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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. 
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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 
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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. 

 

 


