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Clinical Trial Agreements Toolkit 

Conduct of Study, Protocol Deviations, and Duties of Site and Investigator 

 

Subject Results/Comments 

Explanation of 
General 
Importance 
from a 
Business 
Perspective 

A CTA should clearly state the basic Study compliance obligations as between the Sponsor1 on the 
one hand, and the Site/Principal Investigator on the other hand.2 Although the interests of the 
Parties will differ somewhat, the language provided below for the Sponsor and the Site positions is 
intended to be reasonable, as it is our experience that a primary goal of the Parties is to achieve a 
fair and balanced CTA in an expeditious fashion.  

Contract 
Language—
Sample from 
Industry 
Sponsor’s 

SECTION [2]3 Conduct of Study/Protocol Deviations  

2.1 Performance of Study. Site shall, and shall cause Principal Investigator to, diligently 
perform the Study in accordance with the Protocol, applicable law, this CTA, and the Site’s 
internal policies, which policies Site represents and warrants are not inconsistent with any 
of the foregoing.4 

                                                            
1 Some industry Sponsors elect to have a Contract Research Organization (CRO) enter into CTAs on the Sponsor’s behalf. In such cases, it 
should be clear to what extent the CRO has the authority to act on behalf of the Sponsor. See further discussion in “Operational Considerations” 
section of this document. 
2 Many academic medical centers in the United States employ Principal Investigators and prefer that the Principal Investigator not be a direct party 
to the CTA. In such cases, Sponsors may require the Principal Investigator to sign an “acknowledgement” of his/her responsibilities. In addition, 
Sponsors also may structure the CTA to provide that the Site will “cause” Principal Investigator to perform his/her duties and further provide that 
any indemnity provided by the Site will cover acts or omissions of the Principal Investigator.  
3 The Section number (2) was selected at random, simply to provide a reference for the organization of the various sub-sections. 
4 The definition of applicable law is frequently a topic of negotiation. See, e.g., the definition of applicable law set forth in Sub-Section (d) of the 
“Industry Sponsor Perspective” in the “Representation and Warranty” section of this Toolkit. We note that some Parties prefer to include 
compliance obligations as covenants, rather than representations and warranties. In addition, however, Sponsors may request a broader 
“including without limitation” list, such as the following: (1) requirements of the applicable IRB; (2) regulations for the Centers for Medicare & 
Medicaid Services; (3) applicable regulations and agency guidance governing the conduct of Studies involving human subjects; (4) laws and 
regulations regarding the purchase and sale of securities while in possession of material, non-public information about a company; (5) laws and 
regulations regarding the federal Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b)); (6) Limitation on Certain Physician Referrals, also known as the 
“Stark Law” (42 U.S.C. § 1395) and the regulations promulgated thereunder; and (7) generally accepted professional standards for professional, 
clinical, and research standard of care. 
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Perspective 
2.2 Protocol Deviation. The Principal Investigator shall not implement any deviation from, or 

changes to, the Protocol without the approval of the Sponsor and prior review and 
approval or favorable opinion from the IRB, except where necessary to eliminate an 
immediate hazard to Subjects.5  

2.3 Handling of Study Drug. Neither Site nor the Principal Investigator shall use or dispose 
or permit the use or disposal of the Study Drug in any way other than as specified in the 
Protocol and may not provide or administer the Study Drug to persons not enrolled in the 
Study at such time. Any use of the Study Drug other than as specified in the Protocol shall 
constitute a material breach of this CTA. Site and the Principal Investigator will ensure that 
the Study Drug is stored and maintained in compliance with the Protocol and applicable 
law and they shall keep or cause to be kept records of all Study Drug(s) so received, used, 
dispensed, disposed of, and/or returned to Sponsor, in accordance with the Protocol and 
applicable law.  

2.4 Access/Inspections. (a) Upon reasonable notice and at reasonable times during the term 
of this CTA, the Principal Investigator and Site shall permit Sponsor and its authorized 
representatives to conduct monitoring activities in furtherance of Sponsor’s regulatory 
duties, including permitting Sponsor and its authorized representatives to do the following:6

(1) Inspect the Site’s facilities used for performance of the Study;  

(2) Validate CRFs against original data and source documents, including medical 
records; and  

(3) Inspect all data and work products relating to the Study. 

(b) Site and Principal Investigator also shall provide full access to applicable FDA or other 
regulatory authorities in the event of an audit or investigation. Upon receiving notice of 
a regulatory audit or investigation, Site or Principal Investigator shall immediately notify 

                                                                                                                                                                                                                                                                         
In addition, Sponsors frequently will wish to add a covenant requiring reasonable diligence, to ensure timely and attentive performance.  
5 Sponsors generally wish to limit to the extent possible any deviations from the Protocol, except where Subject safety may be implicated. 
6 Sites may wish to include language requiring that Sponsor comply with applicable confidentiality terms as a condition of granting access. See 
also “Monitoring, Auditing, and Inspection” section. 
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Sponsor in writing; use best efforts to obtain approval for Sponsor to be present at the 
audit or investigation; and cooperate with the regulatory authority with respect thereto.7 

2.5 Informed Consent/Authorizations for Protected Health Information. The Principal 
Investigator shall obtain the written informed consent of each of the Subjects participating 
in the Study (or his or her duly authorized representative under applicable state law), in the 
form approved by the IRB, and in the manner required by applicable law, prior to the 
Subject’s participation in the Study. Each Subject must have freely given his or her written 
informed consent prior to such Subject’s enrollment in the Study,8 and Principal 
Investigator shall ensure that all Subjects enrolled in the Study meet the legal age and 
other applicable requirements of the state in which Principal Investigator is located. The 
informed consent documentation shall include legally effective permission from the 
Subject, as necessary to enable the collection, processing, use, disclosure, storage, and 
transfer of Subject data in accordance with the Protocol and this CTA. Principal 
Investigator also shall ensure that any such consents will comply with the applicable 
requirements of 45 C.F.R. Part 160, § 160.101 et seq. (Health Insurance Portability and 
Accountability Act of 1996), applicable regulations thereto, and any corollary state law, as 
each such requirements have been and may be amended from time to time.9 The parties 
also shall cooperate in the amendment of the authorization, as may be necessary from 
time to time, to comply with the applicable privacy laws.  

2.6 IRB Review. The Principal Investigator shall submit the Protocol, as well as any informed 
consent documents and Study recruitment materials, for review and approval to an 
appropriate, properly constituted IRB meeting the requirements of applicable law. Principal 
Investigator shall notify Sponsor in writing when such approval has been obtained and 
shall deliver a copy thereof to Sponsor. Principal Investigator shall not commence the 
Study until such approval is obtained and delivered to Sponsor. Principal Investigator and 
Site shall comply with any terms and conditions imposed by the IRB regarding the Study. 
Principal Investigator and Institution shall promptly forward to Sponsor any 
correspondence to or from the IRB regarding the Study10 and shall immediately notify 
Sponsor in writing of any refusal, withdrawal, or suspension of IRB approval. Principal 

                                                            
7 Sites may wish to modify the notice requirement to “as promptly as practicable.” 
8 Sites may object to the requirement of “freely given,” as it may be viewed as subjective in nature. 
9 Sites may wish to limit or remove this language under the theory that Sponsors frequently take a primary role in drafting the consent 
documentation. 
10 Sites may wish to limit this requirement to “material” or “non-ministerial” correspondence. 
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Investigator also shall be responsible for obtaining continuing review and approval of the 
Study and shall keep Sponsor fully informed with respect thereto.  

2.7 Principal Investigator/Study Team Oversight. The Principal Investigator may appoint 
sub investigators and other personnel as he/she may deem appropriate to assist in the 
conduct of the Research (Study Personnel); however, Principal Investigator shall be fully 
responsible for coordinating and supervising their work and ensuring adherence to this 
CTA.11 In addition, Site may not subcontract any of its responsibilities hereunder to any 
other party without the prior written consent of Sponsor, which consent may be withheld in 
Sponsor’s sole discretion.  

 

Contract 
Language—
Sample from 
Site’s 
Perspective 

SECTION [2]12 Conduct of Study/Protocol Deviations  

2.1 Performance of Study. Principal Investigator will use reasonable efforts to perform the 
Study in accordance with the Protocol and Applicable Law.13 Sponsor shall perform, and 
ensure that any Contract Research Organization appointed by it performs, all obligations 
with respect to the Study in accordance with the Protocol, applicable law, and the terms of 
the applicable informed consent.14 
 

2.2 Protocol Deviation. The Principal Investigator shall not implement any deviation from, or 
changes to, the Protocol without the approval of the Sponsor and prior review and 
approval/favorable opinion from the IRB, except where necessary to eliminate an 
immediate hazard(s) to Subjects, or when the change(s) involve(s) only logistical or 
administrative aspects of the trial.15  

                                                            
11 FDA has expressed its concern regarding Principal Investigator oversight of Study Personnel. See 
www.fda.gov/downloads/Drugs/.../Guidances/UCM187772.pdf. 
12 See footnote 3.  
13 See footnote 4. 
14 Sites increasingly wish to confirm that Sponsors will comply with the terms of the applicable informed consent, to limit liability from Subjects who 
may allege violation of same.  
15 See Section 4.52 of International Conference on Harmonisation (ICH) E6 – Guideline for Good Clinical Practice (GCP), available at 
www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf.  
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2.3 Provision of Study Drug. The Sponsor shall provide to the Site, at Sponsor’s sole 
expense, quantities of the Study Drug sufficient for the conduct of the Study in accordance 
with the Protocol.16  

Arguments 
Supporting 
Sponsor’s 
Position 

See various footnotes. 

This is the section under which Sponsors address many of their responsibilities under 21 C.F.R. § 
312.50. Under that regulation, Sponsors are responsible for selecting qualified investigators, 
providing them with the information they need to conduct the Study, ensuring proper monitoring of 
the Study, and ensuring that the Study is conducted in accordance with the Protocol.  

 

Arguments 
Supporting 
Site’s Position 

See various footnotes. 

 
While the Sponsor has regulatory commitments to FDA, the Institution has the direct contact with the 
Subjects and the Institution’s IRB must function in an independent manner. Because of these two 
factors, Institutions revise CTA language to protect the Institution’s ability to take, to the extent 
possible, independent action with respect to IRB determinations and communication to the Subjects. 

Federal Laws 
and Directives 

See links to FDA regulations and guidance documents regarding the conduct of Studies at: 
www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm155713.htm. 

In addition, for U.S. federally funded or sponsored research, see links to HHS regulations and 
guidance at: 
www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html. 

 

State/Local 
Laws and 

Certain states have laws regarding informed consent and privacy that may be applicable to a Study. 

                                                            
16 See representation (c) of “Institution Perspective” under “Representation and Warranty” section and the “Return of Study Drug” language of 
“Institution Perspective” under “Term and Termination” section.  
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Directives 

Case Law N/A 

International 
Laws and 
Directives 

International Conference on Harmonisation (ICH) E6 – Guideline for Good Clinical Practice (GCP); 
available at: 
www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf.

We note, in addition, that if the Study is being sponsored by a non-U.S. Sponsor or if the Study is 
being conducted in support of a marketing authorization to be obtained from a non-U.S. regulatory 
authority, it is possible that there will be terms requested by the Sponsor as a matter of local custom 
or regulatory directive.  

Operational 
Considerations 

From an administrative perspective, it will be important for both the Site and the Sponsor to establish 
and follow procedures for ensuring appropriate implementation of the Protocol and compliance with 
the CTA. Investigator meetings at Site initiation are one method by which the Sponsor establishes 
such procedures. 

 

Other 
Important 
Information 

N/A 

 



1 
 

Clinical Trial Agreements Toolkit 

Representations and Warranties 

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

A representation is a statement of present or past fact that is made to induce 
a person to act, especially to enter into a contract.1 While future "facts" 
cannot generally form the basis of a representation,2 such usage is common 
in CTAs.  

A warranty, on the other hand, is an express or implied promise that 
something in furtherance of the contract is guaranteed by one of the 
contracting parties, and is an agreement to protect the recipient of the 
warranty against loss if the fact is or becomes untrue. According to Black's 
Law Dictionary (Ninth Edition), a representation varies from a warranty in 
four key ways: 

1. A warranty is conclusively presumed to be material, while the burden 
is on the other party claiming breach to show that a representation is 
material; 

2. A warranty must be strictly complied with, while substantial truth is 
the only requirement for a representation; 

3. A warranty is an essential part of a contract, while a representation is 
usually only a collateral inducement; and  

4. An express warranty is usually written on the face of the contract, 
while a representation may be written or oral. 

It is uncommon in most CTAs to confine all representations and warranties 
to a single section. Instead, these terms will often be included in various 
sections throughout the CTA (e.g. Conduct of Study, Duties of Site and 
Principal Investigator, Compensation, Recordkeeping, and Record 
Maintenance, etc.). 

Contract 
Language—
Sample 
from 
Industry 
Sponsor’s 
Perspective 

Site and Principal Investigator represent and warrant that: (a) they are 
authorized to enter into and to perform under this CTA; (b) the Principal 
Investigator is, and at all times during the course of the Study shall be, 
qualified by training and experience with appropriate expertise to conduct 
the Study; (c) they and all Study Personnel have and will, at all times during 
the course of the Study, maintain all training, information, licenses, 
approvals, and certifications necessary to safely, adequately, and lawfully 

                                                            
1 Black's Law Dictionary (Ninth Edition). 
2 Adams, Kenneth A, "A lesson in drafting contracts: What's up with 'representations and warranties'?," 
Business Law Today Volume 15 No. 2 (available at www.adamsdrafting.com/downloads/Adams-
Business-Law-Today-Nov.-Dec.%202005.pdf). 
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perform the Study throughout the term of this CTA; (d) they and all Study 
Personnel will comply with all applicable laws, rules, regulations, and 
guidelines relating to the conduct of clinical investigations, including, without 
limitation, 21 C.F.R. Parts 50, 54, 56 and 312, the International Conference 
on Harmonisation (IHC) Guidelines for Good Clinical Practices, and other 
good clinical and medical practice requirements; [1] and (e) they will not 
charge any Subject or any third party for: (1) the Study 
[Drug/Device/Biologic], or (2) any items or services that are funded by the 
Sponsor under this CTA or that are provided without charge by the Sponsor 
for Study purposes. [2] 

In addition, each of Site and Principal Investigator represents and warrants 
that neither of them, nor any Study Personnel: (1) have contracted for or 
supervised Studies in which their participation was terminated due to any 
failure to comply with protocols or applicable laws, guidelines, or regulations; 
[3] or (2) are subject to any conflicting obligations or legal impediments that 
might interfere with the performance of the Study or this CTA, or that might 
impair FDA’s or other regulatory agency’s acceptance of the resulting Study 
Data or Sponsor's proprietary rights or interests in the Study 
[Drug/Device/Biologic], the Confidential Information, or the Inventions. [4]  

Principal Investigator represents and warrants that he/she will not perform 
any ancillary investigation outside the scope of the Protocol involving 
Subjects without Sponsor's prior written consent. [5] 

If Site requires Sponsor to provide any representations and warranties, 
Sponsor may want to add the following:  

Sponsor disclaims any and all other representations and warranties, written 
or oral, express or implied, with respect to the Study [Drug/Device/Biologic], 
including any representation or warranty of performance, merchantability, or 
fitness for a particular use or purpose, or that the use of the Study 
[Drug/Device/Biologic] will not infringe the rights, patent or otherwise, of any 
third party. [6] 

Contract 
Language—
Sample 
from Site’s 
Perspective 

Sponsor represents and warrants that  

(a) the Study [Drug/Device/Biologic], and Site's and Principal Investigator's 
use thereof, does not infringe on any third party's rights, including intellectual 
property rights; [7] 

(b) Sponsor has received all regulatory approvals necessary to conduct the 
Study; [8] 

(c) the Study [Drug/Device/Biologic] has been prepared/manufactured in 
accordance with all applicable regulatory requirements and good 
manufacturing practices (GMPs); [9] and  

(d) the Study will be registered (and updated and renewed as may be 
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necessary) according to all applicable federal and state laws regarding 
Study registration and/or certification prior to recruitment of the first Subject. 
[10]  

(e) Sponsor has advised Site of any and all known contraindications and/or 
known side effects for the use of Study [Drug/Device/Biologic]. If Sponsor at 
any time becomes aware of additional actual or possible contraindications 
and/or side effects of the Study [Drug/Device/Biologic], Sponsor will 
promptly notify Site of all such information. [11] 

If Site provides representations, the Site will often agree to the following: 

Site represents that (a) it is authorized to enter into this CTA; (b) the 
Principal Investigator is qualified by training and experience with appropriate 
expertise to conduct the Study; (c) all Study Personnel have all training, 
information, licenses, approvals, and certifications necessary to safely, 
adequately, and lawfully perform the Study; and (d) Study Personnel will 
comply with all applicable laws, rules, regulations, and guidelines relating to 
the conduct of clinical investigations.  

 

Arguments 
Supporting 
Sponsor’s 
Position 

[1] FDA requires Sponsors to select Investigators qualified by training and 
experience to investigate the [Drug/Device/Biologic] and provide the 
Investigators with the information needed to conduct the Study properly.  

[2] Medicare covers the routine costs of qualifying clinical trials, as well as 
reasonable and necessary items and services used to diagnose and treat 
complications that may arise from participating in a Study. In addition, many 
states have adopted laws requiring insurers to cover the costs of certain 
experimental drugs and devices that are only available through participation 
in Studies. If reimbursement is available from more than one source of 
funding, however, the Site and Investigators must avoid claiming 
reimbursement from more than one source for the same item or service. 
Improper submission of claims for items or services to federal health care 
programs (i.e. Medicare) that have been paid by the Sponsor could give rise 
to a False Claims Act case being brought against the Site and/or 
Investigators. Additional information on costs and reimbursement can be 
found in the “Compensation” section. 

[3] Sponsor will want to ensure that competent Investigators are conducting 
the Study and that the Investigators have not been debarred by FDA. More 
information on debarment can be found in the “Debarment” section. 

[4] FDA requires Sponsors to select Investigators qualified by training and 
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experience to investigate the [Drug/Device/Biologic] and provide the 
Investigators with the information needed to conduct the Study properly.  

[5] Sponsor will want to ensure that the data received from each Subject is 
not affected by any ancillary investigations, which may involve treatments 
outside of the expected standard of care. Additionally, such ancillary 
investigations may have the effect of corrupting the Study Results, 
especially given that Sponsor cannot control for such effects when designing 
its Study Protocol. Finally, if a PI and/or Study Personnel are conducting 
ancillary studies on Subjects using knowledge gained from their participation 
in the Study, this could potentially infringe on Sponsor's intellectual property. 

[6] As an investigational [Drug/Device/Biologic], Sponsor cannot attest to its 
accuracy or effectiveness. Because the Study [Drug/Device/Biologic] is 
experimental, Sponsor may want to disclaim any warranty about its 
performance and use for a specific purpose or treatment.  

Arguments 
Supporting 
Site’s 
Position 

[7] Generally, a Sponsor will resist providing a warranty that the use of the 
Study [Drug/Device/Biologic] is non-infringing and may expressly disclaim 
any such warranty; however, Sponsor is in the best position to know 
whether its Study [Drug/Device/Biologic] could infringe (directly or indirectly) 
on another party's intellectual property. Since the infringer of a patent can be 
held liable for damages (and in some cases, treble damages may be 
awarded), it is important that Site secure this warranty.  

[8] Sponsor generally must request permission from FDA to distribute the 
Study Drug or Study Device for the purpose of investigating the Study Drug 
or Study Device in the Study. This permission is required to exempt Sponsor 
from compliance with requirements of the Federal Food, Drug, and 
Cosmetic Act (FDCA) that are applicable to commercial distribution of Study 
Drugs and Study Devices. In addition, both the HHS regulations and FDA 
regulations for the protection of human subjects require that an IRB review 
the Protocol, Informed Consent documents, recruiting and advertising 
materials, and any other related documents prepared by the Sponsor. 
Sponsor (and by extension, Site) cannot enroll Subjects in the Study until 
the IRB has approved these documents. 

[9] Sponsors are required to apply current GMPs as required under FDCA in 
the manufacture of most investigational drugs used in clinical trials. This 
requirement is necessary to help ensure subject safety. FDA has distributed 
guidance documents to assist Sponsors in the application of the GMPs. 

[10] Registration of "applicable clinical trials" is mandated under the U.S. 
Food and Drug Administration Amendments Act of 2007. The Sponsor is 
responsible for registering the Study (although Sponsor may delegate its 
responsibility to the Principal Investigator). Sponsor must certify compliance 
with this requirement in its submissions to FDA. In addition, registration of 
Study Results is necessary for Sponsor and/or Principal Investigator to 
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publish Study Results. The International Committee of Medical Journal 
Editors (ICMJE) published a statement in 2004 that it would not consider 
manuscripts reporting results of clinical trials that were not registered at or 
before the start of any Subject enrollment. Most peer-reviewed journals have 
agreed to follow the ICMJE standards.  

[11] While these terms are required by ICH E6 and 21 C.F.R. § 312, 
adding this preferred language to the CTA provides Site with 
contractual protection.  

[12] Since Study Data submitted to FDA forms the basis for FDA's 
determination of safety and efficacy of new drugs, biologics, and medical 
devices, FDA must be able to confidently rely on the integrity of the data 
used to support claims of product safety and efficacy. As such, electronic 
records and signatures must meet the same fundamental elements that are 
expected of paper records. The regulations in Part 11 set forth the criteria 
under which FDA considers electronic records, electronic signatures, and 
handwritten signatures executed to electronic records to be trustworthy, 
reliable, and generally equivalent to paper records and handwritten 
signatures executed on paper. FDA inspectors are expected to describe any 
computer systems used at the clinical trial site to generate, collect, or 
analyze data. FDA can take administrative actions based on the inspection 
results, such as issuing warning letters, re-inspection to verify corrective 
actions, or placing a clinical hold on the Study. Civil/criminal actions are 
available as well. If Sponsor will be providing an electronic data capture 
system for the Study, it needs to comply with these requirements. 
Additionally, the Electronic Data Capture System needs to comply with 
Health Insurance Portability and Accountability Act (HIPAA) requirements, 
as the Site is a "covered entity" under HIPAA expected to transmit Protected 
Health Information through this system. More information regarding HIPAA 
requirements can be found in the “HIPAA” section. 

Federal 
Laws and 
Directives 

Patent Infringement: 

35 U.S.C. § 271 

 

Obtaining Regulatory Approvals / Conducting Studies: 

21 C.F.R. § 312.1 (Investigational New Drug Application); 

21 C.F.R. § 812.1 (Investigational Device Exemptions);  

21 C.F.R. § 812.43(a) (Selecting Investigators and Monitors); 

21 C.F.R.  §50.20 (General Requirements for Informed Consent); 

21 C.F.R. § 56.103 (Circumstances in which IRB review is required); and 
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45 C.F.R. § 46.111 (Criteria for IRB approval of research). 

