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Physician Payments Sunshine Act 
  

1. Companies (not doctors) must report payments to Health 
and Human Services (HHS) 

2. HHS must post the payments on a website that is user-
friendly, searchable, aggregatable, and downloadable 

 

 

 



• All teaching hospitals 

• All physicians with a medical license, whether practicing or 
not 

• Includes dentists, optometrists, podiatrists, chiropractors 

• Does not include:  

• Nurse practitioners 

• Physician assistants 

• Residents and medical students 

• Employees of drug companies 

 

 

 

Who is subject to reporting? 



What will be reported? 

• Direct payments 

• Indirect/Third party payments 

• Ownership and investment in companies, but not in 
publically traded companies 

 

 

 



Most Commonly Reported 



• Samples 

• Industry-supported CME lectures 

• Food and small gifts at large conferences 

• Anything under $10 in value (unless cumulatively over 
$100) 

• Stocks 

 

 

 

The following will not be reported 



August 1, 2013 

 

September 30, 2014 
 

 

 

Dates to Know 



Sunshine Act Pop Quiz 



A. All payments to doctors for promotional talks 

B. All payments of $10 or more to doctors or teaching hospitals for 
marketing or research 

C. All payments of $10 or more to doctors, nurses, and other HCPs  
for marketing or research 

D. All payments of $500 or more to doctors or teaching hospitals 
for marketing or research 

What must drug and device 
companies report under the Act? 



A. They will be available only to those who file a Freedom of 
Information Act petition 

B. They will be available only to the FDA, NIH, and other 
government entities 

C. They will be reported to physicians and teaching hospitals only 

D. They will be posted on a public website with no access 
limitations 

Who Will See the Payments? 



A. You must keep records of all payments you’ve received and 
report them to CMS 

B. You must audit all payments received by physicians you employ 

C. You are not required to do anything at all 

D. You may no longer accept payments from industry 

What are Hospitals’ Responsibilities 
under the Sunshine Act? 



Conflict of Interest Policies 

• Create a COI Committee 

• Consider the following three types of 
policies 



Painless Policies 

• Disclose financial interests 

• No ghostwriting 

• No industry travel and lodging funds 



Flu Shot Policies  
(only hurt for a second) 

• No industry funded meals or gifts 

• No promotional speaking 



Real Headache Policies 
(the pain will go away…eventually) 

• No industry funding for CME courses 

• Restrict sales representative 
presence 

• Extend COI policies to off-site 
courtesy staff 



Learn the Best Practices for 
Academic Medical Centers 

• Pew Task Force 
JAMA article: 
http://jama.jamanetwork.com/a
rticle.aspx?articleid=1788465  

• Pew report: 
Pewhealth.org/COIBestPractices 
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Fulfilling an Unmet 
Medical Need 





Collaboration Often at Heart of Therapy 
Options to Treat Many Conditions 

CRDM 

Diabetes 

Spine 

Endovascular 
Therapies 

Structural 
Heart 

Neuromodulation 

Coronary 

Surgical 
Technologies 



Collaboration with Providers 

• Train and educate on when 
to use product or therapy, 
and how to do so safely 
and effectively 

• Inform providers and 
patients about our 
products 

• Provide technical support 

• Identify unmet patient needs 

• Develop innovative solutions and methods for 
solutions, quickly 

• Test solutions, ensuring rigorous requirements 
of regulatory agencies are met 

 



• From 1940 to 1965, NIH and other federal agencies 
contributed the majority of biomedical research funding 

• During the 1970s, commercial funding grew as a result of 
constraints on the federal budget and other factors 

The New Environment: Snapshot 
of Research Funding 

• By 2001, industry 
support reached 55-
60% of the total 
R&D spending 

• Continued 
collaboration with 
industry is critical to 
continued life 
sciences innovation 



Product Research & Development 

Training & Education 

Advisory Services 

Royalties 

 
Partnering with Providers to Enhance 
Solutions & Quality 











The New Environment 

• With the potential for conflicts of 
interest, public and governmental 
scrutiny of physician collaboration 
has increased  

 

• Industry continues to evaluate 
current collaboration practices, 
identify best practices across the 
industry, and ensure that policies, 
procedures and related processes 
protect patient interests  

Orthopedists Fail  

to Disclose Payments 

Teaching Doctors –  

or Selling to Them? 

Group Urges Ban on 

Medical Giveaways 

As Full Disclosure Nears, Doctors’ 

Pay for Drug Talks Plummets 



Protecting Patients’ Interests 

Collaboration between providers and industry must be 
carefully managed, as it presents the potential for 
competing interests, both real and perceived 

Goal is to minimize this potential for 
conflict so that …   

–Patients can trust that treatment decisions 
are motivated by what is best for their 
health  

–We can sustain and enhance medical 
innovation through principled 
collaboration 



As the industry’s leader, Medtronic is committed to core 
principles aimed at preserving the best of collaboration for the 
benefit of patients, while minimizing the possibility of actual or 
perceived conflicts of interest in the delivery of healthcare 

Principles 

• Preserve integrity  
   of the doctor-patient  
   relationship 

• Remain transparent  
   about payments and  
   policies 

Key Approaches 

•  Needs-Based Collaboration 

•  Fair Compensation 

•  Timely & Transparent Disclosure 

•  Conflict of Interest Mitigation 

•  Continuous Improvement 

•  Industry Norms 

 

The Medtronic Approach 



Example: Needs Assessment Process 

The Needs Assessment process examines key aspects of each 
HCP/HCO relationship, including: 

– Defines in advance what services we need to hire from 
HCPs/HCOs and why they can’t be performed in-house 

– Requires project owner to demonstrate bona fide need 
for consulting services in advance 

– Defines the overall need for external HCP/HCO 
support up-front in a manner consistent with strategic 
plan 

– Explains necessary HCP/HCO qualifications and ensures 
only those who match the qualifications are selected  

– Justifies number of services and HCPs/HCOs required to 
meet the need and compensation amounts 

What? 

