residents

 Teaching Hospitals - Institutions that receive:
 Indirect medical education (IME)
 Direct graduate medical education (GME)
 Psychiatric hospital IME

Ownership Interests - Direct or indirect ownership interest of at least 5 percent
held by:
 Physicians
 Physicians’ Immediate Family Members

PENALTIES FOR NON-COMPLIANCE
CMS and OIG authorized to impose civil monetary penalties and both
will be charged with investigating failures to report
Strict Liability: $1000 - $10,000 per failure to report; aggregate
cap of $150,000
Level of Knowledge (parallels False Claims Act): $10,000 $100,000; aggregate cap of $1.15M
All Penalties are on the Reporting Entity!
Source: Conflicts of Interest: The Compliance Officer’s Role in Assuring the Process of Disclosure is Effective; Sheryl Vacca,
April 8, 2013
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