
Is the Sunshine Act the 
twilight of pharma-
sponsored medical writing 
support?  
John P. Gonzalez 
 
Director of Publications Policy 
 
AstraZeneca 



Conflict of interest disclosure 

•  I am a full time employee of AstraZeneca 
•  I hold shares in AstraZeneca 
•  I am a member of the Board of Trustees of ISMPP and the 
MPIP Steering Committee 
•  The views expressed in this presentation are mine and NOT 
those of AstraZeneca 
 

2 Network Pharma Dec 6th 2011 



Physician Payment Sunshine Act 
 

is part of the  
“Patient Protection and Affordable Care 

Act” (PPACA) 

 
“Requires manufacturers and group purchasing 

organizations to report on a wide range of payments to 
physicians and physician-owned entities” 
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Physician Payment Sunshine Act 
 Items required to be reported: 
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•  Consulting fees 
•  Compensation for services 
other than consulting 
•  Honoraria 
•  Gifts 
•  Entertainment 
•  Food 
•  Travel 
•  Education 
•  Research  
•  Charitable contributions 
•  Royalties or licenses 

•  Current or prospective 
ownership or investment 
interests 
•  Compensation for serving 
as faculty member or as 
speaker for CME program 
•  Grant 
•  Any other nature of the 
payment or other transfer of 
value defined by the 
Secretary of Health & 
Human Services (sic) 
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Physician Payment Sunshine Act 
 Excluded from reporting: 
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•  Payments in the aggregate of less than $100 
•  Product samples  
•  Patient education materials 
•  The loan of a device for less than 90 days 
•  Warranty replacements (devices) 
•  Items for use as a patient 
•  Discounts and rebates 
•  In-kind items used in charity care 
•  Dividends or distributions from a publicly-
traded company 
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Physician Payment Sunshine Act 
 

How does this 
apply to medical 
writing support 

to a 3rd party? i.e. 
is this an indirect 

payment? 

How would 
that “value” 

be 
calculated & 

reported 

“Payment or other transfer of value” 
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What value does medical writing have? 
•  $ value 
•  Scientific reputation 
•  Opportunity; funding, promotion, etc 



Physician Payment Sunshine Act 

•  $20K paid to an agency for a medical writing project,  
•  Manuscript has 2 company authors 3 external authors, 

lead author does more work than co-authors.  
•  What about the agency costs in the 20K not directly 

associated with the medical writing? 
•  How much is the transfer of value in $ for each author? 
•  What if the medical writer is a freelancer and charges 

$10k for same job? 
•  What if the medical writer is a staff member at the 

pharmaceutical company? 
•  How will “fair market value” be applied? 

Indirect payments: What is the value being calculated? 
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Physician Payment Sunshine Act  
&  

Medical Writing 

Lawyers are still working on this & the jury deliberating 
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What’s next? 
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•  Disclosure of the total amount 
of fees paid to consultants for 
certain services 
•  Total amounts paid to sponsor 
attendance at meetings 
organised by third parties. 
•  Monetary value of certain 
support to patient 
organisations 
•  Companies are encouraged to 
make publicly available 
information about benefits in 
kind provided by them  
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The Law of Unintended Consequences! 
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No distinction between types of payments 
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Research collaborations could be reduced 
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Damage to the doctor-patient relationship 
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Implications? 
  
 

•  Will public disclosure of medical writing support received 
from industry discourage authors from accepting this 
assistance? 
•  More negative publicity around influence of industry on 
medical literature 
•  Will this “value” have to be disclosed in the journal 
•  What other models of medical writing provision could 
emerge, i.e. detailed in Clinical Trial Agreement, investigator 
contracts with 3rd party? 
 ....and others? 
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Thank you! 
 

Any questions? 
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