Why? 

Who? 

How 
much? 

• Contains significant detail to allow for thorough vetting by 
relevant functional groups (e.g., compliance, executive 
leadership) 

• Stands alone as a record of justification 

But also… 



Needs Assessment Process Steps 

Engagement Planning Monitoring 

Identify 

need for 

external 

service 

provider 

Create 

needs 

assessment 

document 

(Project 

Brief) 

Submit 

Project Brief 

for Committee 

review and 

approval or 

rejection 

Identify and 

nominate 

HCPs/HCOs 

meeting 

selection 

criteria 

 

Ensure 

internal 

Royalty and 

Clinical 

consulting 

rules are 

followed 

 

 

Review and 

approve or 

reject 

nominated 

HCPs/HCOs 

Determine 

FMV rate 

using FMV 

calculator 

 

Execute 

agreement 

with 

approved 

HCPs/HCOs 

Track and 

monitor 

holistic 

HCP/HCO 

service 

provider 

engagement  

 

Manage 

consultant to 

Compensation 

Cap  

1 2 3 



Other Conflict of Interest Safeguards 

• Agreements require certain transparency 
disclosures by collaborators, including to 
their institutions and even to their patients 

• Restrict participation of royalty earners in 
clinical studies 

• Exclude royalty payments for devices 
implanted within the hospitals where the 
royalty-earning surgeon practices  

• Ensure collaborator agreements set forth 
rigorous and objective standards for 
defining and measuring valuable 
contributions the collaborator must meet in 
order to receive a royalty payment  



Open Payments: It Will Not  
Be Perfect 



Expect Discrepancies: Recent Example 

• Buerba, Fu and Grauer analyzed device company 
voluntary transparency data and compared it to 
physician self-disclosed data at 2011 NASS 
Annual Meeting 

• Disclosure rules varied between two data sources 

• Authors concluded that discrepancies between 
company postings and physician self-disclosures 
ranged anywhere between 30% and 52%    

Even with Open Payments, expect 
continued discrepancies given varied 
interpretation by manufacturers of 
regulations 

Rafael Buerba, Michael Fu, Jonathan Grauer, Discrepancies in spine surgeon conflict of interest disclosures between a 
national meeting and physician payment listings on device manufacturer websites, The Spine Journal, 13 (2013) 1780-1788 



• Review Open Payments data (or your own 
databases) for your Top 20 collaborators 

• Formulate a standardized “dispute 
resolution” process  

• Stay abreast of CMS positions on “indirect” 
transfers of value (e.g., Fellowship grants, 
Scholarship support, and Research) 

• Understand Open Payments transparency of 
physician investment / ownership interests 
in manufacturers / GPOs 

 

Helpful “To Dos” for Providers 



• Collaboration between industry and 
providers is integral for innovation and, most 
importantly, good for patients 

• Appropriate collaboration requires guardrails 
to protect against actual or perceived 
conflicts of interest 

• Transparency is one important safeguard, 
but has limitations and will not be perfect  

 

Key Take Aways 









Teaching Hospital 
Perspectives 

 
 

 

John T. Randolph  
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Implications of the Sunshine Act 

• Hospitals 

 

• Physicians 

 

• Patients 

 

• Media 



Faculty Conflict of Interest Disclosure 

• Imperative: 

 
– Full disclosure 

 

– Timely 

 

– Updating the disclosure 

 

– Proactive discussion of relationships 

 



Faculty Conflict of Interest Disclosure 

• Proactive Management of Relationships 

– Minimize surprises with media 

– Compliance with Institutional Policies 

 

• Ensure Integrity of Decisions and 
Appearance 

– Patient care 

– Clinical research 

– Business decisions 

 



Compliance with Institutional Policies 

• Clarity/comprehensiveness of policies 

• Communication to faculty 
– All? 

– Employed only? 

• Applicable to Hospital? 

• Educate faculty re: External 
Reporting 
– Sunshine Laws 

– State reporting 



Sunshine (“Open Payments”) Reporting  

• September 2014 (possibly later) 

 

• Reconciliation approaches 

– Centralized 

– Incorporate in COI 

 

• The media (and possibly patients) 

 



Take Aways  

• Policies 
– Do you have policies addressing: 

• Relationships with Industry? 

• Disclosure requirements? 

– Are they clearly communicated to faculty? 

• Education 
– Have your faculty been educated regarding: 

• Relationships with Industry? 

• Sunshine and other (ie: State) public databases? 

• Reconciliation process 
– Is responsibility for overseeing Sunshine reporting assigned? 

– Is responsibility for responding to media inquiries assigned? 



Thank you 
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