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Clinical Trial Agreements Toolkit 

Compensation and Open Payments 

 

Subject Results/Comments 

Explanation of 
General 
Importance 
from a 
Business 
Perspective 

Compensation and Open Payments requirements of the Patient 
Protection and Affordable Care Act of 2010 (Affordable Care Act) 
implicate two principal issues in clinical trial contracting. First, the 
Physician Payment Sunshine Act (Sunshine Act) provisions of the 
Affordable Care Act require manufacturers of covered drugs, devices, 
biological products, or medical supplies to disclose payments and 
transfers of value to Covered Recipients. The term “covered 
recipients” refers generally to physicians and teaching hospitals in the 
United States. The list of teaching hospitals subject to Sunshine Act 
reporting is available on the Centers for Medicare & Medicaid 
Services (CMS) website. These payments are reported on the CMS 
website by Sponsors using information reported by Institutions. In 
addition, a number of states have enacted similar disclosure 
requirements that are applicable to manufacturers of regulated 
products. Second, CTAs generally contain separate provisions that 
govern the payment of compensation by the Sponsor to the Institution. 
These provisions deserve careful review as well given additional 
regulatory requirements imposed by federal and state fraud and 
abuse laws.    

Contract 
Language—
Sample from 
Industry 
Sponsor’s 
Perspective 

Open Payments 

The Parties acknowledge that Sponsor is subject to various 
mandatory transparency reporting requirements, including but not 
limited to 42 U.S.C. § 1320a-7, as codified at 42 C.F.R. §§ 403.900, et 
seq. the Sunshine Act. The Sunshine Act and implementing 
regulations require certain pharmaceutical, medical device, and other 
companies to annually report to CMS certain information about 
payments and transfers of value provided directly or indirectly to U.S. 
physicians and teaching hospitals, which CMS will make publicly 
available. This includes any payments or transfers of value that 
Sponsor provides indirectly through Institution to physicians and 
teaching hospitals. As required by law, Sponsor will report to CMS 
information about payments and transfers of value that Institution 
provides to physicians and teaching hospitals pursuant to this CTA. 
This includes any portion of any payment or transfer of value that 
Sponsor furnishes to Institution which Institution then provides directly 
or indirectly to physicians or teaching hospitals, including its 
employees, agents, or contractors. Information that Sponsor must 
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report includes the identity and business address of each relevant 
physician or teaching hospital, the value and purpose of any 
payments or transfers of value that are furnished, and any other 
information as may be required by law. To enable Sponsor to comply 
with its legal obligations, Institution shall track, maintain, and provide 
Sponsor accurate and detailed information and data related to any 
payments or transfers of value that Institution provides to individuals 
and entities involved in any Study or research conducted pursuant to 
this CTA. Institution shall provide such information and data in the 
form and manner that Sponsor requests in a timely manner (including 
but not limited to the name; National Provider Identifier; and/or state 
license number, specialty, and primary business address of each 
Covered Recipient that is involved in any Study or research conducted 
pursuant to this CTA). Notwithstanding any other provision of this 
CTA, Sponsor may disclose to third parties, without prior notification to 
or authorization by Institution, Principal Investigator, other 
Investigators, or any Covered Recipient, the nature of the relationship 
with Institution and/or Covered Recipient(s) contemplated by this CTA, 
including details regarding any payments made by Sponsor to 
Institution or any Covered Recipient(s) to the extent such disclosures 
are required by law or made to such third parties for purposes of 
assisting Sponsor with its Sunshine Act (or other similar) data 
collection and reporting obligations. Institution is prohibited from 
disclosing information regarding payments made by Sponsor pursuant 
to this CTA to any third party without Sponsor’s prior written 
permission, except to the extent such disclosure is compelled by 
subpoena, civil investigatory demand, or similar legal process, in 
which event, Institution shall notify Sponsor of its receipt of such 
process so that Sponsor may take whatever action it deems 
appropriate to protect the disclosure of such information. Further, the 
Sponsor reserves the right to post on a website accessible to the 
public such information, whether or not required by law. 

 

Compensation 

As consideration for performance under the terms of this CTA, 
Sponsor shall pay Institution for participation in the Study in 
accordance with the Protocol and the Compensation Schedule set 
forth on Exhibit A, attached hereto and incorporated herein by 
reference. Sponsor shall not be obligated to make any payment to 
Institution in excess of the amount provided for under Exhibit A, 
unless such excess amount is agreed upon in writing and signed by 
the Parties. Institution represents and warrants that it is authorized to 
receive all payments for the conduct of the Study and any other 
services rendered under this CTA, and that it is responsible for 
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making any necessary payments to Principal Investigator and any 
other Study Personnel for services rendered pursuant to this CTA. 
Institution represents that neither it, nor the Principal Investigator or 
any other party affiliated with Institution, shall seek or accept 
reimbursement from any third-party payer for any Protocol items or 
procedures supplied or paid for by Sponsor under this CTA. The 
Parties agree that the compensation being paid to Institution under 
this CTA constitutes the fair market value of the services to be 
provided hereunder. No amounts paid under this CTA are intended to 
be for, nor shall they be construed as, an offer or payment made in 
exchange for any explicit or implicit agreement to purchase, prescribe, 
or recommend, or provide a favorable formulary status for, any 
Sponsor product or service. 

