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FEBRUARY 5, 2013 

 

GLOBAL LIFE SCIENCES: US-HEALTHCARE UPDATE 
CMS Releases Long-Awaited Sunshine Act Final Rule 
After a long period of delay, the Centers for Medicare & Medicaid Services (“CMS” or the “Agency”) at last released its 
final rule (the “Final Rule”) implementing the Physician Payment Sunshine Act (Section 6002 of the Affordable Care 
Act) (the “Act”) on February 1, 2013.  Due to the Agency’s delay, CMS will not require applicable manufacturers to 
report payments occurring prior to August 1, 2013, and the first manufacturer reports made pursuant to the Act will be 
due to CMS by March 31, 2014.   

In response to numerous comments, CMS implemented significant modifications to several of its original proposals in 
an attempt to streamline tracking and reporting obligations for manufacturers.  For example, CMS finalized several 
provisions to simplify the reporting of research payments, including eliminating the proposed requirement that 
applicable manufacturers report research payments as direct or indirect and implementing a process by which research-
related payments will be reported and published separately from other payments and transfers of value made to 
covered recipients.  In addition, CMS has made modifications related to reporting indirect payments provided through 
a third party, reporting the value of food and beverages provided in group settings, delayed publication, dispute 
resolution, and attestation, among others. 

CMS Significantly Modifies Several Original Proposals  
CMS made significant modifications to several of its original proposals in the Final Rule, including the following:   

Definition of Applicable Manufacturer.  CMS finalized several provisions to limit the apparent scope and 
responsibilities of applicable manufacturers, although the reach of the Act continues to be quite expansive.  For 
example, CMS will apply the term “applicable manufacturer” only to entities “operating” in the U.S., which CMS 
broadly defines as entities having a physical location in the U.S., or otherwise conducting activities (including product 
sales) within the U.S.  On the other hand, CMS will not require separate divisions of an applicable manufacturer that 
manufacture only non-covered products to report payments or other transfers of value, unless the payments or other 
transfers of value relate to a covered product.  Similarly, CMS will permit applicable manufacturers with less than ten 
percent of total (gross) annual revenues from covered products to report only payments or transfers of value 
specifically related to covered products.  

Definition of Common Ownership.  CMS also limited the apparent scope of entities deemed applicable 
manufacturers by finalizing its slightly narrower proposal for “common ownership.”  CMS defines the term as when 
the same individual(s) or entit(ies) own at least five percent of two or more entities, an approach which will likely cover 
many of the same common ownership arrangements as would have been covered under CMS’ broader proposal given 
that the ownership threshold is so low.  Under the Final Rule, entities under common ownership have the choice of 
submitting either individual or consolidated reports.   
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Adjustments to Payment Categories.  CMS added a new payment category for space rental or facility fees provided 
to teaching hospital covered recipients and also subdivided the payment category related to speaker payments in order 
to distinguish between speaking engagements related to accredited continuing education programs (which are not 
reportable in some instances) and other types of speaking engagements (which are reportable).  CMS declined to 
finalize its proposal to add an “other” payment category.  These adjustments to the payment categories (referred to as 
“nature of payment” categories) may necessitate changes for those manufacturers who have adopted electronic 
software systems and/or policies and procedures to track and report payment information consistent with the Act.  

Reporting Value of Food and Beverage.  In response to numerous comments, CMS modified its proposal for 
reporting meals provided in a group setting.  Under the Final Rule, applicable manufacturers must report the per 
person cost (not the per covered recipient cost, as proposed) of the food or beverage for each covered recipient who 
actually partakes in the meal.  Thus, under the Final Rule, meals and beverages consumed, for example, by office staff 
are not attributable to the covered physician employer, although the number of non-covered recipients receiving an 
offering must be tracked to calculate the cost per person. 

Reporting Indirect Payments or Other Transfers of Value Through a Third Party.  CMS provided additional 
guidance to applicable manufacturers regarding indirect payments and defined “indirect payments or transfers of value” 
as those where the applicable manufacturer “requires, instructs, directs, or otherwise causes” the third party to provide 
the payment or transfer of value to a covered recipient, regardless of whether the applicable manufacturer specifies a 
particular covered recipient.  CMS also addresses those circumstances under which indirect payments made to a 
speaker at a continuing education program are not reportable.    

