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Everything Under the Sun(shine)

Polling Question #1

How would you rate your knowledge of the Sunshine (payment 
transparency) laws and data?

a. I know nothing

b. I know a little

c. Semi-pro

d. Pro All-Star
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Presented by

CJ Wolf MD, CHC, CPC, COC, CCEP 

Healthicity | Senior Compliance Executive 
cj.wolf@healthicity.com

Disclaimer: Nothing in this presentation should be construed as legal advice nor relied upon as legal expertise.

Mining the Data
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Polling Question #2

Which statement best describes your organization’s policy on 
physician acceptance of gifts from industry (eg, Pharma, MedDevice, 
etc.)?

a. All gifts, even minimal value, are strictly prohibited

b. Occasional gifts of “small” value are allowed

c. Gifts area allowed if approved through an existing policy/procedure

d. There are no prohibitions associated with gift acceptance at all
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Nature of Payment:  Gift

Nature of Payment:  Gift
Device or Drug Name
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Nature of Payment:  Gift
Frequency of Events (same physician)

Nature of Payment:  Travel
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Nature of Payment:  Travel
City, State, Country of Travel

Nature of Payment:  Travel
Frequency (same physician)
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Nature of Payment:  
Entertainment

Polling Question #3

Which statement best describes your organization’s policy on 
physician acceptance of food and beverage from industry (eg, 
Pharma, MedDevice, etc.)?

a. All food and beverage, even minimal value, is strictly prohibited
b. Occasional, reasonable food and beverage is allowed if 

accompanied by product education or training
c. Food and beverage is allowed if approved through an existing 

policy/procedure
d. There are no prohibitions associated with food and beverage at all
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Nature of Payment: Food 

Nature of Payment:  Food
Frequency (same physician)
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Polling Question #4

Which statement best describes your organization’s policy on a 
physician’s ordering and use of a product or drug that he or she 
has financial interest in?
a. It is strictly prohibited and physicians attest to following the 

policy and we use/audit available data to confirm accuracy
b. It is prohibited and physicians attest to following the policy
c. There is a general understanding it is prohibited but no policy 

or procedure to monitor compliance
d. Physicians are free to order or use products and devices they 

have a financial interest in

Nature of Payment:  
Royalty or License
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Nature of Payment:  
Ownership

Polling Question #5

Is conflict of time or commitment a part of your organization’s COI 
compliance program?

a. Yes

b. No

c. Somewhat, but it’s not a mature part of the program



3/14/2019

11

Nature of Payment:  Honoraria
Multiple, same day, possible threshold

Nature of Payment:  Consulting
Frequency, possible conflict of commitment, retainer?
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Questions?
cj.wolf@healthicity.com

Disclaimer: Nothing in this presentation should be construed as legal advice nor relied upon as legal expertise.

The image part with relationship ID rId2 was not found in the file.

Mitigating Risk
Investigations, Management Plans, 

and Auditing
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The image part with relationship ID rId2 was not found in the file.

Presented by
Andrew Hill
UK HealthCare
Compliance and Privacy Analyst
ahhill0@uky.edu

Disclaimer: Nothing in this presentation should be construed as legal advice nor relied upon as legal expertise.

The image part with relationship ID rId2 was not found in the file.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 with clear expectations and definitions

• “What is honoraria?”
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The image part with relationship ID rId2 was not found in the file.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
• Electronic vs paper
• Databases vs spreadsheets
• What can be simplified using the proper tool?

The image part with relationship ID rId2 was not found in the file.

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
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The image part with relationship ID rId2 was not found in the file.

COI Management Plan Steps

• Disclosure
• Review
• Escalation
• Investigation
• Management Plan
• Management Plan Monitoring
• Management Plan Auditing
• Assessment
• Recommendations
• Planning

Disclosure

Review

Escalation

Investigation

Management 
Plan

Management 
Plan Monitoring

Management 
Plan Auditing

Assessment

Recommend
ations

Planning



3/14/2019

16

The image part with relationship ID rId2 was not found in the file.

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?

The image part with relationship ID rId2 was not found in the file.

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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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?

The image part with relationship ID rId2 was not found in the file.

Questions?
ahhill0@uky.edu

Disclaimer: Nothing in this presentation should be construed as legal advice nor relied upon as legal expertise.
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The image part with relationship ID rId2 was not found in the file.

What will the sun(shine) on next?
CMS’s Open Payments Database Expansion

The image part with relationship ID rId2 was not found in the file.

Presented by
Rebecca Scott, MS

UK HealthCare
Privacy/Compliance Manager
rebecca.scott@uky.edu

Disclaimer: Nothing in this presentation should be construed as legal advice nor relied upon as legal expertise.
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The image part with relationship ID rId2 was not found in the file.

