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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 

 

 


