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James C. Stansel is a partner at Sidley Austin LLP and co-heads the 
Global Life Sciences Team. He represents a variety of health care 
manufacturers and providers with respect to a wide range of health care 
issues, including government reimbursement and pricing, off-label 
promotion of pharmaceuticals, anti-kickback violations, and false claims 
actions. Mr. Stansel previously served as Acting General Counsel of the 
U.S. Department of Health & Human Services, where he was the chief 
legal officer of HHS, including its sub-agencies the Food and Drug 
Administration, the Centers for Medicare and Medicaid Services, the 
Centers for Disease Control and Prevention and the National Institutes of 
Health. At HHS, Mr. Stansel also served as Deputy General Counsel.               
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Meenakshi Datta  

Meenakshi Datta is a partner at Sidley Austin LLP and represents a 
diverse group of clients, including pharmaceutical and medical device 
manufacturers, hospitals, health care consulting companies, private equity 
firms focusing on the health care sector, and medical associations and 
societies. Ms. Datta has substantial experience in various areas of health 
care regulatory law including health care reform; fraud and abuse; 
government price reporting and reimbursement; health care compliance 
programs; managed care contracting; HIPAA and HITECH implementation 
and compliance; and federal and state transparency and reporting laws, 
including the Sunshine Act and similar state laws
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Sunshine Act Background



Background
Sunshine Act Basics 
 Scope:

– The federal Physician Payment Sunshine Act (the “Sunshine Act”) requires applicable manufacturers and 
group purchasing organizations to report annually to the U.S. Department of Health and Human Services 
(“HHS”) any “payment or transfer of value” to physicians or teaching hospitals (“covered recipients”)

 Public Disclosure:  
– Payment information collected by HHS will be made publicly available through a searchable website on a 

recipient-by-recipient, payment-by-payment basis

 Potential Penalties:
– Failure to report timely may result in civil monetary penalties, which are significantly higher for those 

manufacturers who knowingly fail to report (up to $1M for knowing failures to report)
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On February 8, 2013, the Centers for 
Medicare and Medicaid Services (“CMS” 
or the “Agency”) issued the Final Rule 
implementing the Sunshine Act



Applicability and Scope of Sunshine Act 
Applicable Manufacturers
 Applicability:

– The applicability of the Sunshine Act reporting requirements turns, in part, on 
whether the entity providing the payment or transfer of value satisfies the 
definition of “applicable manufacturer”

 Definition of “Applicable Manufacturer”:
– An entity satisfies the definition of “applicable manufacturer” if it is “operating in 

the United States” and is either a “Paragraph 1” or “Paragraph 2” manufacturer

– “Operating in the United States” refers to an entity that:
• (1) Has a physical location within the United States or in a territory, possession, or 

commonwealth of the United States; or

• (2) Otherwise conducts activities (including selling a product) within the United States or 
in a territory, possession, or commonwealth of the United States, either directly or 
through a legally-authorized agent

 Foreign Entities May Be “Applicable Manufacturers” 
– Because the scope of “conducts activities” is not entirely clear in the Final Rule, it 

is possible for foreign entities to be construed as applicable manufacturers 
subject to the Final Rule, depending on the facts and circumstances
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Applicability and Scope of Sunshine Act 
Applicable Manufacturers

 “Paragraph 1” or “Paragraph 2” Manufacturer:
– Paragraph 1 Manufacturer:  

• An entity that is engaged in the production, preparation, propagation, 
compounding, or conversion of a covered drug, device, biological, or medical 
supply

– Paragraph 2 Manufacturer: 
• An entity under common ownership with an entity in paragraph (1) of this 

definition, which provides assistance or support to such entity with respect to 
the production, preparation, propagation, compounding, conversion, 
marketing, promotion, sale, or distribution of a covered drug, device, 
biological or medical supply
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Applicability and Scope of Sunshine Act 
Applicable Manufacturers

 Additional definitions clarifying the scope of “applicable 
manufacturer”:

– A covered product is any drug, device, biological, or medical supply:
• (1) For which payment is available under Medicare, a plan under a state Medicaid 

Program or Children’s Health Insurance Program (“CHIP”), or a waiver of such plan; and

• (2) That requires a prescription or premarket approval by, or premarket notification to, 
the Food and Drug Administration (“FDA”)