 

Good Manufacturing Practices:  

21 C.F.R. § 210 and 211 (Current Good Manufacturing Practices); and  

FDA, Medical Devices: 1. The Quality System Regulation, June 18, 2009, 
available at: 
www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRe
quirements/QualitySystemsRegulations/ucm230127.htm. 

 

Requirements that Study Be Registered: 

Section 801 of the Food and Drug Administration Amendments Act of 
2007,available at www.gpo.gov/fdsys/pkg/PLAW-110publ85/pdf/PLAW-
110publ85.pdf#page=82; and  

Clinical Trial Registration: A Statement from the International Committee of 
Medical Journal Editors, available at www.icmje.org/news-and-
editorials/clin_trial_sep2004.pdf.  

 

Electronic Data Capture System: 

21 C.F.R. Part 11 

Guidance for Industry Part 11, Electronic Records; Electronic Signatures – 
Scope and Application (August 2003), available at 
www.fda.gov/RegulatoryInformation/Guidances/ucm125067.htm; 

Guidance for Industry Computerized Systems Used in Clinical Investigations 
(May 2007), available at www.fda.gov/OHRMS/DOCKETS/98fr/04d-0440-
gdl0002.pdf; 

Guidance for Industry Electronic Source Data in Clinical Investigations 
(Sept. 2013), available at 
www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/gu
idances/ucm328691.pdf; and 

U.S. Food and Drug Administration Compliance Program Guidance Manual, 
Chapter 48 Bioresearch Monitoring Clinical Investigators and Sponsor-
Investigators, December 8, 2008, available at 
www.fda.gov/downloads/ICECI/EnforcementActions/BioresearchMonitoring/
ucm133773.pdf.  

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/QualitySystemsRegulations/ucm230127.htm
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm328691.pdf
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm328691.pdf
http://www.fda.gov/downloads/ICECI/EnforcementActions/BioresearchMonitoring/ucm133773.pdf
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Study Reimbursement / Billing: 
 
Medicare National Coverage Determination for Routine Costs in Clinical 
Trials (§ 310.1), available at www.cms.gov/Regulations-and-
Guidance/Guidance/Transmittals/downloads/R74NCD.pdf. 

 

State/Local 
Laws and 
Directives 

States, counties, or cities may have their own laws that govern clinical 
research either specifically or incidentally. 

Case Law N/A 

Internationa
l Laws and 
Directives 

ICH E6 – Guideline for Good Clinical Practice (GCP), available at 
www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E
6/E6_R1_Guideline.pdf;  

FDA guidance document, available at 
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/
Guidances/UCM073122.pdf; and  

Declaration of Helsinki, available at 
jama.jamanetwork.com/article.aspx?articleid=1760318. 

Operational 
Considerati
ons 

A warranty that is made by a public or nonprofit entity may result in the 
characterization of a contractual relationship as commercial. This could 
mean that the CTA is viewed as covered by the Uniform Commercial Code 
and also could expose the Site to unrelated business income tax on 
payments collected from the Study. As such, the Site may want to revise 
any language requiring such Party to "warrant" to instead "certify" (i.e., the 
Site certifies that it is authorized to perform the Study.) 

Other 
Important 
Information 

N/A 

 

 

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
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Clinical Trial Agreements Toolkit 

Monitoring, Auditing, Inspection 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Provisions regarding monitoring, auditing, and inspection 
allow Sponsors to ensure that Institutions are 
appropriately documenting study performance, meeting 
study benchmarks, producing quality data, taking 
adequate safety precautions, and complying with laws, 
regulations, and applicable guidelines to ensure usable 
data and results. Furthermore, these provisions set forth 
the procedure that Institutions should follow with regards 
to notice and Sponsor involvement in the event of an audit 
or inspection by FDA or other government 
agency/regulatory body. 

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

During and after the term of this Agreement, Institution 
agrees to permit representatives of Sponsor and/or FDA 
or other appropriate governmental authorities to examine 
(a) the facilities where the Study is being conducted; (b) 
raw Study data including original subject records; and (c) 
any other relevant information (and to make copies) 
necessary for Sponsor to confirm that the Study is being 
conducted in conformance with the Study Protocol and in 
compliance with applicable FDA, Drug Enforcement 
Administration, or any national or governmental laws and 
regulations and the International Conference on 
Harmonisation (ICH) guidelines. Institution shall 
immediately notify Sponsor if any governmental authority 
schedules or without scheduling begins an inspection and 
shall allow Sponsor to be present and provide assistance 
with any such inspection or audit. Institution shall 
promptly, upon issuance, provide Sponsor a copy of any 
governmental correspondence resulting from any such 
inspection. Institution agrees to take all reasonable 
actions requested by Sponsor to cure deficiencies noted 
during an inspection or audit. In addition, Sponsor shall 
have the right to review and approve any correspondence 
to a governmental authority generated as a result of an 
inspection or audit prior to submission by Institution. 



 

2 
 

Contract Language—
Sample from Site’s 
Perspective 

Sponsor Monitoring/Audit. Institution will permit Sponsor 
or its representatives to examine or audit the work 
performed hereunder, the Study site, facilities, systems, 
and equipment at or with which the work is conducted and 
records related to such work, upon reasonable advance 
notice during regular business hours at mutually 
agreeable times to determine that the Study is being 
conducted in accordance with the agreed requirements 
and that the facilities are adequate. 

 

Government Inspection/Audit. Institution shall promptly 
inform Sponsor if FDA or any other governmental or 
regulatory authority requests permission to or does 
inspect the Institution in relation to Institution’s 
performance hereunder. To the extent allowed by law, 
Institution will provide copies of all correspondence which 
Institution receives or generates directly related to the 
Study pursuant to any such inspection which 
correspondence will be redacted of any third-party 
confidential information. Sponsor shall be permitted to 
review and provide comment on Institution’s responses as 
time permits; however, Institution retains the final decision 
making with regard to Institution’s response.  

 

Arguments Supporting 
Sponsor’s Position 

Under 212 C.F.R. § 312.50, the Sponsor is charged with 
“ensuring proper monitoring of the investigation(s), 
ensuring that the investigation(s) is conducted in 
accordance with the general investigational plan and 
protocols contained in the IND” among other 
responsibilities. Because the responsibility to monitor 
includes an inherent responsibility to reasonably uncover 
and ensure correction of any deviations or deficiencies at 
sites, the Sponsor requires a broad, unfettered 
inspection/audit provision so that the Sponsor may meet 
all of its obligations under the law. Furthermore, the 
Sponsor must ensure that FDA and other government 
agencies/regulatory bodies have the access that they 
need to Institution’s facilities and records. In order for 
Sponsor to be and to stay fully informed of FDA’s (et al.) 
inspection/auditing activities with regards to the 
institutions that they employ to perform studies, the 
Institution should give notice of any such inspection/audit 
immediately. The Sponsor should be allowed to be 
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present because it is their drug/device and their protocol, 
and the Sponsor can provide first-hand information as well 
as aid in the responses from the Institution. 

Arguments Supporting 
Site’s Position 

Sponsor Monitoring/Inspection/Audit:  

Because accommodating the Sponsor monitors takes up 
time and resources of the Institution, it is preferable to 
ensure that the monitoring provision requires reasonable 
advance notice and that such monitoring takes place 
during normal business hours. It also is preferable that the 
Sponsor’s monitoring/inspection/audit rights and 
obligations be set forth separately from that of FDA/other 
governmental agency/regulatory body as the 
requirements for compliance are different. 

 

FDA/Other Government Inspection/Audit: 

Confidentiality: Governmental or regulatory agency 
inspections and audits involve examination of Institution 
departments and functions and are not specific to the 
Study. Therefore, it is important that CTA language 
regarding inspections/audits allow the Institution to adhere 
to its confidentiality obligations with regard to patient 
protected health information as well as information related 
to other studies that will be covered by the 
audit/inspection. Given these considerations, it is 
inappropriate for a Sponsor representative to be onsite 
during the inspection. Similarly, any copies of materials 
related to the audit or inspection provided by the 
Institution to the Sponsor should be redacted to protect 
third-party confidentiality. If a Sponsor insists on being 
present during an audit/inspection, an option is to limit the 
Sponsor representative to the following:  

“To the extent allowed by law, Institution shall permit 
Sponsor representative to be present onsite during such 
audit/inspection directly relating to the Study provided that 
such Sponsor representative shall not physically attend or 
participate in such audit/inspection. Sponsor 
representative may be present onsite to provide support 
upon request but shall not in any manner manage or 
direct such audit/inspection.” 

 

Notification to Sponsor: Many sponsors request 
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notification “immediately” or within a specified timeframe 
upon the Institution becoming aware that it is being 
audited or inspected. As a practical matter, a contract 
provision requiring notification within a certain amount of 
time (e.g. 24 hours) may not be practicable and may place 
the Institution in the position of breaching the CTA if it is 
unable to notify the Sponsor. A potential compromise may 
be that a specified timeframe for notification is agreed to 
during the course of the Study. 

 

Sponsor Participation in Institution’s Response: 
Sponsor participation in the response provided by the 
Institution to the governmental or regulatory agency is 
inappropriate as the Institution itself is being audited; 
therefore, the audit extends beyond merely the Study. 
Accordingly, while the Sponsor may be provided with 
(redacted) copies of the Institution’s response, it is not 
appropriate for the Sponsor to be given the authority to 
revise, or for the Institution to be required to incorporate 
Sponsor revisions. The Institution should retain final 
decision-making authority with regard to its response to 
the audit/inspection. 

 

Federal Laws and 
Directives 

Drug: 

21 C.F.R. § 312.50 General Responsibilities of Sponsors;  

21 C.F.R. § 312.56 Review of Ongoing Investigations;  

21 C.F.R. § 312.58 Inspection of Sponsor’s Records & 
Reports;  

21 C.F.R. § 312.60 General Responsibilities of 
Investigators;  

21 C.F.R. § 312.62 Investigator Recordkeeping & Record 
Retention; and  

21 C.F.R. § 312. 68 Inspection of Investigator’s Records & 
Reports.  

 

Device: 

21 C.F.R. § 812.30(b)(5)(iii) FDA Action on Applications – 
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Grounds for Disapproval;  

21 C.F.R. § 812.40 General Responsibilities of Sponsors;  

21 C.F.R. § 812.46 Monitoring Investigations;  

21 C.F.R. § 812.100 General Responsibilities of 
Investigators; 

21 C.F.R. § 812.110 Specific Responsibilities of 
Investigators; 

21 C.F.R. § 812.140 Records; and 

21 C.F.R. § 812.145 Inspections. 

State/Local Laws and 
Directives 

N/A 

Case Law N/A 

International Laws and 
Directives 

ICH E6 2 Principles of ICH GCPs; 

ICH E6 4 Investigator requirements (specific directive at 
4.1.4); and 

ICH E6 5.5.12 Sponsor requirements. 

Operational 
Considerations 

Institutions should consider adopting an institutional policy 
regarding Sponsor involvement in government inspections 
and audits. Having such a policy provides clarity and 
ensures that all Sponsors are treated the same. Both 
Parties should assess how much advance notice is 
reasonable for an audit or inspection and both Parties 
should consider the burden that will be imposed by the 
proposed monitoring schedule.  

Other Important 
Information 

N/A 
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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
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Clinical Trial Agreements Toolkit 

Confidentiality 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

 

The conduct of industry-sponsored clinical research 
necessarily involves the exchange of sensitive 
information, including proprietary information pertaining 
to the product being tested. The CTA should therefore 
set out the Parties’ respective obligations with respect to 
the use and disclosure of such information; define the 
nature and scope of such information; and specify for 
how long such information must be maintained by the 
Parties as “confidential.” A CTA also may address how 
the Parties should handle “Confidential Information” 
during and after the conduct of the Study and after 
termination or expiration of the CTA. 

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

Site, its employees, the PI, and other personnel 
(including, without limitation, subcontractors and 
affiliates) (collectively, Receiving Party) shall not 
disclose to any third party or use Confidential 
Information for any purpose other than permitted by 
this CTA without the Sponsor's prior written consent. 
Obligations of confidentiality and non-use with 
respect to any Confidential Information identified as 
a trade secret by Sponsor shall remain in place for 
so long as the applicable Confidential Information 
retains its status as a trade secret under applicable 
law.  

“Confidential Information” shall include any 
information provided to Receiving Party by or on 
behalf of the Sponsor including, without limitation, 
the protocol, Study materials, investigator 
brochures, and all materials, data, and results, 
including, without limitation, the Study case report 
forms, and information concerning the Sponsor or 
the Study or otherwise developed as a result of 
conducting the Study, except any portion thereof 
that: 

(a) is known to the Receiving Party prior to 
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receipt thereof under this CTA, as evidenced 
by its written records; 

(b) is disclosed to the Receiving Party after 
acceptance of this CTA by a third party who 
has a right to make such disclosure in a non-
confidential manner; or 

(c) is or becomes part of the public domain 
through no fault of the Receiving Party. 

Notwithstanding anything to the contrary herein, the 
terms of this CTA and its existence shall be 
considered “Confidential Information” hereunder. 

Within thirty (30) days following the completion or 
termination of the Study, Site shall return or destroy 
all Confidential Information; provided, however, Site 
may retain one copy of Confidential Information in its 
confidential files to be used solely by Site to comply 
with this CTA and for archival purposes. 

Nothing in this CTA shall be construed to restrict 
Receiving Party from disclosing Confidential 
Information as required by law or court order or 
other governmental order or request, provided, in 
each case that Receiving Party shall give Sponsor 
prompt written notice (and in any case at least five 
(5) business days’ notice) in order to allow Sponsor 
to take whatever action it deems necessary to 
protect its Confidential Information.  

This Section shall continue in full force and effect for 
a period of ten (10) years from the date of expiration 
or termination of this CTA. 

 

Contract Language—
Sample from Site’s 
Perspective 

During the term of this CTA,1 the Site shall not disclose 
to any third party or use for any purposes other than the 
performance of this Study, any and all Confidential 
Information without Sponsor’s prior written consent, 
except as otherwise specified in this CTA. The Site shall 
treat the Confidential Information as it would treat its 
own confidential information, but in no event shall it use 
less than a reasonable degree of care. The obligation of 

                                                            
1 Sites may request that the confidentiality term be limited to the term of the CTA or for three (3) or five (5) 
years after expiration or termination of the CTA. 
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non-disclosure and non-use shall not apply to the 
following: 

(a) information that, at the time of disclosure 
hereunder, is available to the public; 

(b) information that, after disclosure hereunder, 
becomes available to the public, except through 
breach of this CTA; 

(c) information that the Site can demonstrate was in 
its possession at the time of disclosure by Sponsor 
and that was not acquired from Sponsor under any 
obligation of confidentiality;  

(d) information that becomes available to the Site from 
a third party that, to Site's actual knowledge, is not 
legally or contractually prohibited from disclosing 
such information; 

(e) information disclosed as part of a publication 
issued in accordance with the publication 
provisions of this CTA;  

(f) information required by any law, including but not 
limited to state open records laws, regulation, or 
order of court to be disclosed by Site. Prior to 
disclosing any such Confidential Information, the 
Site shall, to the extent possible, first notify the 
Sponsor in order that Sponsor may take any action 
it deems appropriate; or 

(f) information that in the PI’s sole discretion must be 
disclosed to provide treatment for any Subject(s). 

The terms of this CTA supersede any previous non-
disclosure agreements or any other preliminary 
representations or understandings that have been 
entered into by the parties to this CTA with regard to the 
Study. The terms of this CTA will be treated as 
confidential; however: (1) the existence of the CTA and 
Study will not be confidential; and (2) Site may disclose 
this CTA and/or any of the terms and conditions hereof 
(a) as required by law or regulatory authority including 
applicable Medicare documentation and payment 
requirements; (b) to Medicare and other payer 
representatives for purposes of establishing rights to 
reimbursement or responding to audits or inquiries; and 
(c) for other legitimate business, payment, and 
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operations purposes including, without limitation, 
disclosures for purposes of due diligence and 
accreditation. 

Upon termination of this CTA, Site shall, at the direction 
of the Sponsor, return or destroy all Confidential 
Information, at Sponsor's sole cost and expense. The 
Site and the IRB may each retain one archival copy of 
all Confidential Information for the purpose of 
demonstrating its compliance with its obligations 
hereunder. 

 

Arguments Supporting 
Sponsor’s Position 

Significant financial investments are made by the 
Sponsor to develop and test new products prior to 
market authorization, and the premature or inappropriate 
disclosure can be devastating to the company, as well 
as potentially dangerous and misleading to patients and 
the general public. Premature disclosure of information 
regarding a new product (Drug/Device/Biologic) could 
jeopardize the Sponsor's ability to patent inventions or 
maintain trade secrets, which is essential to the 
Sponsor’s financial investments and overall financial 
viability.  

From the Sponsor’s perspective, then, the confidentiality 
clause in a CTA should prohibit the Site, Principal 
Investigator, and Study Personnel from using or 
disclosing the Sponsor's Confidential Information, except 
as may be permitted by the CTA or as required by law. 
In general, the Sponsor would like to ensure that as 
much of its information is protected as possible. Thus, 
the Sponsor would like to ensure that any information 
provided to the Site and/or generated in the course of 
the Study will be maintained as the Sponsor’s 
“Confidential Information.” And, the Sponsor would like 
to ensure that such information is protected for as long 
of a timeframe as possible. 

A Sponsor’s interest in a long confidentiality term is most 
important in a Phase I study because additional studies 
will be required before a Study Drug is approved for 
marketing. The Sponsor generally seeks to maintain the 
confidentiality of its Confidential Information until its 
proprietary drug is approved for marketing. 

Arguments Supporting The Site and the PI will generally acknowledge the need 
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Site’s Position to protect the Sponsor’s confidential and proprietary 
information. However, the Site and the PI will not accept 
restrictions on disclosure of Study results that the Site 
believes unduly limits its ability to appropriately treat 
Subjects or their academic freedom, i.e., the ability to 
publish results and promote the advancement of 
scientific and clinical knowledge. To help fulfill their 
scientific and educational mission, a Site and a PI may 
also desire the right to use some, or all, of the Study 
results and related clinical trial information for additional 
research, education, and patient treatment purposes. It 
also may be necessary for a Site to produce the CTA 
itself to meet Medicare/third-party payer requirements as 
well as other legitimate health care operations and 
business purposes (e.g., in the course of due diligence). 
Accordingly, a Site may not agree to keep the terms of 
the CTA confidential.  

Another consideration, from the Site’s perspective, is 
that an “overly broad” definition of Confidential 
Information could potentially include information that is 
either confidential to the Site, or for which the Site may 
have its own legal and regulatory obligations to use 
and/or disclose. 

Sites desire to narrow the obligation of confidentiality to 
only those items clearly marked “Confidential.” If there is 
no marking requirement, the Site may have operational 
challenges in trying to conform to the confidentiality 
requirements. If the definition of “Confidential 
Information” becomes too broad in scope, many Sites 
are particularly sensitive about defining Study results as 
"Confidential Information" subject to a Sponsor's prior 
approval before disclosure. Appropriate carve outs in the 
publication section allowing for review for intellectual 
property purposes can be agreed upon to address this 
concern. 

 

Federal Laws and 
Directives 

5 U.S.C. § 552(b) (Freedom of Information Act). The 
Freedom of Information of Act and state open records 
laws govern access to records maintained by federal 
agencies and state agencies to ensure transparency 
and governmental accountability. Many public 
universities and information submitted to federal 
agencies are subject to the open records law and 
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fundamentally conflict with the Sponsor's expectations of 
confidentiality related to the Sponsor's proprietary 
information. State laws vary in their protections of non-
patentable research data and personal information. 
Consult the relevant statutes and case law. 

 

State/Local Laws and 
Directives 

 

State open records laws may require state-owned 
hospitals and other health care entities to disclose 
certain Confidential Information. See discussion above. 

 

Case Law Cordis Corp. v. O'Shea, 988 So.2d 1163 (Fla. Dist. Ct. 
App. 2008). The patient sued the manufacturer on 
various products liability claims regarding a drug-eluding 
stent implanted in his body. The trial court issued a 
stipulated protective order regarding disclosure of the 
manufacturer's confidential information disclosed in 
discovery. The patient moved for an order clarifying the 
disclosure provisions of the order. The trial court issued 
an order allowing disclosure to attorneys in collateral 
litigation against the manufacturer and attorneys without 
collateral litigation. The manufacturer petitioned for 
certiorari review. The appeals court held that: (1) the 
manufacturer had inadequate remedy at law; and (2) 
dissemination to those outside the case or collateral 
litigation was a departure from the essential 
requirements of law. 

Upjohn Co. v. Freeman, 906 S.W.2d 92, 101 (Tex. App. 
1995) (affirming the trial court’s order sealing a portion 
of discovery documents containing the Appellant’s 
protocols in testing a drug, based on the court’s finding 
that the protocols contained trade secrets).  

Transkaryotic Therapies, Inc. v. Bain & Co., Inc., 2002 
Mass. Super. Lexis 73 (2002). Preliminary injunctive 
relief was granted in favor of a pharmaceutical 
manufacturer on the basis that clinical trial data may be 
a “trade secret,” which warrants protection against 
disclosure in contravention of a non-disclosure 
agreement to competitors or their consultants. 

Hoffman-LaRoche Inc. v. Yoder, 950 F. Supp. 1348, 
1359 (S.D. Ohio 1997). Clinical trial data was not 
sufficiently marked as “confidential” and was found 
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ineligible for protection as a “trade secret” under Ohio 
law. 

Pfizer, Inc. v. ICI Americas, Inc. (10 Del. J. Corp. L. 275 
(1984)). The court denied an order for preliminary 
injunctive relief to protect clinical trial data from 
disclosure by a former employee due to failure to show 
that the information should be protected as a trade 
secret.  

 

International Laws and 
Directives 

Articles 11, 12, 13, and 14 of Regulation 726/2004 
(European Medicines Agency required to make certain 
information related to marketing authorizations publically 
available). 

 

Operational 
Considerations 

It may be administratively burdensome for the Sponsor 
when the confidentiality language of the CTA requires 
the Sponsor to mark all Confidential Information as such 
(i.e., “confidential” or “proprietary”). A confidentiality 
mark is not practical in the course of a Study where 
there may be many modes of communication used. 

Conversely, it may be administratively burdensome for a 
Site to keep track of all information that is defined as 
“Confidential”—and hence, for the Site to ensure it is 
complying with the terms of the CTA—when the CTA 
defines all information received by and/or generated by 
the Site during the course of the Study as “Confidential.” 
The Site also should consider whether it is feasible to 
return or destroy Confidential Information at the end of 
the Study or upon the Sponsor’s request, as most 
information may be shared in electronic format and, 
hence, may be archived and/or duplicated in the Site’s 
electronic information systems (and practically, may be 
irretrievable). 