Polling Question #6

Are you very familiar with the SUPPORT Act of 2018?
a. Yes, I’m sick of hearing about it.
b. I’ve heard of it, but am not familiar with it.
c. No, this is brand new to me.

The image part with relationship ID rId2 was not found in the file.

Grassley, Brown, and Blumenthal

“The opioid epidemic has taught us a terrible lesson: 
without full transparency, pharmaceutical companies can 
operate under the cover of darkness, possibly using gifts 
and payments to influence the prescribing practices of 
medical professionals like nurse practitioners and physicians 
assistants. That’s why it is absolutely essential that 
pharmaceutical companies disclose gifts and payments 
made to additional health care providers who prescribe 
opioids and other drugs – not just doctors.” 

Senator Richard Blumenthal (D-CT)
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The image part with relationship ID rId2 was not found in the file.Fighting the Opioid Epidemic with 
Sunshine Act of 2018
• Introduced May 2018
• Proposed effective date of January 1, 2020
• Related legislation: HEAL Act, CRIB Act, SUPPORT Act, 

TeleCAST Act, Opioid Addiction Treatment Programs 
Enhancement Act, Securing Flexibility to Treat Substance 
Use Disorders Act, Help for Moms and Babies Act, 
Assessing Barriers to Opioid Use Disorder Treatment Act, 
Building Capacity for Family-Focused Residential 
Treatment Act, Comprehensive Screenings for Seniors Act 
of 2018, etc…

The image part with relationship ID rId2 was not found in the file.

SUPPORT ACT

Substance Use-Disorder Prevention that Promotes Opioid 
Recovery and Treatment for Patients and Communities Act
• Massive set of opioid crisis Acts
• More than 170 titles
• Signed into law October 25, 2018
• Section 6111: Fighting the Opioid Epidemic with Sunshine 

(FOES?)
• Grassley, Brown, and Blumenthal repackaged
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The image part with relationship ID rId2 was not found in the file.

• Sunshine Act

• Physicians (SSA)
• Doctors, surgeons, DDS, DDM, 

Optometrists, Podiatrists, 
Chiropractors

• Teaching Hospitals

• FOES

• Physician Assistants
• Nurse Practitioners
• Clinical Nurse Specialists
• Nurse Anesthetists
• Certified Nurse Midwifes

Covered Recipients

The image part with relationship ID rId2 was not found in the file.

Cloudy Conditions

• What about APRN’s and other providers who don’t bill 
Medicare?

• What about the newly covered recipients who don’t have 
NPI’s?

• What about practices that don’t bill Medicare 
electronically (non-HIPAA covered entities?)

• What about device companies who don’t produce or sell 
drugs?

• What is the effective date for FOES?  
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The image part with relationship ID rId2 was not found in the file.

Effective Date

Amendment of section by section 6111(a)(1) of Pub. L. 115–
271 applicable with respect to information required to be 
submitted under this section on or after Jan. 1, 2022.

However: 

The image part with relationship ID rId2 was not found in the file.

Prepare For 2021 Data

Covered Manufacturers and GPOs:  Update systems 
requirements/IT fixes

Hospitals/Practices/AMC’s: examine budgetary 
implications, create and share education.  Do the accurate 
covered recipients have NPI numbers?

Covered Recipients:  read your institutions policies on 
vendor/industry interactions, talk to your compliance office
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The image part with relationship ID rId2 was not found in the file.

Stormy Forecast?

Patient Advocacy Transparency Act of 2018
• Would amend the Sunshine Act to:

• Broaden the definition of grants to include educational grants and 
capacity building grants

• Expand reporting requirements for payments made by manufacturers, 
including:

• Fundraising
• Conference funding not currently covered in Sunshine
• Payments for marketing and PR (TV spots/ads/magazine inserts)
• Payments for placement on web sites, social media sites

The image part with relationship ID rId2 was not found in the file.Patient Advocacy Transparency Act 
of 2019?
• Amendment would expand the definition of covered 

recipient to include payments made to:
• Professional societies
• Patient advocacy groups, including voluntary health agencies
• Patient education organizations
• Providers of CME’s (if not already part of the teaching hospital)
• Clinical research organizations (if not already part of the 

teaching hospital)
• Accreditors of CME activities
• Patient financial assistance groups
• Certain foundations
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The image part with relationship ID rId2 was not found in the file.

Snowmageddon or Sunshine? 

The image part with relationship ID rId2 was not found in the file.

Questions?
rebecca.scott@uky.edu

Disclaimer: Nothing in this presentation should be construed as legal advice nor relied upon as legal expertise.