– Common ownership refers to circumstances where the same individual(s) or 
entity(ies) directly or indirectly own 5 percent or more total ownership of two 
entities, including parent corporations, direct and indirect subsidiaries, and 
brother or sister corporations

– Assistance and support means the provision of services that are necessary or 
integral to the production, preparation, propagation, compounding, conversion, 
marketing, promotion, sale, or distribution of a covered product
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Applicability and Scope of Sunshine Act 
Covered Recipients

 “Covered recipient” is defined to include physicians and 
teaching hospitals
– “Physician” is defined broadly to include U.S.-licensed physicians, 

doctors of osteopathy, dentists, podiatrists, optometrists, and licensed 
chiropractors

• Excludes:  physician employees of the applicable manufacturer; medical 
residents

– “Teaching hospital” is defined as an institution that receives Medicare 
graduate medical education payments and is included in a list published 
by CMS
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Applicability and Scope of Sunshine Act 
Payments or Transfers of Value

 “Payment or transfer of value” 
– Broadly defined to mean “a transfer of anything of value” (i.e., monetary or in-

kind)

– The following transactions are excluded from the definition:
• A transfer made indirectly to a covered recipient through a third party where the 

applicable manufacturer is unaware of the identity of the covered recipient

• A transfer of anything of value less than $10, unless the aggregate amount transferred 
to, requested by, or designated on behalf of the covered recipient by the applicable 
manufacturer during the calendar year exceeds $100

• Product samples that are not intended to be sold and are intended for patient use

• Educational materials that directly benefit patients or are intended for patient use

• The loan of a covered device for a short-term period, not to exceed 90 days, to permit 
evaluation of the covered device by the covered recipient

• Discounts (including rebates)

• In-kind items used for the provision of charity care
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Reporting Requirements
Nature of Payment Categories

– Research
– Royalty or license
– Consulting fee
– Travel and lodging (including the 

specified destinations)
– Grant
– Compensation for services other 

than consulting, including serving as 
faculty or as a speaker at an event 
other than a continuing education 
program

– Honoraria
– Gift
– Entertainment

– Food and beverage
– Education
– Charitable contribution
– Current or prospective ownership or 

investment interest
– Compensation for serving as faculty 

or as a speaker for an unaccredited 
and non-certified continuing 
education program 

– Compensation for serving as faculty 
or as a speaker for an accredited or 
certified continuing education 
program

– Space rental or facility fees 
(teaching hospital only)
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 Applicable manufacturers must assign one of the following payment 
categories to each reportable payment or transfer of value:



Reporting Requirements
Report Content

 For each payment or transfer of value, the current draft templates for 
reporting payments require, among other things, the following information:
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• Covered recipient name and 
address
• Specialty and National Provider 
Identifier of physician recipients
• Amount of the payment
• Payment date
• Description of the form of the 
payment or other transfer of value
• Description of the nature of the 
payment or transfer of value
• Name of the specific covered 
product to which payment or 
transfer of value relates, if 
applicable



Reporting Requirements
Limited and Consolidated Reporting 

 Limited Reporting Options:
– The Final Rule permits certain applicable manufacturers to report only those 

payments or other transfers of value that relate to a covered product, including:
• Paragraph (2) Applicable Manufacturers

• Applicable manufacturers with less than ten percent of total (gross) annual revenues 
from covered products in the immediately prior fiscal year

• The separate operating divisions of an applicable manufacturer, provided that such 
divisions do not manufacture any covered products

• Applicable manufacturers that do not manufacture a covered product except when under 
a written agreement and do not hold the FDA approval, licensure, or clearance for the 
covered product (i.e., contract manufacturers)

 Consolidated Reporting Options:
– CMS also permits, but does not require, entities under common ownership to file 

consolidated reports, provided that:
• The report identifies each entity covered by the report and which entity made each 

payment, and

• Each transaction is reported only once
14



Reporting Requirements
Review Period and Data Disputes

 45-Day Review and Correction Period:
– Covered recipients must have at least 45 days to review and submit corrections to the 

information submitted about them for the previous reporting year before CMS makes 
the information publicly available

– The covered recipient can either: (i) electronically certify that the information reported 
is accurate; or (ii) initiate a dispute to resolve any discrepancies

 Dispute Resolution:
– If the dispute is not resolved by 15 days after the 45-day review and correction period, 

CMS will publicly report the applicable manufacturer’s version of the payment, but 
mark the payment as disputed
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The CMS website indicates that in 2014, 
“physicians and teaching hospitals will be able to:
• Register to access their data prior to public 
posting;
• Initiate data disputes; and
• Work with applicable manufacturers and 
applicable GPOs on dispute resolution.”