 

Other Important 
Information 

N/A 
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Clinical Trial Agreements Toolkit 

Privacy and Security 

 

Subject Results/Comments 

Explanation of 
General 
Importance from 
a Business 
Perspective 

Maintaining the privacy of Subjects’ individually identifiable 
health information is paramount to the protection of human 
subjects and promoting the candor and trust needed for clinical 
Study participation. In addition, hospitals, physicians, and other 
health care providers engaged in the conduct of clinical research 
are typically Covered Entities subject to the privacy and security 
requirements of the Health Insurance Portability and 
Accountability Act of 1996 and its implementing regulations 
(collectively, HIPAA). Pursuant to HIPAA, Covered Entities must 
ensure the privacy and security of individually identifiable health 
information (Protected Health Information, as defined by HIPAA 
and hereinafter referred to as PHI). 

Sites and Sponsors may be subject to other state and federal 
laws and regulations pertaining to “sensitive” information, such 
as genetic information and information related to substance 
abuse treatment, as well as state data breach notification laws. 

The purpose of information privacy and security provisions in a 
CTA is, in part, to ensure compliance with HIPAA and other data 
protection laws that relate to Subjects enrolled in Studies.  

For Studies conducted outside the United States, the data 
protection language is aimed at also protecting other individuals 
whose individually identifiable information may be “processed” 
for purposes of the Study. Access, use, and disclosure or 
“processing” of individually identifiable information is necessary 
to conduct and monitor the Study; publish Study results; and in 
some cases, submit to regulatory agencies for approval of a 
drug, device, or biologic. Therefore, another purpose of this 
clause is to permit access to such individually identifiable 
information for these purposes. 

NOTE: This section does not address compliance with 22 CFR 
Part 11 (regarding electronic records and electronic signatures 
submitted to FDA). For more information regarding Part 11, see 
FDA’s guidance available at 
www.fda.gov/RegulatoryInformation/Guidances/ucm125067.htm. 
See the “Representations and Warranties” section. 
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Contract 
Language—
Sample from 
Industry 
Sponsor’s 
Perspective 

Site shall comply with all applicable laws and regulations 
pertaining to the collection, use, storage, and disclosure of 
individually identifiable health information of Subjects enrolled in 
the Study (Health Information), including without limitation, 
HIPAA, as amended from time to time. 

Sponsor shall have the right to review and approve the Informed 
Consent and Authorization documents (Authorization 
Documents) relating to the Health Information of Subjects 
enrolled in the Study. Such Authorization Documents shall, to 
the extent permitted by applicable laws and regulations, permit 
the receipt and use of Health Information by Sponsor, its 
subcontractors, and other third-party researchers.  

Sponsor agrees, and Sponsor will require that any party to 
whom Sponsor discloses Health Information (Recipient) agrees 
to use and disclose the Health Information only as permitted in 
the Authorization Documents and in accordance with all 
applicable laws and regulations.  

The Authorization Documents may authorize the Sponsor and its 
subcontractors, including without limitation, Sponsor’s Contract 
Research Organization (CRO), to use Health Information for 
future research studies, to recruit research subjects to additional 
studies, to allow monitoring of the Study, and for submission of 
information to regulatory agencies in connection with marketing 
approval. 

 

Contract 
Language—
Sample from 
Site’s 
Perspective 

Site and Principal Investigator (PI) shall comply with applicable 
laws and regulations relating to the privacy and security of 
patient information, including, without limitation, the Health 
Insurance Portability and Accountability Act of 1996 and its 
implementing regulations, as amended from time to time 
(collectively, HIPAA). Site/PI shall obtain a signed informed 
consent and HIPAA authorization, as approved by the IRB and 
Sponsor, from each Subject. 

Sponsor acknowledges that Site (including its affiliated hospital(s) 
and medical practice(s)) (collectively, Health Facilities) are patient 
care facilities and considered Covered Entities subject to HIPAA. 
Accordingly, Health Facilities have a legal and regulatory 
obligation to protect and secure patient care information, as well 
as areas in which such information may be present or 
accessible. Sponsor hereby agrees to comply with Health 
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Facilities’ security policies and procedures relating to third-party 
access to patient information and records and shall require its 
subcontractors, including without limitation, CRO (if applicable), 
to comply to such policies. 

In the event Sponsor, its CRO, and/or their subcontractors come 
into contact or otherwise have access to a Subject’s identifiable 
information, then Sponsor shall ensure such information and the 
identity of the Subject is held in confidence and treated in 
accordance with all applicable laws and regulations, as well as 
the Authorization Document(s) signed by the Subject. Sponsor 
shall not attempt to identify or contact any Subject except to the 
extent permitted under the signed Authorization Document(s) 
provided to and signed by such Subject. Sponsor shall require 
its CRO and all subcontractors to comply with the foregoing. 

If Sponsor, its CRO, and/or their subcontractors, gain access to 
the medical records of, or are otherwise exposed to the 
identifiable information of a patient not participating in the Study, 
Sponsor shall ensure that such information and the identity of 
such patient is held in strict confidence. Sponsor shall require its 
CRO and all subcontractors to comply with the foregoing. 

Sponsor shall provide written notice to Site of any unauthorized 
access to or disclosure of individually identifiable personal 
information (Breach) within five (5) business days of becoming 
aware of such occurrence. Such notice shall include the timing 
and nature of the Breach. Sponsor shall take all reasonable 
measures to remedy such Breach. In the event that any records, 
in any form, are removed from Site or its Health Facilities, 
Sponsor shall ensure that such records are immediately 
returned to Site. 

 

Arguments 
Supporting 
Sponsor’s 
Position 

Drug and device manufacturers are typically not subject to data 
protection obligations under HIPAA, although they may be 
subject to data protection laws for studies conducted outside the 
United States. In the United States, once PHI has been 
disclosed by a health care provider (i.e., HIPAA Covered Entity) 
to a non-Covered Entity, the PHI is no longer subject to the 
protections of HIPAA, although it may still be subject to the 
terms of the Subject’s written consent/authorization, to the 
extent one has been executed.  

From the Sponsor’s perspective, these provisions in a CTA 
should simply restate the Site’s and PI’s legal and regulatory 
obligations under HIPAA and other applicable data protection 
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laws and regulations. The Sponsor should not undertake, 
contractually, any obligations to which it is not otherwise subject 
under law and regulation. 

 

Arguments 
Supporting Site’s 
Position 

Because Sponsors are not Covered Entities as defined by 
HIPAA, they are not subject to the same legal and regulatory 
requirements as Sites. And, although HIPAA requires a Site and 
its PI to obtain from each Subject a HIPAA authorization for 
Study purposes, HIPAA does not require the Sponsor to comply 
with the HIPAA authorizations.  

For risk mitigation purposes, the Sponsor should—at a 
minimum—acknowledge the Site’s regulatory obligations as a 
Covered Entity. Because of the legal protections surrounding 
Subject information, the Site also should obligate the Sponsor 
contractually to protect and use Subjects’ information only in 
accordance with the Authorization Documents signed by the 
Subjects.  

To fulfill its own regulatory obligations, the Sponsor will require 
the Site to provide access to the Site’s facilities and records for 
monitoring purposes. Such required access should be 
conditional on the Sponsor’s agreement to comply, and require 
its subcontractors to comply, with the Site’s privacy and security 
policies and procedures related to third-party access to patient 
areas and medical records (e.g. refraining from accessing 
restricted areas, and producing identification before accessing 
facilities and records). Without this condition, the Sponsor would 
be granted unfettered access and the Site may be in violation of 
certain HIPAA requirements (as well as the Site’s own policies 
and procedures). 
 
Because of the potential legal risk and liability associated with a 
breach of the Subjects’ individually identifiable health 
information, the CTA also should obligate the Sponsor to notify 
the Site of any data breaches within a reasonable time to allow 
the Site to evaluate the breach and determine if it has any 
breach notification obligations under federal or state law. The 
Sponsor should be required to immediately remedy the breach, 
and the Site also may seek to require the Sponsor to reimburse 
the Site for its costs to mitigate and respond to the breach (i.e., 
to provide required written notices to Subjects, etc.). 

 

Federal Laws and  HIPAA and its implementing regulations (45 C.F.R. Parts 
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Directives 160 and 164); 
 ICH E6 4.8.10; 
 21 C.F.R. § 50.25(a)(5); 
 45 C.F.R. § 46.117;  
 Genetic Information Nondiscrimination Act of 2008 

(GINA); 
 42 C.F.R. Part 2, Alcohol and Drug Abuse Treatment 

Records; and 
 Certificate of Confidentiality, the Public Health Service Act 

§ 301(d), 42 U.S.C. § 241(d). 
 

State/Local Laws 
and Directives 

 Mental Health Laws; 
 Genetic Testing/Genetic Information Laws;  
 HIV/AIDS/Sexually Transmitted Disease Confidentiality 

Laws; and 
 Data Breach Notification Laws. 

 

Case Law Kizer v. Sulnick, 202 Cal.App.3d 431 (1988). The Director of the 
Department of Health Services was entitled, pursuant to 
administrative subpoena, to order compelling production of a 
medical study commissioned by the attorney representing a 
group of residents in a civil action against a waste facility; 
production of the study would not violate the study participants’ 
right to privacy, the health study was material and relevant to the 
Department’s investigation of the facility, and if any individually 
identifiable medical records were part of the study, the right to 
privacy would justify at most either deletion of any named 
medical records upon the remainder of the health study being 
produced or deletion of information that individually identified 
participants. 

 

Georgia Advocacy Office v. Borison, 238 Ga. App. 780 (1999). 
The court, reviewing records of clinical trial participants to 
determine applicability of the Protection and Advocacy for 
Mentally Ill Individuals Act (PAIMI), Protection and Advocacy 
Individual Rights Act (PAIR), and the Protection and Advocacy 
of the Developmentally Disabled Act (PADD), had the inherent 
power to conduct in camera reviews and to fashion orders 
limiting the use and dissemination of records to protect patient 
privacy interests. 
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International 
Laws and 
Directives 

 EU Directive 95/46/EC (amended by Regulation (EC) No 
1882/2003);  

 EU Directive 2001/20/EC; and 
 J-GCP 51.1.10-11. 

 

Operational 
Considerations 

Sponsor’s Review of the HIPAA Authorization. There are two 
perspectives regarding the Sponsor’s review of the HIPAA 
authorization for a Study. First, a Site may object to the Sponsor 
having review rights of an informed consent/authorization 
because the Site is concerned that the IRB needs to be an 
independent reviewer with ultimate authority over the informed 
consent documentation. Furthermore, operationally, the re-
review of an authorization (consent) document may take 
considerable time. An alternative perspective is that obtaining 
the Sponsor’s review and approval of the Informed Consent and 
HIPAA authorization prior to IRB approval ensures that the Site, 
the Sponsor, and the IRB agree on the scope of the Sponsor’s 
use of Subject information. This approach would ensure the 
Sponsor’s compliance and remove any future claim that the Site 
failed to obtain the appropriate HIPAA authorization from the 
Subjects. If this approach is implemented, it is important that 
triggers are placed when template HIPAA authorizations are 
modified by the Sponsor. For instance, when a modified HIPAA 
authorization is submitted for IRB review, it must be 
accompanied by an approval by the Site’s Privacy Officer. From 
the Sponsor’s perspective, the Sponsor has an interest, 
especially in multi-center clinical trials, to ensure that Informed 
Consent and Authorization Documents are consistent across 
Sites. 

 

Site Electronic Records. As a Site transitions to an electronic 
medical records (EMR) system, the Sponsor may need access 
to both hard copy records and electronic records. The likelihood 
of a data breach involving hard copy records is less significant 
since a Site can easily implement safeguards to minimize 
opportunities for data breach. For instance, the PI can provide 
the Sponsor with a Subject’s medical record in a physical space 
separate from other patients’ medical records. With regard to 
EMR, Sites may not have the ability to place the same 
safeguards. A Site’s ability to control a monitor’s access will 
depend on the capabilities of its EMR. Some EMRs do not have 
the capability of limiting a user’s access to only records of 
certain patients or certain files within a medical record, or 
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restricting certain areas of a patient’s medical record (e.g. 
excluding mental health and HIV records). 

 

Site Privacy Practices. It is crucial that the Site’s legal counsel 
and Privacy Officer (or other designee) assess privacy practices, 
including administrative, technical, and physical safeguards 
relating to the Sponsor’s access to patient facilities, medical 
records, and PHI. The PI and research staff should be provided 
ongoing education and training on proper privacy practices when 
providing access to Sponsors and their CROs. 

 

Other Important 
Information 

Survival of Sponsor’s Privacy/Security Obligations. Drug and 
device manufacturers that sponsor Studies are typically not 
subject to HIPAA. Once the PHI has been disclosed it is no 
longer subject to the protections of HIPAA or the Health 
Information Technology for Economic and Clinical Health Act 
(HITECH), although it is subject to the terms of the Subject’s 
written consent and authorization, to the extent one has been 
executed. Because HIPAA protects PHI indefinitely (or, at least 
until 50 years after the Subject’s death), the Site will want to 
ensure that the Sponsor’s privacy and security obligations 
survive the expiration or termination of the CTA. 

 

Sponsor’s Use of PHI for Future Unspecified Research. Under 
the HITECH amendments to HIPAA, Covered Entities may seek 
Subjects’ permission to use their PHI for future, unspecified 
research activities. By way of the CTA provisions and Informed 
Consent documents, a Sponsor often seeks to gain access to 
PHI for these purposes, because such information can be 
valuable to the Sponsor’s subsequent research and 
development activities. The HITECH rules require a HIPAA 
authorization form to include a clear “opt in” for the patient to 
agree to such future use of his/her PHI.  

Although HITECH permits use of PHI for future, unspecified 
research, a Site may, as a matter of policy and/or institutional 
approach, choose not to give Sponsors such access to and use 
of patient information; or, alternatively, Sites may limit such 
information to a Limited Data Set (as defined by HIPAA).  
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Clinical Trial Agreements Toolkit 

Data Ownership and Use 
 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

The primary purpose of a Study, which is designed by a 
Sponsor at its expense, is to generate data in support of a 
regulatory application to market the Sponsor’s drug, 
device, or biological product. Accordingly, unfettered 
access to Study data is critical to a Sponsor’s interest in 
bringing a drug to market. 

The mission of a Site, whether an academic medical 
center, teaching hospital, or other health care organization, 
includes the advancement of clinical care through scientific 
discovery and education. A general principle of science is 
the sharing of scientific results, in an effort to advance 
knowledge. Sharing data also can help ensure the integrity 
of the underlying research. At the same time, a Sponsor 
has financial and commercial interests in maintaining the 
confidentiality of research results. Sponsors have the 
know-how and expertise regarding their products and, 
therefore, may be in a better position to both analyze and 
disseminate research findings.  

To support its scientific and educational mission, a Site 
should have access to research data for publication, 
internal research, and other educational purposes. 
Additionally, a Site may need to use the data to comply 
with internal policies and processes, such as IRB approval 
and internal audits.  

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

Study Data means any data generated by Site/Principal 
Investigator in the course of performing the Study 
including, without limitation, case report forms, clinical 
findings and results, Investigator interim and final reports, 
adverse event reports, and human biological specimens.  

Source Documents means Subjects’ original medical 
records and other original Site records kept in the ordinary 
course of its operations, including pharmacy, imaging, and 
laboratory records documenting Subjects’ care and 
treatment at Site. 
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Study Data shall be the exclusive property of the Sponsor 
and Site/Principal Investigator shall collect, use, and 
disclose such Study Data consistent with Sponsor’s 
ownership of such Data and in strict accordance with the 
Protocol, this CTA, and Sponsor instructions. Nothing 
herein shall be construed to cause or require transfer of the 
ownership of the Study Data from Sponsor to Site or 
Principal Investigator. The Source Documents shall remain 
the property of the Site. 

Note: Study Data provisions also may address or include 
biological specimens. For a discussion of relevant issues 
and Sponsor/Site provisions, please see “Biospecimens” 
section in this Toolkit.  

 

Contract Language—
Sample from Site’s 
Perspective 

Study Data means all data generated at Institution as a 
result of the Study. Study Data shall be owned by 
Institution.1 Institution hereby grants Sponsor a non-
exclusive license to use the Study Data for purposes 
identified in the Protocol, patient authorization, informed 
consent form, and this CTA.  

 

Alternative provision: 

Study Data means any data generated by Site/Principal 
Investigator in the course of performing the Protocol 
including, without limitation, case report forms, clinical 
findings and results, Investigator interim and final reports, 
and adverse event reports.  

Source Documents means Subjects’ original medical 
records and other original Site records kept in the ordinary 
course of its operations, including pharmacy, imaging, and 
laboratory records documenting Subjects’ care and 
treatment at Site. 

Study Data shall be the exclusive property of the Sponsor, 
provided, however, that Site and Principal Investigator shall 
have the right to use the Study Data: (1) for their own 
patient care and internal teaching and research purposes; 

                                                            
1 This is an extreme position. In most cases, the Institution will need to carve out the right to use the 
Study Data and results for its own research, education, and patient care purposes. Refer to the 
alternative provision.   
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and (2) to evidence compliance with regulatory 
requirements related to the Study and this CTA.  

The Source Documents shall remain the property of the 
Site. 

 

Arguments Supporting 
Sponsor’s Position 

The primary purpose of the Study, which is designed by 
the Sponsor at its expense, is to generate data in support 
of a regulatory application to market the Sponsor’s drug, 
device, or biological product. Regulatory agencies, 
including FDA, require that the data be generated, 
analyzed, monitored, maintained, and reported in a certain 
way, and these responsibilities belong to the Sponsor.  

Ownership and ultimate control of the Study Data is critical 
both to the Sponsor’s financial investment in product 
development, as well as its legal and regulatory 
obligations. And, because the Sponsor compensates the 
Site for services the Site provides for a Sponsor-designed 
and supported trial, ownership of the Study Data by the 
Site could constitute unjust enrichment.  

 

Arguments Supporting 
Site’s Position 

Use of the Study Data for the Site’s scientific and 
educational purposes is critical to the Site’s mission 
(arguably, even more so if the Site is a nonprofit, tax-
exempt organization). It also is preferable, from the Site’s 
perspective, to limit the definition of Study Data to the data 
created as a result of performance of the Protocol, rather 
than the Study, as the Protocol is typically more narrowly 
defined and the document that is reviewed and approved 
by the Site’s IRB.  

The Sponsor will need to use the Study Data for purposes 
outlined in the Protocol and the CTA, such as for regulatory 
purposes, publication, site monitoring, etc. However, 
because the Sponsor needs the right to use the Study 
Data, access to the Study Data rather than ownership of 
the Study Data should be the focus of the argument.  

 

Federal Laws and 
Directives 

FDA regulations (21 C.F.R. § 312) and Guidance for 
Industry: E6 Good Clinical Practice: Consolidated 
Guidance at 



4 
 

www.fda.gov/downloads/Drugs/Guidances/ucm073122.pdf.

State/Local Laws and 
Directives 

N/A 

Case Law Massachusetts Eye and Ear Infirmary v. QLT 
Phototherapeutics, Inc., 552 F.3d 47 (1st Cir 2009), which 
concludes that Massachusetts law recognizes that misuse 
of confidential information generated in research may lead 
to unjust enrichment and misappropriation of trade secrets. 

 

International Laws and 
Directives 

See FDA Guidance for Industry, E6 Good Clinical Practice: 
Consolidated Guidance (supra) which includes definition of 
“Source Documents.” 

 

Operational 
Considerations 

Study Data ownership and use provisions often are closely 
tied to terms and conditions governing Monitoring and 
Auditing, Biosamples, Publication, Confidentiality, and 
Privacy. 

 

Other Important 
Information 

N/A 
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Clinical Trial Agreements Toolkit 

Record Retention 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Appropriate retention and preservation of records, both 
during and for a specified period of time after 
performance of a Study, is necessary to ensure 
research integrity and to comply with applicable federal 
and state laws.   

 

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

Study Data means any data generated by Site/Principal 
Investigator in the course of performing the Study 
including, without limitation, case report forms, clinical 
findings and results, Investigator interim and final 
reports, adverse event reports, and human biological 
specimens.  

All Study Data must be retained for fifteen (15) years 
after completion or termination of the Study; provided, 
however, that in the unlikely event that International 
Council for Harmonisation of Technical Requirements 
for Pharmaceuticals for Human Use (ICH) or FDA record 
retention requirements are longer than fifteen (15) years 
(i.e., two (2) years after the date of marketing application 
approval by FDA for the Study Drug(s) indication 
investigated, or if an application is not approved, two (2) 
years after FDA is notified by Sponsor of discontinuation 
of the Investigational New Drug), Sponsor will notify Site 
regarding any additional length of time that records must 
be retained to meet such requirements. Site agrees to 
retain the Study Data for such longer period of time.  

 

Contract Language—
Sample from Site’s 
Perspective 

Study Data means any data generated by Site/Principal 
Investigator in the course of performing the Study 
including case report forms, clinical findings and results, 
Investigator interim and final reports, and adverse event 
reports.  

Site and Principal Investigator shall keep and maintain 
Study Data which are required to be retained under 21 
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C.F.R. § 312.62 [ 21 C.F.R. § 812.140 for devices] for 
two (2) years following the date a marketing application 
is approved for the Study Drug for the indication under 
investigation in the Study, or if no application is to be 
filed, or if the application is not approved for such 
indication, until two (2) years after the investigation is 
discontinued and FDA is notified, or any longer retention 
period mandated by federal or state laws, rules, or 
regulations. Costs of maintaining such Study Data shall 
be borne by the Sponsor.1  

Arguments Supporting 
Sponsor’s Position 

Study Data should be maintained for as long as the 
Sponsor may need them whether it is for an FDA or 
other government agency inspection/audit of a Study or 
as part of discovery for a pending lawsuit. In most cases 
it is important for the Sponsor to ensure that the Study 
Data is retained for as long as possible to ensure 
availability for whatever eventualities may arise. As the 
Study Data is generated by the Site, the Site is in the 
best position to maintain the records. FDA requires that 
Study Data be kept for two (2) years following the date a 
marketing application is approved for the Study Drug for 
the indication under investigation in the Study, or if no 
application is to be filed, or if the application is not 
approved for such indication, until two (2) years after the 
investigation is discontinued and FDA is notified. ICH 
Good Clinical Practice also requires that specific records 
be retained until at least two (2) years after the last 
approval of a marketing application in an ICH region and 
until there are no pending or contemplated marketing 
applications in an ICH region or at least two (2) years 
have elapsed since the formal discontinuation of clinical 
development of the investigational product. Since some 
Studies take longer than others, and some applications 
for approval take longer to file than others, Sponsors 
seek to cause Study Data to be retained for a long 
period of time.  