Reporting Research Payments.   
• While CMS proposed to limit the research payment category to bona fide research activities subject to a written 

agreement or contract and a research protocol, the Final Rule broadens the scope of the payment category by 
specifying that payments need only be subject to either a written agreement or contract or research protocol, but 
not necessarily both.   

• CMS defined “research” based on the Public Health Services Act definition, which includes pre-clinical research 
and Food and Drug Administration Phases I-IV research, as well as investigator-initiated investigations.  Research-
related payments that do not meet this definition must be reported under another payment category, unless 
otherwise excluded.   

• In light of numerous comments, CMS declined to adopt its proposal that applicable manufacturers separately 
classify research payments as “direct” and “indirect.”  Instead, applicable manufacturers must report research-
related payments, including research-related payments made indirectly to a covered recipient through a third party, 
separately from other payments and transfers of value and on a different reporting template to be provided by 
CMS.  Manufacturers will be required to provide, among other information, the name of the recipient that received 
the research payment (regardless of whether that entity is a covered recipient and regardless of whether the 
payment is made directly to the recipient or indirectly through a clinical research organization or site management 
organization) as well as the names of the principal investigators, which CMS has loosely defined to “include 
individual(s) conducting the research or providing services on behalf of the research institution.”   

• Due to concerns that the significant sums related to research payments could be misinterpreted by consumers, 
CMS will list on the public website research-related payments separately from all other payments provided to 
covered recipients.   

Delayed Publication.  Consistent with the Act, CMS finalized that all payments or transfers of value pertaining to 
research that are made pursuant to a written research or development agreement for research related to new products 
will be granted delayed publication.  However, payments related to research on new applications of existing products 
will be granted delayed publication only if the research does not meet CMS’ definition of “clinical investigation.”  This 
modification will likely subject a significant number of research payments related to new applications for existing 
products to immediate publication.     
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Exclusion for Small Incidental Items at Large-Scale Events.  CMS added a new provision which excludes from 
the reporting and tracking requirements small, incidental items under the minimum threshold ($10 in CY 2013), such as 
pens and note pads, when such items are provided at large-scale conferences and similar large-scale events.  

Disputed Payments.  Under the Final Rule, if a dispute is not resolved within the 45-day review period, only the 
original data submitted and attested to by the applicable manufacturer will be published on the public website and the 
entry will be marked as disputed.  Covered recipients are responsible for reviewing their payment data through a secure 
website portal which they may access following registration with the Agency.   

Attestation.  In order to provide more flexibility, CMS will permit any officer designated by the company, rather than 
just the chief executive officer, chief financial officer, or chief compliance officer, to attest to the applicable 
manufacturer’s annual submission.   

CMS Finalizes Certain Proposals Without Modification 
CMS finalized the following proposals, among others, without modification: 

• Definition of Physician.  CMS finalized its proposal to adopt the Medicare statutory definition for “physician,” 
which includes U.S.-licensed doctors of medicine and osteopathy, dentists, podiatrists, optometrists and licensed 
chiropractors.  According to the Agency, all physicians that have a current license to practice will be deemed 
covered recipients, unless they are employees of the applicable manufacturer.   

• Definition and Identification of Teaching Hospitals.  CMS finalized its proposed definition of “teaching 
hospitals” as those institutions that receive Medicare graduate medical education payments, and it also finalized its 
proposal to publish a list of such institutions on its website.   

• Exclusion for Educational Materials.  CMS finalized that the exclusion for educational materials that directly 
benefit patients or that are intended for patient use will include items such as wall and anatomical models, but will 
not include items that do not “directly benefit patients,” such as medical textbooks and journal reprints.   

• Reporting Payments with Multiple Dates.  CMS finalized its proposal to permit applicable manufacturers to 
either report the total payment amount on the date of the first payment as a single line item, or to report each 
individual payment as a separate line item, so long as the methodology employed is consistent within a single 
payment category.  