Reporting Requirements
Key Implementation Dates
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August 1, 2013
Applicable manufacturers 
must begin collecting required 
data

March 31, 2014
Deadline for applicable manufacturers to 
submit reports to CMS with information from 
the August 1, 2013 through December 31, 
2013 reporting period

September 30, 2014
CMS to publish 2013 data



17

Potential Impact of Reporting and Disclosure 
on Drug and Device R&D
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Less than 
50%

63% 43%



Research-Related Issues
Definition of Research

 Definition of “Research”: 
– “a systematic investigation designed to develop or contribute to generalizable 

knowledge relating broadly to public health, including behavioral and social 
sciences research. This term encompasses basic and applied research and 
product development”

– CMS has clarified that this definition includes pre-clinical research, FDA Phases 
I–IV research, and investigator-initiated investigations

 Special Reporting Rules for Research:
– In order to be a reportable “research” payment, the payment must be made 

under a contract or written agreement (including an unbroken chain of 
agreements that link an applicable manufacturer to a covered recipient) or a 
research protocol

– Otherwise, the rules applicable to reporting payments other than research apply
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Research-Related Issues 
Reporting Research Payments

 Research Payment Template:
– Research payments are reported using a different template from other payments or 

transfers of value

 Delayed Publication:
– Research-related payments or transfers of value pertaining to new products or new 

applications of existing products must be reported for the year the payment occurred, 
but will not be publicly published until the publication date following the earlier of: (i) 
FDA approval, licensure, or clearance, or (ii) 4 years after the date of payment

– Manufacturers are responsible for notifying CMS of payments eligible for delayed 
publication

Applicable manufacturers must report, among other things:
• a single amount for each research payment that is 

ultimately paid, in whole or in part, to a covered recipient;
• the identity of the entity/individual paid; and
• the name(s) of the principal investigator covered 

recipients.

However, the Final Rule clarifies that applicable 
manufacturers do not need to report payments to non-
covered recipients that are not passed on to covered 
recipients.
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Research-Related Issues 
Optional Data Fields
 Optional Reporting Fields:

– CMS recently released a revised draft version of the research payment template, 
containing certain optional data fields not mentioned in the Final Rule that could 
be viewed as giving manufacturers an opportunity to exercise more control over 
public perception of the disclosed payment

– E.g., Expenditure Category and Percentage

– E.g., Research Information Link

 Ambiguities Raised by Template:
– Principal Investigator (“PI”) Fields: The template allows for providing information 

for up to five PI covered recipients, though it is unclear which five to identify in 
scenarios with more than 5 PI covered recipients

– Recipient and PI Province and Postal Code (if outside the U.S.): This suggests 
that international payments could be considered reportable under the Final Rule, 
though this will likely turn on the definitions of “applicable manufacturer” and 
“covered product”

– Appearance of Output: The template seems to merely itemize the data elements 
to be reported, but does not provide a sense of how such elements will be 
displayed to the public21



Research-Related Issues 
Potential Impact of Reporting on R&D

 Impact on research activities?
– Potential broadening of research agreements/protocols

• In some cases, research agreements/protocols are narrowly drafted

• As a result, some payments related to research activities fall outside the scope of the 
agreements/protocols and are subsequently ineligible for reporting under the research 
nature of payment category

• Broadening the scope of agreements/protocols could allow these payments to be 
reported under the special rules for research payments, which could be beneficial to 
reduce consumer misperception on such payments

– Potential impact on data collection efforts
• Payment information is often held by third parties (e.g., CROs and/or SMOs), and not 

directly by manufacturers

– Potential administrative burdens imposed on ex-U.S. trial site coordinators

– Potential chilling effect on research, both from the manufacturers’ and providers’ 
perspectives, particularly for smaller studies, such as investigator-initiated trials
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Relationship Between Federal and State 
Reporting Laws and Regulations



Federal / State Reporting Considerations 
Scope of Statutory Preemption Provision