 

Arguments Supporting 
Site’s Position 

Records retention requirements should match applicable 
regulations, and should not create an undue burden for 
retention, nor create an unfunded obligation of retention 
on the part of the Site. Records retention should be a 

                                                            
1 Sponsor may maintain that Sponsor should not be required to pay for archival costs unless Sponsor is 
asking Site to maintain Study Data for a period that is longer than the time period required by the Site’s 
policy.  
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finite obligation having a clear ending point especially as 
the obligation of retaining confidential records poses 
risks on the Party responsible for such maintenance. 
Because the Site has its own institutional policies and 
procedures for document retention, as required by 
applicable laws and regulations, it would seem 
appropriate that the Site should not bear an additional 
contractual obligation of retention and should be 
alleviated of the responsibility of retention, either through 
ability to destroy the records or return of such records to 
the Sponsor, as soon as the Site is no longer legally 
responsible to maintain the Study Data. 

 

Federal Laws and 
Directives 

Site/Principal Investigator: 

21 C.F.R § 312.62(c) IND Record Retention; and 

21 C.F.R. § 812.140(a) IDE Record Retention. 

 

Sponsor: 

21 C.F.R. § 310.501(f) AE/SAE Record 
Keeping/Retention; 

21 C.F.R. § 312.57 IND Record Retention; and 

21 C.F.R § 812.140(b) IDE Record Retention. 

 

State/Local Laws and 
Directives 

State Medical Records Retention/Access Laws 

 

Case Law United States v. Palazzo 558 F.3d. 400, (5th Cir. 2009), 
cert. denied, 130 S.Ct. 196 (Oct. 5, 2009), holding that 
the FDA clinical trial record-keeping requirements allow 
Investigators to be subjected to criminal liability for 
failing to comply with such requirements. 

 

International Laws and 
Directives 

ICH E6 4.9.5 – Investigator requirements; and 

ICH E6 5.5.12 – Sponsor requirements. 
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Operational 
Considerations 

A Site’s operational considerations include the cost of 
document storage (both internal and offsite); 
coordination of contractual obligations with a Site’s 
document retention policies; and the process for 
notification in case of audit/inspection of Study Data.  

A Sponsor’s operational considerations include the cost 
of document/record storage and the availability of all 
Study Data for as long as potentially needed. A Sponsor 
may inquire as to whether archival costs are already 
included in overhead charges before agreeing to pay 
separately for archival costs.  

Operational considerations for both Parties—which may 
be addressed in the CTA—are the timeline and process 
for notification of destruction of Study Data, in 
accordance with the Site’s policies. The Site should 
prefer a finite period of time (e.g., typically thirty (30) 
days) in which the Sponsor can respond to notice of 
destruction with a request that such records be 
transferred to the Sponsor for continued retention. It also 
is reasonable for the Sponsor to bear any costs 
associated with the collection and transfer of any such 
records to the Sponsor (as well as the costs of 
continued/subsequent retention). 

 

Other Important 
Information 

N/A 
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Clinical Trial Agreements Toolkit 

Publication 

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

Nonprofit academic medical centers or other tax-exempt institutions 
need the ability to publish research results. Certain restrictions on 
publication may directly impact the institution’s mission and, as a 
result, could put its tax-exempt status in jeopardy. The independent 
and unbiased dissemination of research results is essential to the 
conduct of ethical clinical research. Publication also is a key 
component of the mission for many nonprofit academic medical 
centers.   

Contract 
Language— 
Sample from 
Industry 
Sponsor’s 
Perspective 

Institution and Investigator agree not to disclose any Study data, 
methods, analysis, conclusions, or results (Study Results) in any 
manuscript, abstract, or conference presentation without Sponsor’s 
advance written authorization. If Sponsor agrees to permit publication 
or other disclosure of Study Results, Institution and Investigator agree 
to submit to Sponsor the proposed manuscript, abstract, or 
presentation to Sponsor at least ninety (90) days prior to its planned 
submission or presentation. At the conclusion of its review, Sponsor 
has the right to request amendments to any manuscript, abstract, or 
presentation to protect its legitimate interests and Institution and 
Investigator agree to make such amendment. Further, Institution and 
Investigator agree to delay submission of any manuscript, abstract, or 
presentation for as long a period of time as Sponsor requests to 
enable Sponsor to take action to protect any intellectual property 
interests that may be affected by disclosure of the manuscript, 
abstract, or presentation. In the event that Sponsor determines that 
any proposed submission would adversely affect the completion or 
analysis of the Study by the Sponsor, Sponsor also may require that 
Institution or Investigator delay any proposed submission for the 
period requested by Sponsor. In no event shall Institution or 
Investigator disclose Sponsor’s Confidential Information in any 
manuscript, abstract, or conference presentation. Sponsor shall be 
solely responsible for disclosing any Study Results required by law to 
be disclosed. 

Institution and Investigator each agree that the first publication of the 
Study Results will be made in conjunction with the presentation of a 
joint, multicenter publication of the Study Results with the Investigators 
and the Institutions from all appropriate sites contributing Study Data. 
If such a multicenter publication is not submitted within twenty-four 
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(24) months after conclusion of the Study at all Sites, Institution or 
Investigator may publish the results from the Institution’s Site 
individually, subject to Sponsor’s rights under the preceding 
paragraph, including specifically prior review and protection of 
intellectual property interests and Confidential Information.  

Contract 
Language— 
Sample from 
Site’s 
Perspective 

Sponsor acknowledges that Institution is an academic medical center 
and that the Principal Investigator and her/his collaborators shall be 
free to publish the background, methods, and results of their research 
without restraint or improper influence, in accordance with the highest 
academic and publication standards. Solely in order to permit Sponsor 
an opportunity to determine if a patentable invention(s) or Sponsor 
Confidential Information is therein disclosed, Institution agrees to 
provide to Sponsor: (1) a substantially complete manuscript including 
Study Results at least thirty (30) days in advance of submission to a 
journal; (2) any substantially final abstract reporting on the Study no 
later than five (5) working days before submission for publication or to 
a conference; and (3) notice of any conference at which the results of 
the Study will be presented without abstract at least fifteen (15) days 
prior to such presentation. Sponsor agrees to hold all such 
submissions and information in confidence. Sponsor agrees to 
promptly notify Institution and Principal Investigator if any action is 
necessary to delete Sponsor confidential information or to secure 
patent protection for a patentable invention(s) disclosed in any such 
material. Sponsor has no editorial rights over any portion of the 
material. Institution will include in any publication of the results of the 
Study acknowledgment of Sponsor's financial support of the Study. 
Unless otherwise requested by Institution in writing, Sponsor agrees to 
include, in any group publication prepared at the conclusion of the 
Study, acknowledgment of the Principal Investigator's contribution to 
the Study, subject only to the standards of the publishing journal. 
Principal Investigator shall have the opportunity to contribute as an 
author to any publication arising from the Study, including any 
publication arising from multi-Institution Studies, consistent with the 
authorship standards of the International Committee of Medical 
Journal Editors. 

Arguments 
Supporting 
Sponsor’s 
Position 

The Sponsor has legitimate interests in regulating the disclosure of 
Study methodology, data, and Study Results. Early publication of 
Study Results could jeopardize the conduct of the Study. Typically 
studies are carried out at numerous Sites and publication or disclosure 
of Study Results by one investigator at one Site could result in 
Sponsor bias before the Study is completed. Moreover, publication of 
the Study Results of one Site could be very misleading in a large 
Study and therefore, the Sponsor typically reserves the right to 
coordinate publication of a multi-site analysis. The results will be far 
more meaningful and will not be premature in terms of jeopardizing the 
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conduct of a blinded, non-biased Study. Subject safety is overseen by 
the Sponsor, the IRB, FDA, and in some riskier studies by data 
monitoring and safety boards, so Subject safety is not advanced by an 
unbridled right to publish. 

Finally, federal law requires public disclosure of study results of certain 
trials, which  is the Sponsor’s responsibility. This requirement has 
been greatly expanded to include different types of clinical trials and 
specifies data from the trial that must be shared. The Sponsor is the 
best party to coordinate the legal obligation to disclose results with the 
interests of journals in publishing new findings. 

Arguments 
Supporting 
Site’s 
Position 

The Institution, as a nonprofit academic medical center, must have the 
right to independently publish the results of the study. That said, 
because the Sponsor is funding the Study and has written the 
Protocol, the Sponsor should have the right to review proposed 
publications and presentations for Confidential Information and/or a 
disclosure of intellectual property that may require patent protection. 
The Sponsor should be required to promptly review a proposed 
publication so as not to unduly delay the publication of the Study 
Results. Publication must be timely. Thirty days is reasonable for a 
draft manuscript and shorter time frames are reasonable for review of 
abstracts, posters, and presentations. If the Sponsor requests the 
removal of Confidential Information or if the Sponsor wishes to seek 
patent protection, the Institution should not agree to delay publication 
for more than 90 days total (30 days initial review and a 60-day delay 
for patent protection). Any time period beyond that can be viewed as 
preventing the Institution’s right to publish/disseminate the Study 
Results in a timely fashion. 

Institutions also must be sensitive to the fact that manuscripts may not 
be acceptable to high-quality, peer-reviewed journals if the Sponsor 
has more than a limited degree of control over the decision to publish 
and over the content.  

Federal Laws 
and Directives 

 Association for the Accreditation of Human Research Protection 
Programs (AAHRPP Element I.8.D) requires that the Institution 
have an agreement in place with a sponsor about plans for 
publication of the research findings. 

 U.S. Food and Drug Administration Amendment Acts (FDAAA) 
– Public Law 110-85 – Does not directly address publication but 
does require registration of certain clinical studies and may 
require some public access to the results. [See 42 U.S.C. 
§402(j)]. In addition, requiring generally that results of a clinical 
trial must be submitted to clinicaltrials.gov no later than 12 
months after the completion date of the trial. 

 Internal Revenue Service revenue ruling 76-296: Rev. Rul. 76-
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296, 1976-2 C.B. 142: Commercially sponsored research 
otherwise qualifying as scientific research under Code section 
501(c)(3), the results of which are timely published so as to be 
available to the interested public, is scientific research carried 
on in the public interest. Research, the publication of which is 
withheld or delayed significantly beyond the time reasonably 
necessary to establish ownership rights, however, is not in the 
public interest and is the conduct of unrelated trade or business 
within the meaning of Code section 513. 
(www.irs.gov/Charities-%26-Non-Profits/Other-Non-
Profits/Revenue-Rulings-Archive-1976) 

 

State/Local 
Laws and 
Directives 

N/A 

Case Law See Sargon Enterprises, Inc. v. University of Southern California, 
et.al., 2011 Cal. App. Unpub. Lexis 1093 (2011), publication without 
sponsor’s prior review and assent is a breach of contract.  

International 
Laws and 
Directives 

N/A 

Operational 
Consideration
s 

 International Committee of Medical Journal Editors 
Recommendations for the Conduct, Reporting, Editing, and 
Publication of Scholarly Work in Medical Journals sets the 
standards for authorship as well as other journal requirements 
and should be reviewed prior to contract negotiations and 
starting a Study. 

 Many Studies must be registered with clinicaltrials.gov in order 
to be considered for publication in a journal. See previous 
reference to FDAAA. 
 

Other 
Important 
Information  

Publication is very closely tied to the “Confidentiality,” “Data Use,” 
“Ownership,” and “Privacy” sections. These sections must be 
consistent or the Institution may be prohibited from publishing the 
study results. 

Principles on Conduct of Clinical Trials: Communication of Clinical 
Trial Results, PhRMA, July 2011. www.phrma.org/principles-and-
guidelines-clinical-trials; and 

Association of American Medical Colleges, Clinical Trial Contracts: A 
Discussion of Four Selected Provisions (Jan. 2004) available at 
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https://members.aamc.org/eweb/upload/Clinical%20Trial%20Contract
s.pdf.    

 

 

https://members.aamc.org/eweb/upload/Clinical%20Trial%20Contracts.pdf


 

1 
 

Clinical Trial Agreements Toolkit 

Intellectual Property 

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

A CTA should address any intellectual property (IP) generated during a 
Study. Generally, the intellectual property rights arising in a clinical 
study take one of two forms: (1) copyrights, which may exist in study 
databases and other written records that are generated;1 and (2) 
patent rights, covering inventions that are developed.  

Both Sponsors and Sites have an interest in claiming ownership of the 
intellectual property rights that may arise from the conduct of a clinical 
study. Sponsors seek to acquire rights that enable them to retain the 
full economic value of the Study Drug, to validate its use, and to obtain 
the economic benefit of any invention that is created as the result of 
the Study. The Sponsor often believes that it “paid” for the study and 
should receive the benefits of its payment, including full commercial 
access to the intellectual property resulting from the conduct of the 
Study. 

While the Site recognizes compensation from the Sponsor for 
performance of the study, it does not consider that such compensation 
is consideration for the Sponsor’s use of any intellectual property 
created by the Site due to the Principal Investigator’s knowledge and 
expertise. Ideally, the Site would like to receive fair value for the 
Sponsor’s use of such intellectual property. A Site often retains rights 
in results, including those results protectable by patents and 
copyrights. These retained rights may include the use of the results for 
academic publication, to enhance patient treatment, and to enhance 
previously owned methods used to conduct the Study.  

The types of intellectual property that arise from a clinical study may 
include: new compounds; new uses of existing compounds; 
methodologies and models; and related patents and patent 
applications, know-how, data, data analysis and reports, clinical 
samples, written reports, and articles that are subject to copyright 
protection. However, it is not typical for inventions to be made in the 
context of a clinical trial (given that the protocol prescribes the scope of 
work and the approval by the IRB for use in humans is limited to the 
protocol).  

 

                                                            
1 Data ownership is addressed in the “Data Ownership and Use” section. 
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Contract 
Language— 
Sample from 
Industry 
Sponsor’s 
Perspective 

Ownership of Intellectual Property: 

 Separate Property. All Intellectual Property belonging to either 
Party prior to the execution of this Agreement shall remain the 
separate property of that Party. Nothing in this Agreement shall 
give either Party any claim or right to the separate Intellectual 
Property belonging to the other Party. 
 

 Study Inventions. Any new inventions, developments, 
improvements, or discoveries made as a result of the Study, 
whether patentable or not, shall be promptly and fully disclosed 
by Institution to the Sponsor (Study Inventions). Institution does 
hereby irrevocably assign all right, title, and interest in and to 
any Study Inventions to the Sponsor. Institution will fully 
cooperate to provide any documents desired by the Sponsor to 
support the foregoing, including executing assignments and 
providing reasonable assistance in connection with prosecuting 
any patents or in securing other intellectual property rights, both 
within the United States and outside the United States.2 

 

Publicity/Use of Name (trademarks addressed):  

Use of Name. Sponsor shall not use the name, logo, mark, or image of 
Institution in any publicity or advertising without Institution’s written 
approval. However, Sponsor has the full right to identify the fact that 
the Institution was involved in the Study or that any Study Documents, 
Study Data, or Study Inventions were created with the involvement of 
the Institution. 

 

Contract 
Language— 
Sample from 
Site’s 
Perspective 

Ownership of Data and Intellectual Property: 

Separate Property. All Intellectual Property belonging to either Party 
prior to the execution of this Agreement shall remain the separate 
property of that Party. In addition, all Intellectual Property developed by 
a Party independently of the Study and the other party’s Confidential 
Information shall be the separate property of the Party that developed 
it. Nothing in this Agreement shall give either Party any claim or right to 
the separate Intellectual Property belonging to the other Party. 

 Study Inventions. Institution shall promptly and fully disclose to 

                                                            
2 Note: Sites may seek to limit this language so that it just applies to inventions and discoveries arising 
out of performance of the Study, during the course of the Study and incorporating Sponsor’s Confidential 
Information or the Study Drug. 
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Sponsor all patentable inventions and discoveries conceived 
and reduced to practice in the direct performance of the Study 
and which necessarily use or necessarily incorporate the Study 
Drug (Study Inventions). Institution shall assign all right, title, 
and interest in and to any Study Inventions to the Sponsor. 
Institution will reasonably cooperate to effect the foregoing, 
including providing reasonable assistance in connection with 
prosecuting relevant patents, at the sole expense of Sponsor. 
 
Sites often propose the inclusion of either (A) or (B) below: 

 
 (A) No Rights to Other Proprietary Interests. Nothing contained 

in this Agreement shall be deemed to grant either directly or by 
implication, estoppel, or otherwise, any rights under any 
patents, patent applications, or other proprietary interests, 
whether dominant or subordinate, or any other invention, 
discovery, or improvement of either party, other than the 
specific rights covering Study Inventions under this Agreement. 

          OR 

 (B) Other Inventions. Title to other inventions, other than Study 
Inventions (Other Inventions) shall reside with Sponsor if 
Sponsor personnel are sole inventors, with Institution if 
Institution personnel are the sole inventors, and shall be held 
jointly if both Institution and Sponsor personnel are inventors, 
with each party having the full right to practice and license such 
Other Inventions subject only to similar rights of the other party. 
 
To the extent that Institution owns sole or joint title in any such 
Other Inventions, Sponsor is hereby granted an option to 
acquire an exclusive, worldwide, royalty-bearing license to 
Institution’s rights to any Other Invention, which option shall 
extend for no more than ninety (90) days after Sponsor’s receipt 
of an Invention disclosure from Institution (Option Period). The 
Parties shall use their reasonable efforts to negotiate, for a 
period not to exceed ninety (90) days after Sponsor’s exercise 
of such option, a license agreement satisfactory to both Parties 
(Negotiation Period). In the event Sponsor fails to exercise its 
option within the Option Period, or the Parties fail to reach 
agreement on the terms of such license within the Negotiation 
Period, Institution shall have no further obligation to Sponsor 
under this Agreement with regard to the specific Other 
Invention. 
  

 Retained Rights. Institution shall retain a royalty-free, 
irrevocable license to use all Study Inventions or Other 
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Inventions licensed or assigned to Sponsor hereunder for its 
own internal3 noncommercial research, educational, and patient 
care purposes.  
 
 

Publicity/Use of Name (trademarks addressed):  

 Use of Name. Sponsor shall not use the name, logo, mark, or 
image of Institution in any publicity or advertising without 
Institution’s written approval. 

Arguments 
Supporting 
Sponsor’s 
Position 

The Sponsor has: (1) authored the protocol; (2) provided its proprietary 
Study Drug at no cost; (3) reimbursed for research-related procedures; 
and (4) covered the Site’s overhead on all costs incurred related to the 
Study. It is therefore equitable for the Institution to assign all claims, 
rights, and interests in inventions and discoveries conceived or 
reduced to practice as a result of the performance of the Study. 
Additionally, the Sponsor has invested substantially in the Study Drug 
and its investment must be protected in the CTA. Research spending 
by a company is an investment in the company’s future and is subject 
to corporate responsibilities, including responsibilities to shareholders. 
Research spending “that does not return a benefit to the Sponsor is 
considered a poor investment.” 

For a Sponsor-initiated Study, the Site is acting as a pair of hands 
performing the study under the Sponsor’s direction and at the 
Sponsor’s cost. 

Strict adherence to the Sponsor-authored Protocol means that there is 
little chance for new, useful, and non-obvious inventions to be 
conceived or reduced to practice in the performance of the Study. 

 

Arguments 
Supporting 
Site’s 
Position 

The Institution is providing the expertise, labor, and Subjects that make 
the Study possible. In some cases, Study Subjects are patients of the 
Institution who would receive medical care from the Institution 
regardless of their participation in the Study. The Institution is 
motivated to participate in the Study in part to further its underlying 
mission of advancing clinical medicine, for the potential dissemination 
of new and useful treatments, cures, and diagnostic tools, and to bring 
cutting-edge science to its patients. Accordingly, it is equitable that the 
Institution should own all rights, claims, and title to any inventions and 

                                                            
3 It is important from a Sponsor’s perspective that any rights granted to Site to use Study Inventions are 
for internal purposes only. Sponsors are concerned that if such rights are not limited to internal purposes 
only, a Site could share Study Inventions with third-party collaborators, and some of those collaborators 
could be competitors of the Sponsor.   
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discoveries conceived during the Study that do not necessarily 
incorporate the Study Drug or the Sponsor’s Confidential Information. 

Many Institutions are public institutions or tax-exempt organizations 
and use tax-exempt bonds to finance the construction of buildings. In 
order for an organization to qualify for a Section 501(c)(3) exempt 
bond, two tests must be satisfied: (1) all property that is to be provided 
by the net proceeds of the bond issue must be owned by a 501(c)(3) 
organization or governmental unit; and (2) a minimum percentage 
(90% or 95%) of the net bond proceeds of a qualified 501(c)(3) bond 
issue must be used for the exempt activities of a 501(c)(3) organization 
(private use test).  

The private use test requires that no more than 5% or 10% (depending 
on the institution) of the proceeds from a qualified 501(c)(3) bond issue 
may be used for the benefit of private business or in any unrelated 
business or trade activity.  

In order to address the concerns surrounding “private use” and 
compliance with tax-exempt bond requirements, Institutions seek to 
ensure that the clinical trials performed by the Institution are in 
furtherance of charitable purposes and goals to provide patient care 
and engage in research.  

Similarly a Site seeks to address private use concerns by ensuring that 
a Sponsor’s intellectual property rights are limited to discoveries that 
relate directly to the Sponsor-provided study drug and that the Site’s 
intellectual property rights cover discoveries that are peripheral to the 
intended use of the Study Drug.  

 

Federal Laws 
and 
Directives 

Bayh-Dole Act of 1980 (inventions) – Codified at 35 USC §§200 – 212; 

Patents – Title 35 of the U.S. Code; 

IRS Revenue Proc. 2007-47 (Private Business Use & research 
conducted in tax-exempt bond funded facility(ies)); and  

Copyrights – 17 USC §§ 101, 201. 

 

State/Local 
Laws and 
Directives 

Labor and privacy laws vary by state. If the CTA is organized properly, 
most IP issues can be resolved under federal law. It is worth noting 
that works made in the performance of employment belong to the 
employer either by operation of law or via employment contract. For 
example, see California Labor Code 3351.5. For an example regarding 
the use of a name, see California Education Code 92000. 

http://www.leginfo.ca.gov/cgi-bin/displaycode?section=lab&group=03001-04000&file=3350-3371
http://www.leginfo.ca.gov/cgi-bin/displaycode?section=edc&group=91001-92000&file=92000-92001
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Case Law Bd. of Trustees of Leland Stanford Junior Univ. v. Roche Molecular 
Sys., Inc., 563 US,131 S. Ct. 2188, 180 L. Ed. 2d 1, (2011) (holding 
that the Bayh-Dole Act, 35 U. S. C. §§200–212 does not automatically 
vest title to federally funded inventions in federal contractors; 
employee inventors can retain title to their subject inventions absent an 
express assignment to the contrary), available at 
https://scholar.google.com/scholar_case?case=145195436028699906
22&q=stanford+v.+roche&hl=en&as_sdt=2006&as_vis=1. 

International 
Laws and 
Directives 

Most IP laws are highly harmonized internationally. However, foreign 
patent laws have strict novelty provisions. A patent expert should be 
consulted as needed. 