• Reporting Food and Beverages Provided at Conferences.  CMS finalized that buffet meals, snacks, or coffee 
provided at conferences or other large-scale events where it would be difficult to identify the individuals who 
accept such offerings will not need to be tracked or reported, so long as such items are less than the minimum 
threshold ($10 in CY 2013).   

• Awareness Standard for Indirect Payments Through a Third Party.  Consistent with the knowledge standard 
under the False Claims Act, CMS finalized its proposal to interpret the awareness standard as when an applicable 
manufacturer has actual knowledge of or acts in deliberate ignorance or reckless disregard of the identity of the 
covered recipient.  

• Reporting Payments Subject to Delayed Publication.  CMS finalized its proposal that applicable 
manufacturers must indicate on their reports whether the publication of a payment or transfer of value should be 
subject to delayed publication.  CMS also finalized its proposal that payments or transfers of value subject to 
delayed publication must be reported each year with a continued indication that publication should remain delayed.   

• Submission of Assumptions Letters.  CMS will permit applicable manufacturers to submit voluntary 
assumptions letters with their annual reporting form that describe the assumptions and methodologies used in 
preparing the manufacturer’s report.  According to the Agency, the content of the submitted assumptions letters 
will not be made public.  The submission of an assumptions letter, however, does not exempt a manufacturer from 
potential prosecution.  In addition, other agencies, including the Department of Justice and the Department of 
Health and Human Services Office of Inspector General, may request the assumptions letters as part of an audit of 
or investigation into an applicable manufacturer.     
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• 45-Day Review and Correction Period.  Consistent with the Act, CMS has finalized the 45-day period for 
applicable manufacturers and covered recipients to review and correct the data submitted prior to the data being 
made available on the public website.  

The Sunshine Act Final Rule is the start of a new era of transparency that will pose administrative challenges and 
present potential legal risk to manufacturers subject to the Act.  Manufacturers should consider implementing 
appropriate safeguards to ensure accurate and timely tracking and reporting, as well as appropriate auditing, monitoring, 
and other compliance activities to reduce potential legal risk under the federal Anti-Kickback Statute, federal False 
Claims Act, price reporting laws, and Park Doctrine.  Such safeguards may include implementation of policies and 
procedures, documentation of assumptions, and establishment of a payment review committee to audit and monitor 
payment patterns and activities.  

If you have any questions regarding this update, please contact the following lawyers: 

James Stansel, Hae-Won Min Liao, Meenakshi Datta, Donielle McCutcheon, or Catherine Starks 

Healthcare Practice  
Our Healthcare Practice represents participants in all facets of the healthcare industry, including pharmaceutical, biotech and device 
companies, DME suppliers, hospitals, skilled nursing facilities, physician-owned companies, professional associations and research 
institutions.  Our lawyers combine a strong background in the complexities of healthcare financing and delivery, including coding, 
reimbursement, and coverage issues, privacy and security, trade regulation, and competition.  We have extensive experience representing 
clients on enforcement and regulatory matters before federal and state enforcement agencies. 
For further information on the Healthcare Practice, please contact: 
Paul E. Kalb, M.D.  
+1.202.736.8050 
pkalb@sidley.com 
 

Richard Raskin 
+1.313.853.2170 
rraskin@sidley.com 

Sidley Global Life Sciences Practice  
On three continents, Sidley’s Global Life Sciences Practice team offers coordinated cross-border and national advice on Food, Drug and 
Medical Device Regulatory, Life Sciences Enforcement, Litigation and Compliance, Healthcare Regulatory, Products Liability, Intellectual 
Property, Corporate and Technology Transactions, Securities and Corporate Finance,  International Trade and Arbitration, FCPA/Anti-
Corruption, Antitrust/Competition, Environmental/Nanotechnology.  
Globally rated as one of the top life sciences practices, our team includes former senior government officials, medical doctors and leaders 
in various life sciences fields. 
For further information on the Global Life Sciences Practice, please contact: 
Scott Bass 
+1.202.736.8684 
+1.212.839.5613 
sbass@sidley.com 

James C. Stansel 
+1.202.736.8092 
 
jstansel@sidley.com 
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