 When does federal preemption apply?
– Federal preemption applies only to the extent a state requires disclosure 

of the same types of payments and the same kinds of information as 
those prescribed under the Act

 Will federal preemption reduce state reporting obligations?
– Maybe

– Some state requirements will fall away (see Minnesota, next slide)

– Federal preemption may also discourage states from passing new 
legislation in the future 24

“In the case of a payment or other transfer of value provided by an applicable 
manufacturer that is received by a covered recipient . . . , the provisions of this 
section shall preempt any statute or regulation of a State . . . that requires an 
applicable manufacturer . . . to disclose or report, in any format, the type of 
information (as described [herein]) regarding such payment or other transfer of 
value.”



Federal / State Reporting Considerations
Minnesota

 Agency discretion: 

 Legislative action:
– MN Senate Bill 1081 seeks to repeal Minn. Stat. § 151.47(f) (has not yet passed)
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“However, effective January 1, 2012, the . . . 
Sunshine Act provisions . . . have preempted 
any state law that requires a manufacturer to 
disclose the type of information covered by 
the federal [Sunshine Act].  Since the vast 
majority of data that has been reported under 
our state law is information covered by the 
federal [Sunshine Act], the Board [of 
Pharmacy] will not require wholesalers 
and manufacturers to report any data for 
calendar year 2012.”



Federal / State Reporting Considerations 
Impact on Other State Reporting Laws
 Some states’ requirements may not be preempted
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State Reporting or Disclosure Obligation

DC • Pharmaceutical manufacturers and labelers must report certain advertising costs and 
payments pertaining to marketing activities (e.g., educational expenses, food, 
entertainment, travel, gifts ≥ $25, product samples) to persons/entities licensed to provide
health care in DC

MA* • Pharmaceutical and device manufacturers must disclose any fee, payment, subsidy or other 
economic benefit ≥ $50 to hospitals, nursing homes, pharmacists, health benefit plan 
administrators, and health care practitioners, with certain exceptions

VT* • Manufacturers of prescribed products must disclose any allowable expenditure/gift to any 
health care provider; academic institution; nonprofit hospital foundation; professional, 
educational and patient organization; and members of the Green Mountain Care Board, 
with certain exceptions

WV • Pharmaceutical manufacturers and labelers must report certain advertising costs and 
certain gifts, grants, or payments ≥ $100 issued for the purpose of advertising prescription 
drugs

* State has made statements applying the federal preemption provision to its state laws



Federal / State Reporting Considerations 
Multiple Forms and Reporting Deadlines

 Manufacturers are forced to comply with a hodge-podge of forms 
and reporting deadlines!  
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Outstanding Questions

Will certain portions of state forms no 
longer require completion due to 
preemption?

Will manufacturers be able to decide 
independently whether certain 
reporting obligations are preempted, 
or will they need to wait for specific 
guidance from states?

Will states develop revised forms in 
light of the federal reporting 
requirements?



28

Pursuing Compliance as
“Applicable Manufacturers”



Pursuing Compliance
Manufacturer Implementation Strategies

 Applicable manufacturer obligations:
– Timely reporting

– Accurate reporting

 Consider compliance strategies, such as:
– Establishment of an electronic tracking system (a must-have for most 

applicable manufacturers)

– Creation of a transparency or disclosure committee to monitor:
• Company payment trends

• Compliance with data collection requirements

• Other areas affecting transparency reports (e.g., conduct of sales 
representatives)
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Pursuing Compliance
Manufacturer Implementation Strategies

 Implementation of internal policies and procedures to cover, 
among other topics:
– Annual and transactional level spend limits

– Periodic (e.g., monthly or quarterly) transparency evaluations to 
monitor spend/progress at pre-established benchmarks and to 
avoid potentially suspect payment amounts or trends at year-end

– Implementation of periodic internal audits (e.g., monthly or 
quarterly) for certain payment categories, focusing on areas of 
high-risk

– A pre-disclosure analysis of payment data over time to monitor 
any potential questionable growth in payment or other trends
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Pursuing Compliance
Manufacturer Implementation Strategies

 Establishment of appropriate corporate communications plan:
– Educate physicians and teaching hospitals

– Educate consumers

– Consider appropriate corporate messaging around key payment 
categories, including R&D
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