Operational 
Consideratio
ns 

Institution:  

1. Identify Institution policy and procedures regarding patents, 
ownership of data, copyrights, and use of name. 

2. Are the investigators performing the Study employees of the 
Institution or separate parties to the CTA? Which party is 
granting rights in intellectual property to the Sponsor? 

3. Is the Study a combination study of more than one drug/device 
owned by multiple Sponsors?  

4. In general the free exchange of information and the advance of 
science are paramount and there is a “publish or perish” 
philosophy. The creation of trade secrets may happen by virtue 
of assigning non-patentable inventions and deeming them the 
Sponsor’s Confidential Information (as defined by the CTA) and 
preempting the Site from publishing scholarly works. 

5. Sites reserve the copyright to scholarly works to the individual 
investigators who contribute to a publication. Medical journals 
require the assignment of the copyright from the individual 
authors to the journal.  

Sponsor: Sponsors must consider the investment the Sponsor has 
made in the Study Drug and the need to ensure that such investment 
is protected with sufficiently robust intellectual property terms in a CTA.

 

Other 
Important 
Information 

N/A 

 

https://scholar.google.com/scholar_case?case=14519543602869990622&q=stanford+v.+roche&hl=en&as_sdt=2006&as_vis=1
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Clinical Trial Agreements Toolkit 

Biospecimens 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Studies sometimes involve the collection of biological 
samples.  

 Biological samples may be collected for 
pharmacokinetic, pharmacogenomics, and 
biomarker testing purposes; and  

 Biological samples also may be collected for future, 
unspecified research purposes.  

Sponsors are concerned about limiting the use of 
biological samples collected under a Study because such 
samples also may contain the Study Drug, and therefore, 
proprietary information of the Sponsor.  

Sites are concerned about retaining their ability to use 
biological samples collected for patient care and for future 
research.  

Contract Language— 
Sample from Industry 
Sponsor’s Perspective 

“Biological Sample” means any biologic material of human 
origin including without limitation tissues, blood, plasma, 
urine, spinal fluid, or other fluids collected from a Study 
subject. Biological Samples shall be owned by Sponsor. 
Site shall handle, process, maintain, ship, move, receive, 
and store all Biological Samples in compliance with all 
specifications as set forth in the Protocol and in 
accordance with all applicable laws. Institution and PI may 
not use any Biological Sample other than as described in 
the Protocol.  

Unless otherwise specified in the Protocol, Sponsor will 
not provide the results of any research conducted with 
Biological Samples to the Site or Study Subjects.  

Contract Language—  
Sample from Site’s 
Perspective 

“Biological Sample” means any biologic material of human 
origin including without limitation tissues, blood, plasma, 
urine, spinal fluid, or other fluids collected from a Study 
subject(s). Biological Samples collected from a Study 
subject during the course of the Study and as required by 
the Protocol shall be owned by Sponsor (Protocol 
Samples), provided that Sponsor may only use Protocol 
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Samples as permitted by the informed consent form. 
Nothing herein shall be deemed to limit Site’s ability to 
use any Biological Samples for Site’s patient care 
purposes. 

Without limiting the foregoing, all Biological Samples 
collected during the course of the Study by the Site 
outside of the conduct of the Protocol (Institution 
Samples) shall remain the property of the Site and may be 
used by Site for any purpose.  

Site represents and warrants that Site and/or Principal 
Investigator will not seek to reverse engineer any 
proprietary information belonging to Sponsor from any 
Protocol Sample or Site Sample.  

Arguments Supporting 
Sponsor’s Position 

If a Protocol involves the collection of biological samples, 
the Sponsor has compensated the Site for the collection 
of the biological samples and therefore, such samples 
should be owned by the Sponsor. Biological samples are 
important to the Sponsor’s ability to test the effectiveness, 
safety, and utilization of its Study Drug. In addition, 
biological samples often contain proprietary information 
about the Sponsor’s Study Drug, and it is important that 
such proprietary information is not available to anyone 
other than the Sponsor. The Sponsor has invested heavily 
in the Study Drug and cannot allow access to the Study 
Drug outside of the controlled environment of a clinical 
trial. Sponsors will generally allow Sites latitude to use 
biological samples for clinical, patient care purposes, but 
will prohibit the Site from using the biological samples for 
research purposes. 

The Sponsor also may seek to limit a Site’s future 
research use of leftover samples originally collected for 
patient care purposes if those samples contain the Study 
Drug. The Sponsor may require that any invention 
resulting from research using those leftover tissue 
samples that relates to the Study Drug is owned by the 
Sponsor.   

Arguments Supporting 
Site’s Position 

If a Protocol involves the collection of biological samples, 
the Site should retain the right to utilize those samples for 
patient care purposes. The Site also will want to define 
boundaries between Protocol-required samples and any 
other samples taken from the patient, which should be 
owned by the Site. The Site should not be limited in its 
ability to utilize non-Protocol samples for research or 
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patient care purposes.  

Any language related to inventions resulting from Site 
samples should be narrowly tailored, enabling the 
Sponsor to have a claim to such inventions only when 
directly relating to the Study Drug. 

In addition, Sites have an interest in conducting future 
research on biological samples as part of a Site’s 
research mission and search of treatments for diseases. 

Sites must make sure that the informed consent process 
provides clear information on how biological specimens 
will be used. Given the potential for a subject’s perceived 
rights to their tissues, it is important to clearly indicate who 
will own the samples and explain how the samples will be 
used. This requires that Sites include language in CTAs to 
address the protection of biological samples based on the 
informed consent and applicable regulations and laws. 
The Site must maintain respect for the Subjects, which 
includes ensuring that use of biological samples not only 
promotes the science, but is done with the knowledge of 
the subject and with consideration of the subject’s 
autonomy. 

The Site also is required to be in compliance with laws 
and regulations, ethical principles, Site policies, and 
procedures regarding storage and maintenance of 
biological samples. 

Federal Laws and 
Directives 

FDA regulations 21 CFR 50, 56 and 21 CFR 812.3(p). 

State/Local Laws and 
Directives 

Each state may have laws that supplement federal law 
related to the use of biospecimens and genetic 
information. The legal landscape will continue to evolve as 
technology moves forward.  

Case Law Havasupai Tribe v. Arizona State University Board of 
Regents, 204 P.3d 1063 (Ariz. Ct. App. 2008) (holding 
that the Tribe’s claims related to the alleged misuse of 
blood samples for unauthorized research were not 
precluded by Arizona’s notice-of-claim statute).  

Washington University v. Catalona, 490 F.3d 667 (8th Cir. 
2007) (holding that neither a former university researcher 
nor any research participants had an ownership or 
proprietary interest in biological materials obtained from 
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participants during a research trial because these 
materials had been validly transferred to the university as 
inter vivos gifts). 

Greenberg v. Miami Children’s Hospital Research 
Institute, 246 F.Supp.2d 1064 (S.D. Fla. 2003) (holding 
that the plaintiffs who challenged the Institute’s plans to 
commercialize the results of its Canavan disease 
research “failed to allege sufficient facts” for all of their 
claims—including breach of informed consent, breach of 
fiduciary duty, fraudulent concealment, conversion, and 
misappropriation of trade secrets—except unjust 
enrichment).  

Cornyn v. Fifty-Two Members of the Schoppa Family, 70 
S.W.3d 895 (Tex. Ct. App. 2001) (holding that research 
participants who donated DNA samples, medical records, 
and brains of their family members may have standing to 
challenge a university’s decision to destroy the materials, 
which the court characterized as parts of a charitable 
trust, because of their potential reversionary interest in the 
materials).  

Moore v. Regents of University of California, 51 Cal. 3d 
120 (Cal. 1990) (holding that a physician who obtained 
and used a patient’s cells for lucrative medical research 
without the patient’s knowledge and permission may be 
liable for failure to obtain informed consent and a breach 
of fiduciary duty, but the physician will not be liable for 
conversion). 

International Laws and 
Directives 

European Union privacy laws are stricter than U.S. laws. 
The Council of Europe promulgated guidelines in 2002 for 
the use of stored tissues and informed consent. Lisa C. 
Edwards, Tissue Tug-of-War: A Comparison of 
International and U.S. Perspectives on the Regulation of 
Human Tissue Banks, 41 VAND. J. OF TRANSNAT’L L., 639 
(2008). 

Operational 
Considerations 

Institutions should be familiar with their pathology 
department’s practices with respect to maintaining, 
storing, and making leftover tissue samples available for 
research purposes. It may be necessary to add 
restrictions to the use of certain biological samples 
collected from subjects in a clinical trial.  

If biological samples are to be collected as part of the 
Protocol and stored at the Site, the Site should consider 
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whether storage fees are necessary and appropriate.   

Sponsors should consider the extent to which, and the 
length of time in which, the Sponsor’s Study Drug may 
exist in a biological sample.  

Other Important 
Information 

FAQs, Terms and Recommendations on Informed 
Consent and Research Use of Biospecimens, The 
Secretary’s Advisory Committee on Human Research 
Protections (SACHRP), July 20, 2011.  

The Clinical Laboratory Improvement Amendments set 
forth the conditions that laboratories must meet to be 
certified to perform testing on human specimens, 
including minimum retention periods for certain biological 
samples.  
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Clinical Trial Agreements Toolkit 

Indemnification  

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

The purpose of this section is to allocate responsibility to 
the appropriate party in the event a claim is brought 
against a Site and/or a Sponsor by a third party arising 
from the Study.  

 

Contract Language— 
Sample from Industry 
Sponsor’s Perspective 

1.1 Sponsor shall indemnify, defend, and hold harmless 
PI, Site, and its respective trustees, officers, agents, 
and employees directly working on the Study (Site 
Indemnitees) for any losses, costs, expenses, or 
damages finally awarded by court order or finally 
paid in settlement or judgment (including reasonable 
attorney’s fees and costs) (Losses) incurred as a 
result of third party claims, suits, demands, actions, 
or proceedings (Third Party Claims) brought against 
a Site Indemnitee, which directly arise out of Site’s 
performance of its obligations under this Agreement 
in accordance with the Protocol.  

Sponsor will not indemnify, defend, or hold harmless 
Site Indemnitees in the event of: (1) any failure of a 
Site Indemnitee to conduct the Study in accordance 
with the Protocol, the written instructions or Sponsor, 
the terms of this Agreement, or any applicable law, 
rule, guidance, or regulation; (2) any negligence, 
recklessness, or willful misconduct on the part of any 
Site Indemnitee; or (3) any breach of any of the Site’s 
representations, warranties, or obligations under this 
Agreement. 

1.2 Site will indemnify and hold harmless the Sponsor, its 
affiliates, and their officers, directors, employees, and 
agents (Sponsor Indemnitees) from any Losses 
incurred as a result of Third Party Claims brought 
against a Sponsor Indemnitee which arise out of: (1) 
any failure of a Site Indemnitee to conduct the Study 
in accordance with the Protocol, the written 
instructions of Sponsor, the terms of this Agreement, 
or any applicable law, rule, guidance, or regulation; 
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(2) the negligence, recklessness, or willful 
misconduct on the part of any Site Indemnitee; or (3) 
a breach of any of the Site’s representations, 
warranties, or obligations under this Agreement.  

1.3 Each potentially indemnified Party will provide the    
other indemnifying Party with prompt written notice 
of any Third Party Claim for which indemnification is 
sought. Sponsor shall have sole control over the 
defense and settlement of any Third Party Claim.  

Contract Language—  
Sample from Site’s 
Perspective 

1.1 Sponsor shall defend, indemnify, and hold harmless 
the PI, Site, and its medical affiliates and affiliated 
hospitals, and each of their trustees, officers, 
directors, governing bodies, subsidiaries, affiliates, 
investigators, employees, IRB members, agents, 
successors, heirs, and assigns (Site’s Indemnitees) 
from and against any third party demands, claims, 
actions, suits, losses, damages, costs, and 
expenses (Claims), including reasonable attorney’s 
fees and court costs, alleged to be caused by or 
arising from: (1) the conduct of the Study, including 
use of the Study Drug or Study Device or non-
standard of care procedures required by the 
Protocol; (2) the use or non-use by the Sponsor of 
the (a) Study data (including Protected Health 
Information) or results, and/or (b) any inventions, 
discoveries, intellectual property, or copyrights to 
which Sponsor is granted ownership or Site is 
required to assign to Sponsor pursuant to this 
Agreement; (3) the negligence, willful misconduct, or 
breach of this Agreement by Sponsor, regardless of 
the legal theory asserted; or (4) any claim that the 
use of the Study Drug or Study Device in the Study 
infringes the proprietary rights of a third party. 
 

1.2 Sponsor shall have no obligation to provide such 
indemnification to the extent that such Claim is 
directly caused by Site’s Indemnitee(s)’: (a) failure to 
adhere to and comply with all material and 
substantive specifications and directions set forth in 
the Protocol (except to the extent such deviation is 
reasonable to protect the rights, safety, and welfare 
of the Study subjects); (b) failure to comply with 
applicable laws and regulations in the performance 
of the Study; and (c) the gross negligence or willful 
misconduct of the Investigator or the Site in the 
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performance of the Study.  
 

1.3 Indemnifying party shall not make any settlement 
admitting fault or requiring specific performance on 
the part of the indemnified party without the 
indemnified party’s prior written consent. The 
indemnified party shall be entitled to retain counsel 
of its choice at its own expense.  
 

Arguments Supporting 
Sponsor’s Position 

Sponsor’s General Position 

The Sponsor seeks to minimize exposure to claims 
based on events that are outside of its control. In 
addition, from a business perspective, the Sponsor’s 
goal may be to reallocate risk through the 
indemnification provision. At minimum, the Sponsor’s 
position is that the Site should be responsible to the 
extent: (1) liability is caused by the Site’s acts or 
omissions in the conduct of the Study; or (2) liability 
arises from the Site’s acts or omissions in the 
performance of standard-of-care procedures not related 
to the Study. In addition, the Site should be responsible 
for standard contracting indemnification (i.e. the Site’s 
negligent and willful acts and omissions as well as 
breach of the Agreement) if it wishes to assume the 
responsibilities and privilege of serving as a Site for the 
Study.  

 

Use of Protected Health Information and HIPAA 

If a Site requires indemnification for the use of protected 
health information, the Sponsors should ensure that the 
Site is required to obtain an appropriate Health 
Insurance Portability and Accountability Act (HIPAA) 
authorization signed by the Study subjects (see “Privacy 
and Security” section).   

 

Limiting Who Is Indemnified 

The Sponsor also may wish to limit the definition of 
“Indemnitees” to those persons actually performing the 
Study as opposed to the IRB and other staff of the Site.  
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Investigator-Initiated Studies 

Many companies will not offer any indemnification in 
agreements for investigator-initiated clinical studies as 
the company did not design the Study Protocol. It is 
appropriate that the indemnification terms be less broad 
for investigator-initiated studies, however, if the 
company is providing a Study Drug or Study Device, it 
may be appropriate for the Sponsor to provide 
indemnification for any claims arising out of the defective 
manufacture of such Study Drug or Study Device. Also, 
if the company is being granted any rights or the Site is 
assigning to the company any rights in the Study data 
and results and/or any inventions, discoveries, 
Intellectual Property (IP), copyrights, etc. then it may be 
appropriate for the company to provide indemnification 
for any claims arising from its use of such. 

   

Arguments Supporting 
Site’s Position 

Site’s General Position 

The Site’s position is that the Sponsor should be 
responsible for all liability and losses in connection with 
the Study since the Sponsor developed the Protocol 
(without any involvement from the Site) and will 
ultimately benefit from the results of the Study. The Site 
is only conducting the Study on behalf of the Sponsor 
and otherwise is not involved with the Study. The Site 
will not only seek standard contracting indemnification 
(i.e. the Sponsor’s negligent and willful acts and 
omissions as well as breach of Agreement), but also for 
specific types of liability—conduct of the Study (which 
some Sites specify as use of Study Drug/device and 
non-standard of care procedures). If the Site is granting 
the Sponsor ownership or assigning to the Sponsor its 
rights in any of the Study data and results, inventions, 
discoveries, IP, copyrights, etc., the Site will seek that 
the Sponsor indemnify Site Indemnitees from any claims 
arising out of any such use or non-use. And if there is a 
Study Drug or Study Device involved in the Study, the 
Sponsor should provide indemnification for any claims 
by a third party alleging that the use of such Study Drug 
or Study Device in the Study infringes its proprietary 
rights.  
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Use of Protected Health Information and HIPAA 

Given heightened enforcement of HIPAA, the Site also 
may seek specific indemnification for the Sponsor’s use 
of protected health information. This is particularly 
important since HIPAA and some state laws do not 
specifically require Sponsors to comply with HIPAA 
Authorizations or other related regulatory requirements. 
Also, HIPAA and some state laws are enforced under 
strict liability. Thus, the Sponsor’s indemnification for 
negligent or willful acts or omissions may not cover 
certain privacy violations by the Sponsor. It is ideal to 
either: (1) obtain a specific indemnification for the 
Sponsor’s use of the Study Subject’s health information; 
or (2) if the Agreement specifically details the Sponsor’s 
privacy obligations (see “Privacy and Security” section), 
obtain indemnification for the Sponsor’s breach of the 
Agreement.  

 

Exceptions to Sponsor’s Indemnification 

To the extent permitted by law, Sites may, but not 
always, accept responsibility to the extent its acts or 
omissions cause the injuries that are the basis for the 
claim. However, any exceptions to the Sponsor’s 
indemnification (or the Site’s obligations to indemnify the 
Sponsor) should not serve as a mechanism for the 
Sponsor to avoid its indemnification obligations. They 
should be specifically tied to the claim. In addition, any 
exceptions to the Sponsor’s indemnification (or Site 
indemnification obligations) should be on a comparative 
basis resulting in each party being responsible for its 
portion of liability.  

 

Site Indemnifying Sponsor 

Most Sites do not indemnify a Sponsor under a CTA. If a 
Site is a State entity, sovereign immunity, or other, 
liability limitation laws may prohibit the Site from 
providing indemnification obligations to the Sponsor. In 
lieu of providing indemnification, a Site may be willing to 
affirmatively state that it will take responsibility for its 
own negligence or willful misconduct. An example of 
such language is: “Nothing in this Agreement shall 
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relieve Site from responsibility for any and all liabilities, 
claims, actions, or suits for personal injury or death to 
the extent such liabilities, claims, actions, or suits arise 
directly out of Site’s own gross negligence or willful 
misconduct during the course of performance of the 
Study.” 

 

Federal Laws and 
Directives 

See “Privacy and Security” section. 

State/Local Laws and 
Directives 

The Site should evaluate its state and local laws to 
determine if any limitation of liability laws exists that 
would prohibit the Sponsor from receiving 
indemnification from the Site. In particular, if the Site is a 
State entity, it should have an understanding of any 
sovereign immunity laws.   

Statute of Limitations—To the extent an indemnification 
provision requires proving the indemnifying party’s 
negligence, the indemnification provision may be subject 
to the statute of limitations of the underlying negligence 
claim. 

 

Case Law Generally, the courts look to the contract between the 
parties to determine indemnification obligations. 

 

International Laws and 
Directives 

N/A 

Operational 
Considerations 

The Site’s legal counsel should determine any legal 
limitations of liability.  

In addition, the Site’s risk management department 
should evaluate the Site’s risk coverage in the context of 
conducting industry-sponsored studies. The 
indemnification provision should be negotiated so that 
no gaps in risk coverage exist between the Sponsor’s 
indemnification and the Site’s insurance coverage.  

The Site should evaluate the Sponsor’s (or its U.S.-
based subsidiary’s) actual ability to meet indemnification 
obligations (e.g. producing a certificate of insurance from 
the Sponsor’s insurer, assessing the financial stability of 
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the Sponsor). If the Sponsor is a foreign company, the 
Site should evaluate the Sponsor’s presence in the 
United States and seek indemnification from a U.S.-
based subsidiary or seek some other type of guaranty 
that the Sponsor will be able to meet indemnification 
obligations.  

  

Other Important 
Information 

N/A 
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Clinical Trial Agreements Toolkit 

Insurance 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

In establishing a contractual relationship, it is standard 
practice that each party assesses the other party’s 
financial ability to assume responsibility for claims and 
other types of liability arising from its acts/omissions. One 
way of ensuring that a contracted party is able to assume 
financial responsibility for its acts or omissions is to 
require it to maintain insurance coverage for such liability.  

Contract Language—
Sample from Industry 
Sponsor’s Perspective 

During the term of this CTA and for three (3) years 
thereafter, Site shall carry: (1) medical professional 
liability insurance with limits as mandated by applicable 
state law, however, at a minimum of $__,000,000 for each 
medical professional involved in the Study; and (2) 
comprehensive general liability insurance, in the amount 
of $__,000,000 per occurrence and in $__,000,000 in the 
aggregate. Such coverage shall not limit Site’s obligations 
herein or its liability in connection with its acts or 
omissions in connection with this CTA. Site shall name 
Sponsor as an additional insured under its general liability 
insurance. Upon request, Site shall provide Sponsor a 
certificate(s) of insurance evidencing such coverage and 
naming of Sponsor as an additional insured. Site shall 
provide Sponsor with thirty (30) days advance written 
notice of cancellation or any material change in the policy 
or policies of insurance required. 

Sponsor shall maintain appropriate insurance coverage in 
respect of its potential liability in connection with its 
indemnification obligations herein.  

 

Contract Language—
Sample from Site’s 
Perspective 

Site and Principal Investigator shall maintain medical 
professional liability insurance with limits as mandated by 
applicable state law.1  

The Sponsor shall maintain liability insurance in the type 

                                                            
1 Some jurisdictions, such as Massachusetts, require that physicians maintain their own professional 
liability insurance. 



 

2 
 

and amount appropriate and customary for the conduct 
and sponsorship of clinical trials, which shall be at least 
comprehensive general liability insurance, including 
contractual liability and product liability, in the amount of 
$__,000,000 per occurrence and in $__,000,000 in the 
aggregate. Such coverage shall not limit Sponsor’s 
obligations herein or its liability in connection with the 
Study and/or Study drug. Sponsor shall name Site as an 
additional insured. Upon execution of this CTA, Sponsor 
shall provide Site a certificate of insurance evidencing 
such coverage and naming of Site as an additional 
insured. Sponsor shall provide Institution with thirty (30) 
days advance written notice of cancellation or any 
material change in the policy or policies of insurance 
required. This section shall survive termination or 
expiration of the CTA. 

 

Arguments Supporting 
Sponsor’s Position 

From the Sponsor’s perspective, Sponsors should not be 
responsible for claims caused by factors not related to a 
subject’s participation in a Study or the Study drug. This 
includes medical malpractice as well as negligence or 
willful misconduct by the Site, the Principal Investigator, 
and the Site’s staff conducting the Study. Thus, the 
Sponsor should make sure that Sites have both 
professional liability as well as general liability. In addition, 
the Sponsor should require the Site to maintain and 
provide appropriate tail coverage for professional liability 
as well as general liability coverage. Professional liability 
insurance should cover the scope and limits required by 
the laws of the Site’s home state.  

