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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 



4 
 

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