Contract 
Language—
Sample from 
Site’s 
Perspective 

Open Payments 

The Parties acknowledge that, under the provisions of Section 1128G 
of the Social Security Act, 42 U.S.C. § 1320a-7, as codified at 42 
C.F.R. §§ 403.900, et seq. as well as applicable state laws, Sponsor 
may be required to disclose certain payments and other transfers of 
value provided by Sponsor to health care professionals and 
institutions, including payments and reimbursements made by or on 
behalf of Sponsor in connection with the Study. Institution and 
Principal Investigator acknowledge that, notwithstanding any provision 
to the contrary in this CTA, information about the payments and 
reimbursement provided hereunder may be disclosed without notice 
by Sponsor and may be made publicly available by the recipient 
federal or state agency, as required by applicable laws. Institution and 
Principal Investigator will provide Sponsor with information necessary 
for Sponsor to comply with applicable laws. 

 

Compensation 

As consideration for performance under the terms of this CTA, 
Sponsor shall pay Institution for participation in the Study in 
accordance with the Protocol and the Compensation Schedule set 
forth on Exhibit A, attached hereto and incorporated herein by 
reference. The Parties agree that the compensation being paid to 
Institution under this CTA constitutes the fair market value of the 
services to be provided hereunder. No amounts paid under this CTA 
are intended to be for, nor shall they be construed as, an offer or 
payment made in exchange for any explicit or implicit agreement to 
purchase, prescribe, or recommend, or provide a favorable formulary 
status for, any Sponsor product or service. 

Arguments Open Payments Issues 
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Supporting 
Sponsor’s 
Position 

Sponsors should seek to specify that they will have broad rights to 
data maintained by Institutions and PIs, including relevant obligations 
to maintain accurate and detailed records to facilitate Sponsor 
reporting obligations. Such data requests should be permissible as 
requested by the Sponsor, and not limited by the Institution. Further, 
Sponsors may wish to include broad rights to use such data without 
having to obtain Institution consent in every situation. Due to the 
competitive/proprietary nature of such information, Institution 
disclosure of such information to third parties (with certain limited 
exceptions) is permissible only with Sponsor consent.  

 

Compensation Issues 

Sponsors generally like to follow the approach of making one payment 
to the Institution and letting the Institution allocate funds to service 
providers (as opposed to making separate payments to the Institution 
and to the PI). Making separate payments is inefficient and 
administratively burdensome.  

Additional language specifying that compensation paid under the CTA 
is “fair market value” (FMV) (presuming the Parties agree that it is 
FMV) is designed to insulate both the Sponsor and the Institution from 
scrutiny under Stark and Anti-Kickback restrictions. 

Arguments 
Supporting 
Site’s Position 

The Institution seeks to limit the information disclosed to that which is 
specifically required by law. Sponsors may request extensive 
information about the PI that is not specifically required by Sunshine 
Act reporting. Further, Sponsors may seek to gather the information in 
formats most useful to the Sponsor and on a schedule most useful to 
the Sponsor. Institutions find it administratively difficult to provide 
information required by the Sunshine Act in different formats to 
different Sponsors. Therefore, Institutions maintain that they should 
only be required to provide payment information specifically required 
by the Sunshine Act and at time intervals required by the Sunshine 
Act. 

Federal Laws 
and Directives 

42 U.S.C. § 1320a-7h - Transparency Reports and Reporting of 
Physician Ownership or Investment Interests, also codified as Section 
1128G of the Social Security Act;   

42 U.S.C. § 1395nn; 42 C.F.R. § 411.353 et seq. (Stark Law); and 

42 U.S.C. § 1320a-7b(b) (Anti-Kickback Statute); 42 C.F.R. § 
1001.952(d) (Personal Services Safe Harbor). 
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State/Local 
Laws and 
Directives 

Many states have passed similar laws regarding transparency of 
payments from pharmaceutical and device companies to physicians 
and teaching hospitals. For example, Massachusetts passed one of 
the most comprehensive gift ban laws, incorporating: (1) a state-
mandated code of conduct; (2) prohibitions on certain financial 
payments to health care providers by pharmaceutical and device 
manufacturers; and (3) reporting requirements, including financial 
reports by medical device manufacturers. Furthermore, disclosed data 
becomes part of the public record.  

Governing Statute:  
Chapter 
111N, www.mass.gov/eohhs/docs/dph/quality/healthcare/pharmaceuti
cal-medical-device-conduct-statute.pdf.   

Regulation:  
105 CMR 970.000: Pharmaceutical and Medical Device Manufacturer 
Conduct, www.mass.gov/eohhs/docs/dph/regs/105cmr970.pdf.     

Case Law N/A 

International 
Laws and 
Directives 

N/A 

Operational 
Consideration
s 

CMS Open Payments website: Research-related payments or other 
transfers of value are to be listed under the name of the entity 
receiving payment. In the case of a CTA, the entity receiving the 
payment or transfer of value is usually the teaching hospital.  

Also to be reported are: total payment amount, name of Study, name 
of Drug/Device/Biologic, and Principal Investigator (name, National 
Provider Identifier, state professional license number, specialty, 
primary business address). In addition, optional information, such as 
contextual information about the Study and the ClinicalTrials.gov 
identifier, can be added.   

See www.cms.gov/openpayments/index.html.  

 

Other 
Important 
Information 

N/A 

 

 

http://www.mass.gov/eohhs/docs/dph/quality/healthcare/pharmaceutical-medical-device-conduct-statute.pdf

