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Clinical Trials Insurance (CTI) Definition

Clinical trial liability insurance is a form of liability insurance 
that protects clinical trial sponsors, investigators, institutions 
and administrators from risks they assume when conducting 
clinical trials. 
The coverages of a policy are tailored to the policyholder’s 
specific needs (i.e. trial protocol, informed consent, site 
locations, in country regulatory requirements, local ethics 
committee requirements, etc.) and will vary in each instance. 
The policy may include coverage against bodily injury or 
property damage that a drug, device, or treatment may cause, 
as well as liability coverage for any professional duties that an 
organization or its employees may have in the conduct of 
performing the clinical trials.
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IMPAACT’s current process for requesting to 
use grant funds for purchase of CTI

• Purchase of CTI is an allowable cost but only with NIAID 
prior approval. CTI is paid by the Network via distribution of 
protocol funds (PF) to the sites.

• NIAID only approves requests for sites in countries where it 
is required by regulation or law, and meets NIAID’s 
requirements as outlined in the “Guidelines for Requesting 
Approval to Use Grant Funds for Clinical Trials Insurance”.

• Submission of a completed NIAID checklist and other 
required documents must be made to the Network 
leadership representative and forwarded to NIAID grants 
management for prior approval.
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Questions? Email Kim Enders and her team at 
IMPAACT-Subs@jhmi.edu

for more information on requesting prior approval for 
purchase of CTI.

mailto:IMPAACT-Subs@jhmi.edu
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DAIDS Requirement for Clinical Trials Insurance, 
memorandum dated 10 August 2018
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List of Countries Requiring Clinical Trials Insurance 
with DAIDS funded Clinical Research Sites 

• Argentina • Peru • Uganda*

• Canada • Philippines • Ukraine

• India* • South Africa* • Vietnam

• Indonesia • Swaziland • Zambia*

• Kenya* • Switzerland • Zimbabwe*

• Malawi* • Tanzania*

*Countries with IMPAACT sites
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