  

Insurance Provision 

The Site’s insurance should cover liability arising after 
completion of the Study. Thus, the Sponsor should require 
the Site to maintain reasonable tail coverage. In addition, 
the Site’s insurance obligations under the CTA should not 
be construed as directly or indirectly limiting (or capping) 
the Sponsor’s liability or indemnification obligations. The 
Sponsor also should require the Site to produce a 
certificate of insurance to evidence coverage. This 
requirement will be particularly important when dealing 
with a Site that is experiencing financial difficulties or does 
not directly maintain the Principal Investigator’s 



 

3 
 

professional liability insurance. For similar reasons, a 
Sponsor should require a Site to provide written 
notification when it cancels or materially changes its 
insurance coverage.  

 

Additional Insured 

Although the Sponsor cannot be named as an additional 
insured for the Site’s professional liability coverage, it can 
be included as an additional insured for the Site’s general 
liability coverage. The Sponsor should be included as an 
additional insured in the Site’s general liability coverage to 
ensure the Site has the financial ability to cover any 
indemnification obligations under the CTA.  

 

Arguments Supporting 
Site’s Position 

Claims and other liability arising from a Study can involve 
the Sponsor as well as one, some, or all Sites. A Sponsor 
should have the financial capability to cover liability in 
connection with the Study and/or associated drug/device. 
In addition, such capability includes fulfilling its 
indemnification obligations to all Sites conducting the 
Study. The Sponsor’s financial capability will depend on 
how well it is capitalized as well as the insurance 
coverage it maintains.  

 

Evaluating Sponsor 

Evaluating the financial and business health of a Sponsor 
is crucial in ensuring its ability to not only cover its 
indemnification obligations to the Site but also any other 
sites conducting the Study. This evaluation should include 
assessing the scope and limits of the Sponsor’s insurance 
coverage. Such insurance should cover all possible 
claims arising from the Study (i.e. products liability, 
personal injury from use of Study drugs/devices, and 
research procedures, as well as, use of the Study 
subject’s health information, and contractual liability). The 
Site should require the Sponsor to maintain certain 
insurance coverage (by type and amount) during the term 
of the Agreement, including tail coverage. The Site’s risk 
management executives should be involved in the 
evaluation or in establishing guidelines to assess and 
determine these requirements.  
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State Law 

While evaluating the Sponsor’s financial and business 
health, it is particularly important to have an 
understanding of the state law that governs the CTA as 
well as other states that would have jurisdiction over 
potential claims, particularly comparative fault rules as 
well as applicable joint and several liability laws. In some 
states, a Site may ultimately be financially responsible for 
paying a claim if a Sponsor lacks risk coverage or 
financial stability to pay such a claim. This factor becomes 
particularly relevant when dealing with start-up companies 
who have a limited drug pipeline, have limited capital, and 
are in a competitive market or emerging market.  

 

Insurance Provision 

The Sponsor’s insurance should cover liability and claims 
brought after completion of the Study. Thus, the Site 
should require the Sponsor to maintain reasonable tail 
coverage or require that the insurance section of the CTA 
survive termination or expiration of the CTA. In addition, 
the Sponsor’s insurance obligations under the CTA should 
not be construed as directly or indirectly limiting (or 
capping) the Sponsor’s liability or indemnification 
obligations. The Site also should require the Sponsor to 
produce a certificate of insurance to evidence coverage. 
This requirement will be particularly important when 
dealing with a Sponsor that is experiencing financial 
difficulties or is financially unstable (e.g. start-up company 
described above). For similar reasons, a Site should 
require a Sponsor to provide written notification when it 
cancels or materially changes its insurance coverage.  

 

Additional Insured 

Since the Sponsor’s coverage will possibly cover claims 
that may include some or all Sites conducting a Study, the 
Site should require the Sponsor to include it as an 
additional insured. This will ensure that such coverage will 
apply to the Site to the same extent it applies to the 
Sponsor and possibly be given priority over other Sites 
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not named as an additional insured.   

 

Federal Laws and 
Directives 

N/A 

State/Local Laws and 
Directives 

Consider comparative fault rules and joint and several 
liability laws. 

 

Case Law N/A 

International Laws and 
Directives 

When dealing in an international setting, the Site and the 
Sponsor must be informed of the relevant insurance 
requirements per country. 

Operational 
Considerations 

Site: 

A Site should establish CTA guidelines to evaluate a 
sponsor’s financial and business health. The Site’s risk 
management department should be involved in 
establishing guidelines. These guidelines should address 
required coverage and limits that Sponsors are required to 
maintain under the CTA. Such coverage and limits can 
vary depending on the following factors: 

 Financial and business stability of a Sponsor. A 
Site’s risk coverage requirements may be different 
for a Sponsor that is a Fortune 500 Company 
compared to a Sponsor that has limited capital 
(e.g. start-up company).  

 Whether Sponsor is a U.S.-based company or a 
foreign company (i.e. presence in the United 
States). 

 Type of Study (e.g. interventional v. observational). 

 Phase of Study.  

 Risk factors associated with subject’s participation 
in the Study and the likelihood that such risk factors 
would occur: 

o Death; 

o Temporary or permanent physical or mental 
side effects; and 
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o Data breach.  

 Number of total subjects. 

 Characteristics of subject population (e.g. healthy 
subjects, terminally ill subjects). 

 Scope of Sponsor’s indemnification negotiated 
under the CTA.  

 Number of sites conducting the Study. 

 Likelihood of claim.  

If CTAs are being negotiated by trained contracting staff, 
contracting guidelines should include notification of risk 
management or general counsel when high risk factors 
are involved.  

Sites should consider establishing a process for obtaining 
certificates of insurance from all or certain Sponsors.  

Sponsor 

Sponsors should consider establishing a process for 
obtaining certificates of insurance from all or certain Sites. 

 

Other Important 
Information 

Useful resources include: 

www.acegroup.com/us-en/assets/ace-progress-report-
foreign-clinical-trials.pdf; and 

www.axcoinfo.com/products/market-information-
statistics.aspx. 
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Clinical Trial Agreements Toolkit 

Subject Injury 

 

Subject Results/Comments 

Explanation of 
General 
Importance 
from a 
Business 
Perspective 

Nearly every CTA includes provisions that define each party’s 
responsibilities for medical and other costs related to subject injuries 
that may occur as a result of the Subject’s participation in the Study. 
Subject injury provisions often are some of the most contentious 
provisions in a CTA, and for good reason. A subject injury provision, 
if it exists in a Clinical Trial Agreement, can prospectively assign 
financial responsibility between the Site and Sponsor with respect to 
some potentially large liabilities: the costs of diagnosing and treating 
injuries of subjects participating in the Study, costs which may far 
exceed a Site’s entire budget for conducting the Study. Further, 
unlike other provisions in the CTA with potentially significant financial 
consequences, such as indemnification and intellectual property 
provisions, subject injury provisions implicate fundamental research 
ethics issues. For example, one of the core principles in the World 
Medical Association’s “Declaration of Helsinki - Ethical Principles for 
Medical Research Involving Human Subjects” (October 2013) is that 
research subjects who are injured as a result of participating in the 
Study must be ensured “[a]ppropriate compensation and treatment.”  

Although subject injury language in the CTA fulfills a different 
purpose than subject injury language in the Study informed consent 
form, it is nonetheless critical that the subject injury language in the 
CTA not be inconsistent with the subject injury language in the 
informed consent form for the same Study.  

Contract 
Language—
Sample from 
Industry 
Sponsor’s 
Perspective 

Sponsor will reimburse Site for reasonable medical expenses it 
incurs treating an injury of a Study Subject directly caused by the 
Study Drug or by procedures required by the Study Protocol that 
would not have been performed were it not for the Study Subject’s 
participation in the Study, provided that all of the following 
requirements have been met: (1) the Study Drug was administered 
and used in accordance with the Study Protocol; (2) Site and PI 
conducted the Study in accordance with this Agreement, reasonable 
and prudent clinical practices, and all applicable laws; (3) such injury 
was not caused by the negligence or willful misconduct of the Site or 
its representatives or any other person on the Site’s property who is 
not a Sponsor employee; (4) such injury does not relate to treatment 
rendered prior to the Study or to pre-existing conditions; and (5) such 
injury was not caused by the Study subject’s negligence or failure to 
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follow the instructions of the PI. Notwithstanding the foregoing, 
Sponsor will reimburse Site only if such medical expenses are not 
paid for by the Subject’s medical insurance. Sponsor will not provide 
compensation or reimbursement for any other injury-related costs or 
expenses, such as lost wages, compensation pain and suffering, or 
other damages related to such injury. 

Contract 
Language—
Sample from 
Site’s 
Perspective 

Sponsor will reimburse Site or Study Subject, as applicable, for the 
cost of all diagnostic procedures, inpatient and outpatient drugs, 
hospitalizations, and other medical care needed for diagnosing a 
Study Subject injury and for such Study Subject to recover fully from 
any injury that results from such Study Subject’s participation in the 
Study. PI will determine, in his/her sole discretion, whether any injuries 
of a Study Subject result from such Study Subject’s participation in the 
Study. No provider that treats a Study Subject injury will be required to 
bill any entity other than Sponsor nor will any Study Subject be required 
to submit any claim to a third party in lieu of or as a precondition to 
Sponsor’s payment for medical care under this Section. Another 
alternative is to simply state that the Sponsor will pay for the costs of 
treatment of Study Subject injuries as set forth in the IRB approved 
Study informed consent form. 

Arguments 
Supporting 
Sponsor’s 
Position 

While Sponsors typically agree that Sponsors bear responsibility for 
some costs related to Study Subject injuries, Sponsors typically seek 
to connect this responsibility to injuries for which the Sponsor would 
be deemed directly responsible. Sponsors often advance some or all 
of the following arguments to support this position and the sample 
language above:  

 The Sponsor should have no responsibility to cover costs 
related to any subject injury that was not caused directly by 
the Study Drug or any Study procedures that are not required 
by the Study Protocol, as other causes are outside of the 
bounds of the Study and out of the Sponsor’s control. The Site 
and the subject are in the best position to prevent subject 
injuries that are not caused directly by the Study Drug or a 
Study procedure that is required by the Study Protocol and 
therefore should bear the costs of these injuries. As a general 
matter, it is inappropriate from a contracting perspective to 
require one party to cover the costs for an eventuality that is 
within the other party’s sole control. 

 If the Site violates a term of the CTA, regardless of whether 
that term is related to the subject’s injury, the Site should lose 
its right to be reimbursed for costs related to a subject injury.  

 The Sponsor should have no responsibility for costs related to 
subject injuries that would otherwise be reimbursed by the 
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subject’s insurer because the subject’s insurer has a primary 
duty to cover the costs of the subject’s care. (This argument 
implicates the Medicare secondary payer rules.) 

 The Sponsor cannot assume responsibility for injury-related 
costs or expenses such as lost wages, compensation, pain 
and suffering, or other similar damages because such liability 
would be boundless. 

 The Subject provides his/her informed consent to participate 
in the Study after being informed of all of the risks of 
participation. It is therefore appropriate for the Subject to have 
to bear some costs related to an injury if it occurs, such as lost 
wages, compensation, pain and suffering, or other similar 
damages.  

 The Sponsor is paying the Site for its role in conducting the 
Study and therefore it is not unreasonable for the Site to bear 
some responsibility for costs related to subject injuries.  

 Sponsors may argue that their liability insurance will not cover 
certain costs related to subject injuries in general, such as lost 
wages, or any costs related to certain subject injuries, such as 
injuries caused by a Site’s negligence. 

Arguments 
Supporting 
Site’s Position 

Sites typically take the position that Sponsors should assume full 
responsibility for Study Subject injuries that result from the Subject’s 
participation in the Study, with very limited exceptions. Sites often 
advance some or all of the following arguments to support this 
position and the sample language above:  

 The Site is conducting, and the subjects are participating in, 
the Study for the benefit of the Sponsor, and therefore it is 
unreasonable for the Site or a subject to have to bear any 
costs related to a subject injury that is related to the subject’s 
participation in the Study, regardless of the cause of the injury.

 It is unethical for the Sponsor to conduct a Study that puts 
subjects at risk and not agree to be fully responsible for 
injuries that subjects endure while participating in the Study. 

 The Site is a nonprofit entity and the Sponsor is a for-profit 
entity, and therefore, as between the two parties, the Sponsor 
is in a better position to bear any unexpected costs related to 
a subject injury. (This argument, of course, would not be 
available if the Site was not a nonprofit entity or the Sponsor 
was not a for-profit entity.) 
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 The Sponsor will make substantial sums of money if the Study 
is successful, and therefore the Sponsor should not seek to 
allocate expenses related to subject injuries onto the Site or 
Subjects. 

 In the event that some carve-outs from the Sponsor’s 
responsibility to cover Subject injuries are warranted, those 
carve-outs should be directly related to the injury itself. For 
example, a carve-out that states that the Sponsor will not 
cover subject injuries if the Site violated any term of the CTA 
is unreasonable because the violation may be entirely 
unrelated to the injury itself. On the other hand, a carve-out 
that states that the Sponsor will not cover costs related to an 
injury that directly results from the Site’s negligence may be 
acceptable to most Sites. 

 A Site may violate Medicare secondary payer rules if the Site 
submits a claim to Medicare for an item or service related to a 
subject injury that the Sponsor has agreed to pay for, and 
therefore it is inappropriate for a Sponsor to state without 
qualification that it will pay for a subject injury only if the Site 
first bills the payer. Commercial payers may have similar 
polices as Medicare in this regard that could be violated if the 
Site submits a claim for an item or service related to a subject 
injury for which the Sponsor has agreed to pay.1 

 The PI, not the Sponsor, should have the right to decide in 
his/her sole discretion whether the Subject’s injury was 
caused by the Study Drug or is otherwise covered by the 
subject injury provisions. The Sponsor does not have the 
medical expertise needed to make this determination and in 
any case, has a conflict of interest given that it will be biased 
toward concluding that the injury was unrelated to the Study 
drug. 

 Unless the Subject willfully violates the PI’s instructions or the 
Study Protocol, the Subject’s actions or inactions should have 
no effect on whether the Sponsor is responsible for costs 
related to the Subject’s injury. A Subject’s negligence does not 
change the Sponsor’s ethical duty to cover the costs of the 
Subject’s injury.  

 To the extent that an Informed Consent Form for a Study 

                                                            
1 For more information on the Medicare secondary payer rules, see www.cms.gov/Medicare/Coordination-
of-Benefits-and-Recovery/Coordination-of-Benefits-and-Recovery-Overview/Medicare-Secondary-
Payer/Medicare-Secondary-Payer.html.  
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tracks the language in a CTA regarding subject injury 
coverage, a Site will have to consider whether the Site 
institutional review board will approve an Informed Consent 
Form that contains restrictions on the extent to which a 
Subject will receive compensation for treatment of Study-
related injuries. 

 Study subjects should not have to bear the costs of the 
Sponsor’s development of drugs and devices, and therefore if 
subjects are injured while participating in a Study, the subjects 
should be fully indemnified for costs related to those injuries. 

Federal Laws 
and Directives 

Currently, there is no general federal law that requires a commercial 
Sponsor to cover the medical expenses of a Subject injured in a 
Study. The U.S. Food and Drug Administration regulations governing 
Informed Consent Forms require that Informed Consent Forms 
address whether compensation for treatment of injuries is available 
to Subjects.2 Given FDA’s requirement that Informed Consent Forms 
address whether compensation for treatment of injury is available to 
Study Subjects, Sponsors and Sites often address this issue in the 
CTA. 

In addition, some federal agencies have specific requirements 
concerning subject injuries that apply to Studies in which the agency 
is engaged. Therefore, if a federal agency is engaged in the Study, 
the parties should review the relevant funding agency’s requirements 
to confirm that the agency has no requirements regarding subject 
injuries that impact the subject injury language in the applicable CTA. 
For example, under the U.S. Department of Defense (DoD) 
Instruction 3216.02, “Protection of Human Subjects and Adherence 
to Ethical Standards in DoD- Supported Research,” when DoD is 
engaged in a research project that involves more than minimal risk, 
the research project must have in place “procedures to protect 
human subjects from medical expenses (not otherwise provided or 
reimbursed) that are the direct result of participating in [the] DoD-
conducted non-exempt research.”3  These requirements do not, 
however, apply to research that is funded by DoD but with respect to 
which DoD is not engaged.4    

State/Local At the time of publication of this toolkit, no states have research laws 
                                                            
2 See, 21 C.F.R. 50.20 (no informed consent form may include any exculpatory language through which a 
subject is made to waive or appears to waive any of the subject’s legal rights or appears to release the 
investigator(s), Sponsor, Site from liability or negligence); 21 C.F.R. 50.25(a)(6) (for greater than minimal 
risk research, the informed consent form must address whether compensation for treatment of injury is 
available). 
3 See DoD Instruction 3216.02, Enclosure 3, Section 10(b), available at 
www.dtic.mil/whs/directives/corres/pdf/321602p.pdf.  
4 See DoD Instruction 3216.02, Enclosure 3, Section 10(b). 
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Laws and 
Directives 

that directly impact the subject injury language in CTAs.  

Case Law At the time of publication of this toolkit, there are no published cases 
that directly address the subject injury language in CTAs. (There are 
many state cases that discuss Study informed consent forms that 
may indirectly impact CTAs, but a discussion of all such state cases 
is beyond the scope of this analysis.)  

International 
Laws and 
Directives 

Country laws governing clinical trials and payments for subject 
injuries differ greatly, and some of these laws do impact the subject 
injury language in CTAs. Below are a few international laws and 
guidelines that address this issue.  

 

Declaration of Helsinki 

The World Medical Association’s “Declaration of Helsinki - Ethical 
Principles for Medical Research Involving Human Subjects” (October 
2013) states that “[a]ppropriate compensation and treatment for 
subjects who are harmed as a result of participating in research must 
be ensured.”5  

 

European Union 

According to Article 3, Section (2)(f) of “Directive 2001/20/EC of the 
European Parliament and of the Council of 4 April 2001” (Directive 
2001/20/EC), “[a] clinical trial may be undertaken only if . . . provision 
has been made for insurance or indemnity to cover the liability of the 
investigator and sponsor.” The purpose of this requirement is to 
ensure that a clinical trial subject can obtain compensation for 
damages caused by the clinical trial independently of the financial 
capacity of the investigator(s) or Sponsor.6  

However, in 2016, Directive 2001/20/EC will be repealed and 
replaced by the new European Union clinical trials regulation 
“Regulation (EU) No 536/2014 of the European Parliament and of the 
Council of 16 April 2014,” which at Article 76 states that Member 
States shall ensure that compensation systems are in place in the 
form of insurance, a guarantee, or the like to compensate Study 
subjects for any damage suffered as a result of participating in a 

                                                            
5 See World Medical Association’s “Declaration of Helsinki - Ethical Principles for Medical Research 
Involving Human Subjects” (October 2013), General Principle # 15, available at 
www.wma.net/en/30publications/10policies/b3/.  
6 See Directive 2001/20/EC, Article 3, Section (2)(f), available at 
http://ec.europa.eu/health/files/eudralex/vol-1/dir_2001_20/dir_2001_20_en.pdf.  
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clinical trial conducted on their territory. “Low-intervention clinical 
trials” may be exempt from this requirement if “any possible damage 
that could be suffered by the [Study subject] resulting from the use of 
the investigational medicinal product in accordance with the protocol 
of that specific clinical trial . . . is covered by the applicable 
compensation system already in place.”7  

 

India 

In 2013, India’s Ministry of Health and Family Welfare (Ministry) 
issued final regulations—which have since been heavily criticized in 
the United States and caused many sponsors to halt the conduct of 
trials in India—governing compensation for clinical trial injury or 
death. In particular, the Ministry amended the Drugs and Cosmetics 
Rules, 1945 to include Rule 122-DAB, and the new Rule 122-DAB 
states in pertinent part that:  

 “In the case of an injury occurring to the clinical trial subject, 
he or she shall be given free medical management as long as 
required.”  

 “In case the injury occurring to the trial subject is related to the 
clinical trial, such subject shall also be entitled [to] financial 
compensation . . . and the financial compensation will be over 
and above any expenses incurred on the medical 
management of the subject.” 

 “In the case of clinical trial related death of the subject, his/her 
nominee(s) would be entitled to financial compensation . . . 
and the financial compensation will be over and above any 
expenses incurred on the medical management of such 
subject.” 

 “The expenses on medical management and financial 
compensation in the case of clinical trial injury or death shall 
be borne by the sponsor of the clinical trial.”   

The subject’s injury or death is considered related to the clinical trial 
in several circumstances, such as when the injury is a result of an 
adverse effect of the investigational product, a protocol violation, a 

                                                            
7 See Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014, 
Article 76, available at http://ec.europa.eu/health/files/eudralex/vol-
1/reg_2014_536/reg_2014_536_en.pdf.  
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result of the investigational product’s failure to provide intended 
therapeutic effect, or the use of a placebo.8  

On December 31, 2014, the Ministry—perhaps in part to address the 
criticism of the 2013 final regulations issued by the Ministry—
released for comment a draft of a new bill that would amend India’s 
Drugs and Cosmetics Act (1940). The draft states in pertinent part 
that: 

 “Whether the injury or death of a person in the course of a 
clinical trial, has been caused due to such clinical trial or not, 
shall be determined by such authority and in such manner as 
may be prescribed.” 

 “Where a participant is injured or disabled in a clinical trial, the 
person or body [authorized to conduct the clinical trial, such as 
the institution or investigator] . . . and the sponsor shall 
provide such medical treatment and compensation in such 
manner as may be prescribed.” 

 “Where death of a participant is caused due to clinical trial, the 
person or a body [authorized to conduct the clinical trial, such 
as the institution or investigator] . . . and the sponsor shall 
provide to his legal heir, such compensation, in such manner 
as may be prescribed.” 

The draft does not provide any detail as to how causation will be 
established, compensation will be implemented, or which “authority” 
is being referred to in the draft. The Ministry plans to introduce the 
bill into Parliament in the February/March 2015 session. Note that 
the draft bill would amend the Drugs and Cosmetics Act itself, not the 
2013 regulations which were promulgated under the Drugs and 
Cosmetics Act currently in effect. Thus, if the new amendments to 
the Drugs and Cosmetics Act are approved, the Indian government 
will still need to issue regulations implementing the Act.9  

 

International Conference on Harmonisation of Technical 
Requirements for Registration of Pharmaceuticals for Human Use 
(ICH) 

Section 5.8.2 of the ICH Harmonised Tripartite Guideline for Good 

                                                            
8 For additional information, see Rule 122-DAB at 
www.pharmamedtechbi.com/~/media/Supporting%20Documents/Pharmasia%20News/2013/February/Cli
nical%20Trials%20Compensation%20Guidelines.pdf.  
9 For additional information, see the draft bill at 
www.cdsco.nic.in/writereaddata/D&%20C%20AMMENDMENT%20BILL.pdf.  

https://www.pharmamedtechbi.com/~/media/Supporting%20Documents/Pharmasia%20News/2013/February/Clinical%20Trials%20Compensation%20Guidelines.pdf
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Clinical Practice E6(R1) (ICH Guidelines) states that “The sponsor’s 
policies and procedures should address the costs of treatment of trial 
subjects in the event of trial-related injuries in accordance with the 
applicable regulatory requirement(s).”10  

 

World Health Organization 

The “International Ethical Guidelines for Biomedical Research 
Involving Human Subjects” (2002) developed by the World Health 
Organization and the Council for International Organizations of 
Medical Sciences states the following: “Investigators should ensure 
that research subjects who suffer injury as a result of their 
participation are entitled to free medical treatment for such injury and 
to such financial or other assistance as would compensate them 
equitably for any resultant impairment, disability, or handicap. In the 
case of death as a result of their participation, their dependants are 
entitled to compensation. Subjects must not be asked to waive the 
right to compensation.”11  

Operational 
Considerations 

The most salient operational consideration for Sites and Sponsors 
alike is the need to obtain insurance to cover liabilities related to 
subject injuries. Sites and Sponsors also should consider developing 
policies that dictate when the Sites and the Sponsors will and will not 
cover subject injuries. It can be helpful to reference such policies 
during contentious negotiations of the subject injury provisions in 
CTAs. Sites should have a process in place to ensure that the CTA 
regarding subject injury is consistent with the language in the 
informed consent form regarding subject injury.  

Other 
Important 
Information  

Association for the Accreditation of Human Research Protection 
Programs, Accreditation Standards, Element I.8.A (Oct. 2009) 
(“[Sites must have] a written agreement with the Sponsor that 
addresses medical care for research participants with a research-
related injury, when appropriate.”), available at www.aahrpp.org/.  

Association of American Medical Colleges, Clinical Trial Contracts: A 
Discussion of Four Selected Provisions (Jan. 2004), available at 
https://members.aamc.org/eweb/upload/Clinical%20Trial%20Contrac
ts.pdf.  

Institute of Medicine – Forum on Drug Discovery, Development, and 
Translation, Template for Clinical Trial Agreements, available at 

                                                            
10 See ICH Guidelines, Section 5.8.2, available at 
www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf.  
11 See International Ethical Guidelines for Biomedical Research Involving Human Subjects (2002), 
Guideline 19, available at www.cioms.ch/publications/layout_guide2002.pdf.  

https://members.aamc.org/eweb/upload/Clinical%20Trial%20Contracts.pdf
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www.iom.edu/Activities/Research/DrugForum/2009-APR-
27/~/media/Files/Activity%20Files/Research/DrugForum/April27-
28/TemplateCTA%2042209.ashx.  

Leibowitz K. and Sheckler V., Negotiating Clinical Trial Agreements, 
RAJ Pharma (Jul. 2006). 

MAGI, Model Clinical Trial Agreement, Version 1.31 (Jun. 2011), 
available at www.magiworld.org/standards/MAGI_Model_CTA.pdf.   

Thames Lutz H., Clinical Research: Medicare Coverage, Payment 
and Compliance Issues, American Health Lawyers Association 
(2006). 
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Clinical Trial Agreements Toolkit 

Debarment  

 

Subject Results/Comments 

Explanation 
of General 
Importance 
from a 
Business 
Perspective 

FDA has the authority to debar individuals convicted of felony and 
misdemeanor offenses related to the development, approval, or 
regulation of any drug product. Debarment prevents these individuals 
from performing clinical research studies or providing services to a 
company or individual that has an approved or pending drug 
application. As such, CTAs should include a representation by the Site 
(and possibly the Sponsor) regarding debarment.  

The scope of the representation is often a point of negotiation—in 
terms of which exclusion lists will be searched, how often the lists will 
be reviewed, what period of time will be covered, and which individuals 
will be screened. In addition, there is often the question of mutuality 
(i.e., will the Sponsor also make representations to the Site). 

A Sponsor’s interest in protecting the integrity of research data means 
that a Sponsor will want a Site to make a broad representation, 
covering all of the Site’s employees and contractors, as to all past, 
present, and pending matters. A Site, on the other hand, will want to 
make narrow representations, focused on the specific clinical trial or 
research activities, in order to minimize compliance costs and 
maximize flexibility in their operations, particularly if research is only 
one of many departments within the Site. 

There are various federal, state, and local lists identifying sanctioned, 
excluded, and debarred individuals and entities. In the research 
setting, the most important list is the FDA Debarment List relating to 
drug product applications. A Sponsor must know if a researcher is 
currently on the FDA debarred list (in which case the research is 
disqualified from participating in clinical trials); will want to know if a 
researcher was ever debarred (since a previous debarment may 
impact the credibility of a researcher’s clinical data); and also will want 
to know if any debarment is pending against a researcher (because 
FDA may reject clinical data prepared by a subsequently debarred 
researcher). Current and past FDA debarments are available here, and 
pending FDA debarments are available here. Depending on the nature 
of the relationship and parties, representations regarding other 
debarred activities also may be necessary. 

Contract 
Language—

Site represents and warrants that neither it nor any of its investigators, 
subinvestigators, employees, agents, or other persons providing 

http://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm2005408.htm
http://www.fda.gov/RegulatoryInformation/FOI/ElectronicReadingRoom/ucm143240.htm
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Sample from 
Industry 
Sponsor’s 
Perspective 

services in connection with this Study (Site Personnel): (1) has ever 
been or is currently debarred, threatened with disbarment, disqualified, 
or banned by FDA from conducting clinical trials; (2) is currently under 
investigation for debarment, disqualification, or any similar regulatory 
action by FDA, any equivalent regulatory authority outside the U.S., or 
a professional body with respect to the performance of the Study; or 
(3) is otherwise ineligible to participate in federal health care, 
procurement, or non-procurement programs, has been convicted of a 
criminal offense that requires exclusion from a federal health care 
program, or is otherwise disqualified or suspended from performing the 
Study (Debarred Person). Site further represents and warrants that 
Site Personnel have not engaged in any conduct or activity which 
could lead to any of the above-mentioned disqualification or debarment 
actions and that it has no notice that FDA or another regulatory 
authority intends to seek disqualification or debarment.[1] 

Site shall notify Sponsor immediately of any actual or threatened 
disqualification, debarment, exclusion, suspension, restriction, or 
sanction of any person providing services under this Agreement during 
the term of this Agreement and for five (5) years thereafter. Site further 
agrees that it will not employ any Debarred Person for work on the 
Study, and any Debarred Person or person proposed to be Debarred 
shall be prohibited from performing services under this Agreement.[2] 
In the event that Sponsor receives notice from Site or otherwise 
becomes aware that a debarment action has been brought against Site 
and/or any Site Personnel, or that Site or any Site Personnel is 
threatened with a debarment action as set forth above, then Sponsor 
shall have the right to terminate this Agreement immediately upon 
written notice to Site. 

Contract 
Language—
Sample from 
Site’s 
Perspective 

For Site:  

Site is not, to the best of its actual knowledge or belief, currently 
using,[3] and shall not use for the performance of the Study, the 
services of any person, including the PI, who has been or is currently 
debarred, or proposed for debarment under the Federal Food, Drug, 
and Cosmetic Act, as amended, or otherwise disqualified or 
suspended from performing a clinical research study or otherwise 
subject to any restrictions or sanctions by FDA or any other 
governmental or regulatory authority with respect to the performance 
of scientific or clinical investigations. Site agrees to promptly inform 
Sponsor in writing upon learning of the debarment of any person who 
is performing the Study at Site or upon receipt of a Notice of Initiation 
of Disqualification Proceedings and Opportunity to Explain (NIDPOE) 
letter[4] issued to Site or PI. PI affirms that to the best of PI’s 
knowledge, no action, suit, claim investigation, or legal or 
administrative proceeding is pending or threatened relating to PI’s 
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debarment, and PI agrees to promptly inform Sponsor in writing if PI 
receives a NIDPOE letter. 

 

For Sponsor:  

Sponsor represents and warrants that neither it nor any of its current 
officers, directors, or employees, or other representatives involved in 
the performance of the Study are debarred, excluded, or otherwise 
ineligible to participate in Federal Health Care Programs or Federal 
Procurement or Non-Procurement Programs and agrees to disclose 
immediately any such proposed or actual debarment, exclusion, or 
other event that makes Sponsor or its officers, directors, employees, or 
other representatives ineligible to participate in Federal Health Care 
Programs or Federal Procurement or Non-Procurement Programs. If 
Sponsor or any of its officers, directors, employees, or representatives 
are excluded, suspended, or debarred during the term of this 
Agreement, Site may terminate this Agreement immediately upon 
written notice to Sponsor.[5] 

Site may terminate this Agreement if Sponsor becomes subject to a 
Corporate Integrity Agreement or similar legal obligation which 
imposes restrictions or additional obligations on Site as a contractor of 
Sponsor[6] 

Arguments 
Supporting 
Sponsor’s 
Position 

[1] The Sponsor’s reputation and the reputation of the Study are 
influenced by not only a Debarred Person but any investigation into 
misconduct by the Site Personnel. Liability for misconduct of the 
Principal Investigator or any Debarred Person may flow to the 
Sponsor, therefore the Sponsor has a strong interest in monitoring the 
eligibility of any person involved in the conduct of the study. Although 
Sites often attempt to limit this language to state that "to the best of its 
knowledge" the Study personnel are not debarred, Sponsors must 
certify in their submissions to FDA that they have not and will not use 
the services of any debarred individual and this certification may not 
include such qualifying language. As such, Sponsors often will push 
back on any such qualifying language to this representation and 
warranty.  

[2] FDA requires that Sponsors inform FDA of anyone who is debarred 
after participating in a Study during the five years prior to submission 
of a Non-Disclosure Agreement to FDA. FDA will not accept any drug 
product applications from companies who hire or contract with any 
debarred individuals, even if the debarred individual provides services 
that are unrelated to the FDA regulatory process. 

Arguments [3] Sponsors often request that the Site represent and warrant that 
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Supporting 
Site’s 
Position 

none of the investigators, employees, or Study personnel "have ever 
been debarred." It may not be possible for the Site to know if an 
individual has been debarred in the past, particularly if the individual is 
not currently under any such debarment or suspension or if debarment 
lists do not include accurate historical data. Additionally, it may be 
overly burdensome for larger sites to ensure that all personnel, 
including non-employees, have not been debarred, disqualified, or 
otherwise banned in a different state or country. 

[4] Sponsors often request that the Site provide immediate notice of 
any "threatened" debarment. In circumstances where there may be a 
possibility that an individual will be debarred, it is not clear when the 
Site's obligation to notify the Sponsor would arise. Since FDA is 
required to give notice of any proposed debarment (the NIDPOE 
letter), the Site may choose to use this language instead to clarify 
when the Site’s obligation to notify the Sponsor will arise.  

[5] Sites also may wish to include language regarding the "exclusion" 
of a Sponsor. This refers to the HHS Office of Inspector General’s 
(OIG's) authority under the Social Security Act (42 U.S.C. §1320a-7) to 
exclude individuals convicted of felony and misdemeanor offenses 
from participating in federal health care programs. If an individual or 
entity is excluded, then the federal government will not pay for any 
items or services furnished, ordered, or prescribed by the excluded 
individual; anyone who employs or contracts with the excluded 
individual; or any hospital or provider where that individual provides 
services. There also are circumstances in which a Medicare participant 
that simply contracts (whether or not services are provided) with an 
entity excluded from participation in any federal program could result in 
sanctions against the Medicare participant, up to and including 
potential exclusion from participation in Medicare. Given the potential 
severity of such sanctions, it is recommended that Medicare 
participants seek representation from Sponsors that they are not 
excluded from participation in federal programs, and that they will 
notify the Medicare participants in the event that they are excluded 
during the term of any agreements between them.  

[6] The Site should reserve the right to cancel a CTA in the event the 
Sponsor subsequently enters into a corporate integrity agreement that 
would impose additional restrictions or obligations on the Site. 

 

Federal Laws 
and 
Directives 

21 U.S.C. 335a(a)(2), (b)(1) and (b)(2); 

42 U.S.C. 1320a-7; 

42 U.S.C. 1320c-5; 

https://www.gpo.gov/fdsys/pkg/USCODE-2011-title21/pdf/USCODE-2011-title21-chap9-subchapIII-sec335a.pdf
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap7-subchapXI-partA-sec1320a-7.pdf
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap7-subchapXI-partB-sec1320c-5.pdf
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Link to FDA Debarment List: 
www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm2005
408.htm; 

Link to OIG List of Excluded Individual and Entities: 
http://exclusions.oig.hhs.gov/; and 

Link to the General Services Administration's (GSA’s) System of 
Award Management Debarment List:  
www.sam.gov/. 

State/Local 
Laws and 
Directives 

As of the date of publication of this toolkit, the following 33 states 
currently maintain Excluded Provider lists for Medicaid: 

Alabama Medicaid Suspended Providers List;   
 
Alaska Excluded Providers List; 
 
Arizona Excluded Providers List; 
 
Arkansas Department of Human Services Excluded Provider List; 
 
California Department of Health Care Services (Medi-Cal) Suspended 
and Ineligible Provider List;  
 
Connecticut Department of Social Services Administrative Actions List; 
 
District of Columbia Excluded Parties List; 
 
Florida Health Care Medicaid Sanctions;  
 
Hawaii Excluded Providers List; 
 
Idaho Provider Exclusion List; 
 
Illinois Medicaid Provider Sanction Data; 
 
Kentucky Medicaid Terminated and Excluded Provider List;  
 
Louisiana Department of Health and Hospitals Adverse Actions List 
Search; 
 
Maine Medicaid Excluded Providers;  
 
Maryland Sanctioned Providers and Entities; 
 
Massachusetts Health and Human Services List of Suspended or 

http://www.fda.gov/ICECI/EnforcementActions/FDADebarmentList/ucm2005408.htm
http://medicaid.alabama.gov/CONTENT/7.0_Fraud_Abuse/7.7_Suspended_Providers.aspx
http://dhss.alaska.gov/Commissioner/Documents/PDF/AlaskaExcludedProviderList.pdf
https://www.azahcccs.gov/FileNotFound.html?aspxerrorpath=/OIG/ExludedProviders.aspx
https://ardhs.sharepointsite.net/ExcludedProvidersList/Forms/AllItems.aspx
http://files.medi-cal.ca.gov/pubsdoco/manual/man_query.asp?wSearch=%28%23filename+*_*z03*.*%29&wFLogo=Suspended+and+Ineligible+Provider+List&wFLogoH=32&wFLogoW=418&wAlt=Suspended+and+Ineligible+Provider+List&wPath=pubsdoco%2Fpublications%2Fmasters-MTP%2FzOnlineOnly%2Fsusp100-49_z03%2F
http://www.ct.gov/dss/cwp/view.asp?a=2349&q=310706
http://ocp.dc.gov/page/excluded-parties-list
http://apps.ahca.myflorida.com/dm_web/%28S%28rjctvruhgnonuoifs2dkxnno%29%29/default.aspx
http://www.med-quest.us/providers/ProviderExclusion_ReinstatementList.html
http://healthandwelfare.idaho.gov/Portals/0/Providers/Medicaid/ProviderExclusionList.pdf
http://www.state.il.us/agency/oig/download.asp
http://chfs.ky.gov/dms/term.htm
https://adverseactions.dhh.la.gov/
https://mainecare.maine.gov/mhpviewer.aspx?FID=MEEX
http://dhmh.maryland.gov/oig/pages/related-links.aspx
http://www.mass.gov/eohhs/gov/newsroom/masshealth/providers/list-of-suspended-or-excluded-masshealth-providers.html
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Excluded Providers;  
 
Michigan Medicaid Sanctioned Providers List; 
 
Minnesota Department of Human Services Excluded Providers List; 
 
Mississippi Excluded Provider List; 
 
Missouri Department of Social Services Provider Sanctions List; 
 
Nebraska Department of Health & Human Services List of Sanctioned 
Providers; 
 
Nevada Department of Health & Human Services 
Excluded/Sanctioned Providers; 
 
New Jersey Consolidated Debarment Report;  
 
New York Office of Medicaid Inspector General Terminations and 
Exclusions List; 
 
Ohio Medicaid Provider Exclusion and Suspension List;   
 
Pennsylvania Medicheck Precluded Providers List;  
 
South Carolina Medicaid Excluded Providers;  
 
Tennessee TennCare Terminated Provider List; 
 
Texas Office of Inspector General Exclusions List; 
 
Washington State Health Care Authority Provider Termination and 
Exclusion List; 
 
West Virginia Medicaid Provider Sanctions / Exclusions List; and 
 
Wyoming Department of Health Excluded Provider List. 
 

Case Law N/A 

International 
Laws and 
Directives 

N/A  

Operational 
Consideratio

The most important operational consideration is to know your 
organization’s policies for screening exclusion lists, which 

http://www.mass.gov/eohhs/gov/newsroom/masshealth/providers/list-of-suspended-or-excluded-masshealth-providers.html
http://www.michigan.gov/mdhhs/0,5885,7-339-71551_2945_42542_42543_42546_42551-16459--,00.html
http://www.dhs.state.mn.us/main/idcplg?IdcService=GET_DYNAMIC_CONVERSION&RevisionSelectionMethod=LatestReleased&dDocName=dhs16_177378
http://www.medicaid.ms.gov/wp-content/uploads/2014/03/SanctionedProvidersList.pdf
http://mmac.mo.gov/providers/provider-sanctions/
http://dhhs.ne.gov/medicaid/Pages/med_pi_sanc.aspx
http://dhcfp.nv.gov/uploadedFiles/dhcfpnvgov/content/Providers/PI/NevadaProviderExclusions.pdf
http://www.state.nj.us/treasury/revenue/debarment/index.shtml
https://www.omig.ny.gov/search-exclusions
http://medicaid.ohio.gov/PROVIDERS/EnrollmentandSupport/ProviderExclusionandSuspensionList.aspx
http://www.dhs.pa.gov/learnaboutdhs/fraudandabuse/medichecklist/#.Vt9KpVLR7KE
https://www.scdhhs.gov/historic/insideDHHS/Bureaus/BureauofComplianceandPerformanceReview.html
http://www.tn.gov/tenncare/topic/terminated-provider-list
https://oig.hhsc.state.tx.us/Exclusions/DownloadExclusionsFile.aspx
http://www.hca.wa.gov/medicaid/provider/Pages/termination.aspx
https://www.wvmmis.com/WV%20Medicaid%20Provider%20SanctionedExclusion/Forms/AllItems.aspx
http://www.health.wyo.gov/healthcarefin/medicaid/home.html
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ns individuals/entities are screened, which exclusion lists are monitored, 
and how often they are reviewed. Representations and warranties 
should be consistent with those policies. 

A party must understand what procedures their organization has in 
place for screening individuals and not make representations that are 
not supported by those processes. Screening companies and software 
are now available to assist with and automate the screening process. 
A party should always consider how a representation and warranty 
may impact the organization’s future hiring and operational decisions. 
If a Site’s research activities are conducted by only one department of 
a larger organization, sweeping representations made by the research 
department may have unintended consequence to other departments 
that may be bound by the representations.  

Sites should consider adopting policies and procedures requiring its 
personnel involved in clinical research to disclose actual and 
threatened sanctions, exclusions and debarments, and receipt of a 
Form FDA-483 and clinical trials they were involved in that were 
terminated for cause. 

 

What lists should be reviewed?  

FDA Debarment List. The FDA debarment list should be reviewed as it 
pertains to each individual and entity involved in the performance of 
the clinical trial in any capacity.  

Other Federal Agencies – the OIG/System for Award Management 
(SAM) Lists. Other federal agencies also may exclude individuals from 
participating in government programs. OIG maintains a List of 
Excluded Individuals and Entities (LEIE) who are generally excluded 
for participating in federal health care programs. The GSA maintains 
the SAM Debarment List that includes individuals and entities excluded 
from doing business with the federal government. Individuals and 
entities on these lists cannot provide goods or services to government 
agencies or government-funded entities. 

State Lists. If your state maintains a list of excluded providers, that list 
should be reviewed. Also note that if an individual or entity is excluded 
in one state, then the entity or individual is considered to be excluded 
in all states (Center for Program Integrity Bulletin, CPI-B 11-05).  

 

Which individuals should be screened? 

Should representations cover all employees and contractors, only 

https://exclusions.oig.hhs.gov/
https://exclusions.oig.hhs.gov/
https://www.sam.gov/portal/SAM/##11
https://downloads.cms.gov/cmsgov/archived-downloads/CMCSBulletins/downloads/6501-Term.pdf
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those involved in research, or only those involved in the particular 
research study? A Sponsor may ask a Site for a representation 
covering all of the Site’s employees and contractors. A Site might ask 
the Sponsor to limit the representation to those directly involved in the 
Study.  

 

What is the scope of the representation? 

Should a representation apply only to current exclusions or should it 
include past and pending future exclusions as well? Because 
researchers with past or pending debarment matters may jeopardize 
the credibility of the clinical data, a Sponsor will want to require 
representations covering past, present, and pending debarments at 
least as it pertains to each employee and contractor providing services 
in connection with the Study.  

 

How often should lists be monitored? 

The law prohibits disqualified individuals from providing services in any 
capacity to a Sponsor, but it does not address how frequently the 
debarment list should be reviewed. According to a May 8, 2013 OIG 
Special Advisory Bulletin, since OIG’s LEIE is updated monthly, 
reviewing the list at hire and monthly thereafter, although not 
mandatory, is recommended. 

Other 
Important 
Information 

N/A 

 

 

 

http://oig.hhs.gov/exclusions/files/sab-05092013.pdf
http://oig.hhs.gov/exclusions/files/sab-05092013.pdf
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Clinical Trial Agreements Toolkit 

Assignment 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Both parties will want to ensure that if the Agreement is 
assigned to another party, the new party is able to 
adequately complete the obligations under the 
Agreement. The Site will want to ensure that the new 
party accepting assignment from the Sponsor is able to 
meet the financial obligations and to fully comply with the 
indemnification and insurance obligations, including 
covering subject injury costs. Additionally, if the Site has 
specific compliance requirements (such as compliance 
with the Site's corporate responsibility program or with 
ethical/religious considerations), the Site will want to 
ensure that the new party is able to comply with such 
requirements. 

The Sponsor will want to ensure that a new Site is able to 
fully meet the Site’s obligations, including adequate 
space, staff, etc., and that if a new PI is to be chosen, the 
new PI is qualified to conduct the Study. The ability to 
assign a CTA with minimal restriction also is important to 
a Sponsor in the event that a Sponsor merges with 
another company, assigns certain agreements to another 
company, or participates in a corporate change that 
requires the Sponsor to assign the CTA. 

Contract Language— 
Sample from Industry 
Sponsor’s Perspective 

Site may not assign any of its rights or obligations 
hereunder, nor may it contract with third parties to perform 
any of its obligations hereunder, without Sponsor’s prior 
written consent. Any attempt by Institution to assign, 
subcontract, delegate, or transfer this Agreement without 
Sponsor’s consent shall be null and void. In the event that 
Site is permitted to subcontract any of its obligations 
hereunder to a third party, such subcontractor shall 
execute an agreement obligating such subcontractor to 
comply with the terms and conditions of this Agreement 
and Site shall remain liable for the acts or omissions of 
such subcontractor. Sponsor may assign this Agreement 
to any third party without Site’s consent. 

Sponsor shall have the right to assign this Agreement 
without Site’s consent. This Agreement will bind and inure 
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to the benefit of the successors and permitted assigns of 
the Sponsor.  

 

Contract Language – 
Sample from Site’s 
Perspective 

Either party may assign this Agreement to an affiliate or in 
connection with a merger, consolidation, or sale of all or 
substantially all of its assets upon thirty (30) days' prior 
written notice to the other party. Notwithstanding anything 
to the contrary in this Agreement, Sponsor shall ensure 
that any entity to which it assigns any of Sponsor’s rights 
or obligations under this Agreement is capable, both 
financially and operationally, of fulfilling Sponsor’s 
obligations under this Agreement or the law. To the extent 
any assignee is unable to so perform, Sponsor shall 
remain liable. 

Alternatively, a Site may request the following: 

This Agreement may not be assigned by either Party 
without the prior written consent of the other Party. No 
assignment shall relieve either Party of the performance 
of any accrued obligation that such Party may then have 
under this Agreement. 

Arguments Supporting 
Sponsor’s Position 

The Sponsor will want to retain the right to assign the 
Study as it may deem necessary from a business 
perspective, and, particularly in the case of a multi-center 
Study, the Sponsor having to seek consent from each site 
with which it contracts to perform the Study would be 
extremely onerous.  

Arguments Supporting 
Site’s Position 

Without the ability to consent to assignments, the Site has 
no way of ensuring that the new party is able to meet its 
financial and indemnification obligations under the 
Agreement. This means that the Site risks not being 
compensated for the services provided in performance of 
the Study or risks being responsible for the costs of any 
claims which may arise as a result of the Study or as the 
result of a Study subject injury. Additionally, the Site will 
need to ensure that any party with which it contracts is 
able to fully comply with any ethical, religious, or 
corporate compliance requirements. 

Federal Laws and 
Directives 

N/A 

State/Local Laws and N/A 
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Directives 

Case Law N/A 

International Laws and 
Directives 

N/A 

Operational 
Considerations 

If the other party is insistent on retaining the right to 
assign without consent, language may be added to 
require the other party to remain liable for its obligations in 
the event of an assignment. Additionally, if the other party 
will not agree to requiring consent to assignments, 
language may be added to require the assigning party to 
notify the other party of the assignment. 

Other Important 
Information 

N/A 
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Clinical Trial Agreements Toolkit 

Term and Termination 

 

Subject Results/Comments 

Explanation of 
General 
Importance 
from a 
Business 
Perspective 

A CTA should clearly state its basic term and the Sponsor’s and the Site’s 
respective termination rights.1 The CTA also should clearly state the procedures 
to be undertaken in the event of termination. In particular, when termination 
occurs prior to completion of the Study, special attention should be paid to the 
safety and health of any Study Subjects. The CTA also should confirm the steps 
to be taken to close out the Study (including provision of any reports and return 
or destruction of Study Drug.) The CTA also should clearly identify those 
provisions that survive termination.  

 

Contract 
Language—
Sample from 
Industry 
Sponsor’s 
Perspective 

SECTION [15]2 TERM AND TERMINATION 

15.1 Term. This Agreement shall commence on the Effective Date and, unless 
earlier terminated as expressly provided herein, shall remain in full force 
and effect until the later of: (1) one [1] year from the Effective Date3; or (2) 
the completion of all Study activities required under the Study Protocol 
(Term). 

15.2 Termination.  

15.2.1 Sponsor may terminate this Agreement, in its sole discretion, upon 
giving thirty [30] days prior written notice to Site.  

15.2.2 Sponsor may terminate this Agreement upon immediate written 
notice to Site upon the occurrence of any of the following events: (1) 
if Site and Sponsor are unable to secure a substitute Principal 
Investigator in accordance with Section [xx] hereof; (2) if Sponsor 
determines that there is insufficient enrollment for the Study; (3) if any 
person performing activities under this Agreement is debarred, 
excluded, or disqualified from participation in any federal health care 
program; (4) if Sponsor determines that termination is prudent to 
protect the safety of Study Subjects; (5) if Sponsor determines that 

                                                            
1 We note that some industry sponsors elect to have a contract research organization (CRO) enter into 
CTAs on the sponsor’s behalf. In such cases, it should be clear whether the CRO has the authority to 
exercise termination rights on the sponsor’s behalf. 
2 The Section number (15) was selected at random, simply to provide a reference for the organization of 
the various sub-sections.  
3 The one-year term is suggested to provide potential protection under the federal Anti-Kickback Statute’s 
(AKS’) personal services safe harbor. See further reference in the federal laws section of this chart. 
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the Study Drug may lack efficacy; (6) if approval for the Study is not 
granted4 or is revoked or suspended, or if the Study is placed on 
clinical hold, by, as applicable, FDA, HHS, or the IRB; or (7) upon the 
occurrence of an event qualifying as a termination event under the 
Study Protocol.  

15.2.3 Either Sponsor or Site may terminate this Agreement immediately 
upon written notice to the other party if the other party has committed 
a breach of a material term of this Agreement and has failed to cure 
such breach within thirty [30] days after receipt of written notice 
thereof.  

15.3 Procedures Upon Termination 

15.3.1 Care of Study Subjects. If this Agreement is terminated before 
completion of the Study, Site shall immediately cease enrolling Study 
Subjects and shall cease conducting the procedures set out in the 
Protocol to the extent that doing so is medically permissible and 
appropriate for the safety and well-being of the Study Subjects. 
Sponsor and Site shall promptly establish a plan for, as applicable, 
the withdrawal or transfer5 of any Study Subjects who are still 
enrolled in the Study as of the effective date of termination.  

15.3.2 Return to Sponsor. Within thirty [30] days following the effective 
date of termination, Site shall: (1) provide to Sponsor all materials 
and Confidential Information provided by Sponsor or that have been 
obtained by Site or Principal Investigator pursuant to the Study; (2) 
return or dispose of any unused Study Drug, as directed by Sponsor 
and in accordance with applicable law; (3) deliver clinical study report 
or such other reports as may be required hereunder or reasonably 
requested by Sponsor; and (4) return to Sponsor any advance 
payments for services not yet performed. 

15.3.3 Assignment of Site Contracts. Upon Sponsor’s written request, Site 
shall use reasonable efforts to assign to Sponsor (or Sponsor’s 
designee) any subcontract or other agreement that the Site may have 
entered into in connection with the Site’s performance of services 
under this Agreement.6  

15.4 Payments Upon Termination. If Sponsor terminates this Agreement 

                                                            
4 The “is not granted” language may not be needed if the Effective Date is defined as being a date 
occurring after which the applicable regulatory/ethical approvals have been obtained or if the CTA is not 
executed by the parties until such approvals have been obtained. 
5 Transfer of a Study Subject to another site may be appropriate if, for example, the Study is terminated at 
the Site only due to the unavailability of the Principal Investigator and inability to identify a substitute 
Principal Investigator.    
6 Such agreements may include laboratory services agreement, agreement for genetic testing, or other 
outsourced services arrangements. 
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because of a breach by Site, then, notwithstanding any other provision of 
this Agreement, Sponsor shall have no obligation to pay any fees or costs 
associated with such breach. If this Agreement is terminated by either party 
for any reason other than breach by Site or the Principal Investigator, then 
Sponsor shall be obliged to pay Site for those fees and cost items set forth 
in the Budget that have been earned or incurred prior to the effective date 
of termination. Site shall provide to Sponsor, within thirty [30] days following 
the effective date of termination, a complete and final accounting (including 
any back-up documentation as may be reasonably requested by Sponsor) 
of any pre-termination fees and costs claimed by Site to be owed 
hereunder. All undisputed fee items will be paid by Sponsor on the later to 
occur of: (1) sixty [60] days of receipt of such accounting; or (2) Site’s 
completion of its obligations in Section 15.3. 

Survival Following Termination. The following Articles, as well as any other 
terms hereof which by their intent or meaning are intended to so survive, shall 
survive any termination or expiration of this Agreement: [Open Payments, 
Confidentiality, Privacy and Security, Data Ownership and Use, Publication, 
Record Retention, Intellectual Property, Indemnification/Limitation of Liability (if 
mutual), Monitoring and Audit Inspection, Governing Law].7 No termination 
hereunder shall constitute a waiver of any rights or causes of action that either 
party may have based upon events occurring prior to the effective date of 
termination. 

 

Contract 
Language – 
Sample from 
Site’s 
Perspective 

SECTION [15] TERM AND TERMINATION 

15.1 Term. This Agreement shall commence on the Effective Date, and, unless 
earlier terminated as expressly provided herein, shall remain in full force 
and effect until the later of: (1) one [1] year from the Effective Date8; or (2) 
the completion of all Study activities required under the Study Protocol 
(Term). 

15.2 Early Termination. Either Party may terminate this Agreement immediately 
upon written notice to the other Party upon the occurrence of any of the 
following events: (1) if Site and the Sponsor are unable to secure a 
substitute Principal Investigator in accordance with Section [xx] hereof; (2) 
if Site or Sponsor determines that termination is prudent to protect the 
safety of Study Subjects; (3) if approval for the Study is not granted9 or is 

                                                            
7 We have listed certain provisions that, by the title thereof, are typically identified as provisions that 
survive termination; however, parties should carefully review the CTA to confirm whether certain 
provisions should be deleted or added. 
8 The one-year term is suggested so as to provide potential protection under the federal Anti-Kickback 
Statute’s personal services safe harbor. See further reference in the federal laws section of this chart. 
9 The “is not granted” language may not be needed if the Effective Date is defined as being a date 
occurring after which the applicable regulatory/ethical approvals have been obtained or if the CTA is not 
executed by the parties until such approvals have been obtained. 



4 
 

revoked or suspended, or if the Study is placed on clinical hold, by, as 
applicable, FDA, HHS, or the IRB; or (4) upon the occurrence of an event 
qualifying as a termination event under the Study Protocol. 

15.3 Termination for Material Breach. Either Party may terminate this 
Agreement upon written notice to the other Party if the other Party 
materially breaches this Agreement and the breaching Party fails to cure 
the breach within thirty [30] days after receipt of written notice of the breach 
from the other Party.  

15.4 Procedures Upon Termination 

15.4.1 Care of Study Subjects. If this Agreement is terminated before 
completion of the Study, the Site shall immediately cease enrolling 
Study Subjects and shall cease conducting the procedures set out in 
the Protocol to the extent that doing so is medically permissible and 
appropriate for the safety and well-being of the Study Subjects. The 
Sponsor and the Site shall promptly establish a plan for, as applicable, 
the withdrawal or transfer10 of any Study Subjects who are still 
enrolled in the Study as of the effective date of termination.  

15.4.2 Return of Study Drug. Promptly following the effective date of 
termination, Site shall return or dispose of any unused Study Drug, as 
directed by Sponsor in accordance with applicable law and at 
Sponsor’s sole expense. 

15.5 Payments Upon Termination. If this Agreement is terminated before 
completion of the Study by either Party for any reason, then, within thirty 
[30] days following the effective date of termination, Sponsor shall pay Site: 
(1) those fees and cost items set forth in the Budget that have been earned 
or incurred prior to the effective date of termination; and (2) any expenses 
incurred by Site in winding down and terminating the Study, including the 
costs of the Study during the wind down period and all expenses and non-
cancelable commitments made prior to Site’s receipt of notice of 
termination.  

15.6 Survival Following Termination. The following Articles, as well as any 
other terms hereof which by their intent or meaning are intended to so 
survive, shall survive any termination or expiration of this Agreement: 
[Open Payments, Confidentiality, Privacy and Security, Data Ownership 
and Use, Publication, Record Retention, Intellectual Property, 

                                                            
10 Transfer of a Study Subject to another site may be appropriate if, for example, the Study is terminated 
at the Site only due to the unavailability of the Principal Investigator and inability to identify a substitute 
Principal Investigator.  
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Indemnification/Limitation of Liability, Monitoring and Audit Inspection, 
Governing Law].11 No termination hereunder shall constitute a waiver of 
any rights or causes of action that either party may have based upon 
events occurring prior to the effective date of termination. 
 

Arguments 
Supporting 
Sponsor’s 
Position 

The Sponsor typically wishes to have substantial flexibility to terminate the CTA, 
whether for regulatory reasons (e.g., in the case where a clinical hold is imposed 
by FDA or the IRB has withdrawn its approval) or for safety reasons (e.g., where 
there is concern about adverse events or a demonstrated lack of efficacy of the 
Study Drug). In general, Sites are open to termination on these grounds. Areas in 
which there is typically greater controversy are: (1) where a Sponsor requests the 
right to terminate if enrollment at the Site, or, more generally, at all sites in a 
multi-center study, are not meeting expected targets; and (2) where a Sponsor 
requests a “without cause” termination provision. 

Given the substantial costs and resources associated with a clinical study and 
the evolving safety and efficacy assessments for a Study Drug, it is important that 
the Sponsor maintains a broad right of termination. The practical reality is that 
Sponsors will not terminate CTAs unless there is very good reason for doing so, 
given the substantial investment Sponsors make in a clinical study.  

On the other hand, for those very same reasons, Sponsors are quite concerned 
when Sites propose a without cause termination provision, and Sponsors will 
typically reject such requests. Given the comparatively lower level of investment 
by a Site, Sponsors are concerned that a Site might propose to terminate a CTA 
based on a simple shift in institution/department priorities.  

Regardless of whether the Study is terminated early or at the completion of work 
under the Study Protocol, the Sponsor will want to ensure that it receives all 
relevant reports and materials from the Site and the Principal Investigator and 
that it receives a detailed accounting of final fees and costs, prior to making a 
final payment. The Sponsor will be concerned that if payment is made prior to 
completion of the above, there may be insufficient incentive for the Site and the 
Principal Investigator to deliver critical Study data and the clinical study report, 
which are needed for the Sponsor to prepare its reports to FDA. This is especially 
a concern in the case of Phase III pivotal studies.   

 

Arguments 
Supporting 
Site’s Position 

The Site, like the Sponsor, typically wishes to have flexibility to terminate the CTA 
for regulatory and safety reasons—see examples mentioned above in the 
“Arguments Supporting Sponsor Position” section. Sometimes the Sponsor will 
express concern and request that such termination rights be subject to prior 

                                                            
11 We have listed certain provisions that, by the title thereof, are typically identified as provisions that 
survive termination; however, parties should carefully review the CTA to confirm whether certain 
provisions should be deleted or added.  
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consultation with the Sponsor. Although such consultation may in fact occur as a 
practical matter, a Site will wish to ensure that it has the ability to terminate a 
CTA and suspend treatment and other Study procedures where the Principal 
Investigator is concerned about safety. The Site will be concerned about liability 
issues if it feels that the Sponsor is not acting with appropriate diligence to 
address safety concerns raised by the Principal Investigator. 

A Site also will be concerned about a Sponsor request to terminate on the basis 
of insufficient enrollment at the Site. A Site may request that such right be subject 
to a prior consultation with the Site and/or that the Principal Investigator be given 
additional time and opportunity to conduct further, appropriate recruitment 
activities.  

A Site also will be concerned that, even if enrollment at the Site is sufficient, the 
Sponsor may request the right to terminate based on generally low enrollment 
across sites in a multi-center study. In such a case, a Site may request a 
termination payment in addition to any payments earned under the agreed Study 
Budget. Such payments must be carefully scrutinized for compliance with anti-
kickback requirements.  

A Site may be similarly concerned about a Sponsor request for “without cause” 
termination rights. If a Sponsor is adamant about retaining such rights, one 
response for a Site may be to request a longer notice period (e.g., 90 days 
instead of 30 days) and to negotiate a termination payment (as discussed above) 
and a provision for payment of wind-up costs. Please see further discussion of 
“without cause” termination issues mentioned above in the “Arguments 
Supporting Sponsor Position” section. 

 

Federal Laws 
and Directives 

As referenced above, payments under CTAs are subject to analysis under the 
federal Anti-Kickback Statute (AKS) (42 U.S.C. § 1320a-7(b)(2)). The HHS Office 
of Inspector General (OIG) has issued regulations defining specific “safe harbors” 
for various payment and business practices between a health care provider and 
a referral source that, while potentially prohibited under the AKS, would not be 
prosecuted. One such “safe harbor” for “personal services and management 
contracts” relates to CTAs. For a CTA to fall within the personal services safe 
harbor, set forth at 42 C.F.R. § 1001.952(d), seven criteria must be met, including 
the requirement in Section 1001.952(d)(4) that the term of the Agreement be for 
“not less than one year.”1213  

                                                            
12 42 C.F.R. § 1001.952(d) states:  

 
Personal services and management contracts. As used in section 1128B 
of the Act, ’remuneration‘ does not include any payment made by a 
principal to an agent as compensation for the services of the agent, as 
long as all of the following seven standards are met—(1) The agency 
agreement is set out in writing and signed by the parties. (2) The agency 
agreement covers all of the services the agent provides to the principal 
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Sponsors and Sites also should be familiar with FDA’s regulations governing 
expanded access/compassionate use of a Study Drug, set forth in 21 C.F.R. § 
312.300. In the event that a clinical study is terminated for safety, efficacy, or any 
other reason, FDA allows narrow access under the expanded 
access/compassionate use regulations to investigational new drugs to patients 
with serious or immediately life-threatening diseases who cannot otherwise 
obtain the drug under another Investigational New Drug or protocol. Notably, 
Sponsors (the company developing the drug) must approve an expanded access 
request. 

Sponsors and Sites also should have in mind an FDA policy regarding the 
reporting of clinical study data for subjects withdrawn early from a clinical study.14

  

State/Local 
Laws and 
Directives 

There are generally no critical state laws that will affect term and termination 
provisions, though local anti-kickback statutes should be reviewed regarding any 
“safe harbor” time periods, such as exist in the federal AKS. 

  

Case Law Case law involving disputes between a Sponsor and a Site over term or 
termination rights in a clinical study agreement is sparse; however, it underscores 

                                                                                                                                                                                                
for the term of the agreement and specifies the services to be provided 
by the agent. (3) If the agency agreement is intended to provide for the 
services of the agent on a periodic, sporadic or part-time basis, rather 
than on a full-time basis for the term of the agreement, the agreement 
specifies exactly the schedule of such intervals, their precise length, and 
the exact charge for such intervals. (4) The term of the agreement is 
for not less than one year. (5) The aggregate compensation paid to the 
agent over the term of the agreement is set in advance, is consistent with 
fair market value in arms-length transactions and is not determined in a 
manner that takes into account the volume or value of any referrals or 
business otherwise generated between the parties for which payment 
may be made in whole or in part under Medicare, Medicaid or other 
Federal health care programs. (6) The services performed under the 
agreement do not involve the counseling or promotion of a business 
arrangement or other activity that violates any State or Federal law. (7) 
The aggregate services contracted for do not exceed those which are 
reasonably necessary to accomplish the commercially reasonable 
business purpose of the services.  
For purposes of paragraph (d) of this section, an agent of a principal is 
any person, other than a bona fide employee of the principal, who has an 
agreement to perform services for, or on behalf of, the principal. 

 
42 C.F.R. § 1001.952(d) (emphasis added). 
13 See also OIG Compliance Program Guidance for Pharmaceutical Manufacturers, 68 Fed. Reg. 23731 
(May 5, 2003), available at http://oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf.  
14 See Food And Drug Administration, Guidance For Sponsors, Clinical Investigators, And IRBs: Data 
Retention When Subjects Withdraw From FDA-Regulated Clinical Trials (Oct. 2008), available at 
www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126489.pdf.  
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the importance of clearly addressing this subject in a Clinical Study Agreement.15 

There also are cases in which Study Subjects have unsuccessfully brought suit – 
primarily on breach of contract and promissory estoppel grounds – against a 
Sponsor for failing to continue providing them with the Study Drug after early 
termination of a clinical study. However, in such cases, the courts have 
scrutinized the language of informed consents.16  

 

International 
Laws and 
Directives 

In general, for a Study being conducted at a U.S. Site, there should be no critical 
international laws or directives that bear on term or termination provisions. 
However, if the Study is being sponsored by a non-U.S. Sponsor entity or if the 
Study is being conducted in support of a marketing authorization to be obtained 
from a non-U.S. regulatory authority, it is possible that there will be terms 
requested by the Sponsor as a matter of local custom or regulatory directive. 

  

Operational 
Considerations 

From an administrative perspective, it will be important for both the Site and the 
Sponsor personnel to log into their records the key dates of termination and any 
required deadlines for providing final budgets or other deliverables. From the Site 
perspective, this will require close coordination with the Principal Investigator or 
his/her clinical study coordinator. 

In the event of early termination, both the Sponsor and the Site Personnel should 
have protocols in effect to ensure the safe management of Study Subjects who 
may be coming off treatment or may be transferred to another site. Both the Site 
and the Sponsor should have a point person already appointed to coordinate the 
development and implementation of a wind-up plan, including the preparation of 
any required reports to FDA, the IRB, and principal investigators at other sites (in 
case of termination for safety reasons).  

 

Other 
Important 
Information 

N/A 

                                                            
15 See, e.g., CTI Clinical Trial Servs. v. Gilead Scis., Inc., 2013 U.S. Dist. LEXIS 53844, 2013 WL 
1641348 (S.D. Ohio Apr. 15, 2013) (involving a dispute over termination costs of a Site and repayment of 
fees and costs by a Sponsor to a Site). 
16 See, e.g., Suthers v. Amgen, Inc., 441 F. Supp. 2d 478 (S.D.N.Y. 2006) (dismissing claims against 
drug manufacturer and study sponsor in suit by former subjects to continue supplying an investigational 
study drug after study concluded; court denied liability due to documentation of informed consent 
provided to and signed by subjects); Abney v. Amgen, Inc., 443 F.3d 540 (6th Cir. 2006)(affirming the 
district court’s denial of a motion for a preliminary injunction to force a sponsor to continue supplying an 
investigational drug to former subjects after a clinical trial study ended); Vinion v. Amgen, Inc., 272 Fed. 
Appx. 582 (9th Cir. 2008) (granting defendant sponsor summary judgment and dismissing claims of an 
oral agreement to provide investigational study drug for free indefinitely to a study subject after the clinical 
study). 
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