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Clinical Trial Exposures: A Guide for Academic Institutions
Conducting clinical trials in an academic institution raises some 

complex coverage issues. Clinical testing liability scenarios may 

vary depending upon the following factors, among others:- Whether the institution is the trial sponsor or has ownership 

of the test articles being investigated.1

- Whether the academic institution is a public or private 

enterprise.2

- Whether the principal investigator (PI) engaged in the trial  

is a contractor or employee.

Risk managers at academic institutions involved in human clinical 

trials understand the need for a risk transfer program to address 

organizational liability. However, it is equally important to identify 

when additional insurance is and is not required. Failure to obtain 

certain types of coverage leaves the institution exposed, while 

acquiring unnecessary insurance is wasteful for the insured and 

may result in clashing issues for the insurer.

Identifying gaps in coverage requires a diligent review of the  

current insurance program and a thorough understanding of the 

specific research activities in which the institution is engaged. 

This article will focus on the four areas of risk most likely to require 

additional or enhanced coverage for academic institutions:- Clinical trial-related product liability

- General liability (GL)

- Medical professional liability (MPL)

- Clinical trial-related professional liability  

(i.e., errors & omissions)3

A hypothetical liability scenario is included to indicate how insurance 

coverage questions may play out in actual clinical trial situations.

1  Investigator-initiated studies (also referred to as principal investigator- or PI-initiated trials) are trials 
initiated by the investigator (i.e., the sponsor-investigator). The test article in a PI-initiated study may be 
owned by a university and may or may not be already on the market. The sponsor-investigator will 
typically seek various resources from the industry-sponsor, such as funding, a supply of the test article, 
controls and/or expertise in regard to regulatory filings. When the drug/device is owned and controlled 
by a pharmaceutical or medical device company, which also funds the study and designs the research 
plan and protocol, the study is referred to as a sponsor-initiated trial.

2  Sovereign immunity, the legal concept that one cannot bring suit against the state without its consent, 
is a factor in assessing the liability exposure of public institutions such as state universities. Sovereign 
immunity can be absolute or qualified depending upon state law. 

3  In this context, “professional liability” refers to errors & omissions consequential financial loss coverage. 
Professional liability coverage for bodily injuries is referred to as medical professional liability or medical 
malpractice insurance.

GENERAL LIABILITY

In its most basic form, GL covers an occurrence where the  

institution is legally liable for bodily injury and property damage 

to a third party. Under most circumstances, a sponsor’s GL policy 

will exclude medical professional services as well as injuries to 

clinical trial subjects. However, bodily injuries from an institution’s 

own products may not necessarily be excluded. Because clinical 

trial-related exclusions are manually added and can be overlooked, 

policy wording must be closely examined. Whether due to simple 

oversight by the insurer or because the institution’s ordinary course 

of business does not include clinical trials, there is a possibility 

of coverage under its GL policy.

The academic institution also may be protected from loss by 

strong indemnification language within the clinical trial agreement 

(CTA). However, indemnification disputes can arise when bodily 

injury allegations touch on both protocol and medical negligence. 

Typically, the sponsor of a clinical trial is responsible for the protocol, 

while the investigator is responsible for execution. However, these 

protections, which differ from the special relationship between 

insurer and insured, may not be effective under all circumstances.4

In addition, institutions may enjoy less contractual protection when 

involved in a PI-initiated trial where the test article is already on 

the market or owned by the institution, and the sponsor (i.e., the 

industry sponsor) is acting merely in a funding capacity. In this 

situation, the institution must carefully assess its exposures and 

determine whether it is safe to rely upon self-funding, or whether 

insurance coverage is necessary to help offset the risk.

4  Indemnification obligations are contractual rights that may be disputed or not enforced. By contrast, 
statutes impose special performance standards on insurance companies and offer plaintiff-insureds more 
possibilities regarding type and amount of damages.
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The following limitations should be considered when assessing 

the breadth of coverage of the institution’s GL policy:- If the policy includes products-completed operations  

coverage, bodily injury from institutionally owned or  

operated life science products may be excluded by 

endorsement.

- There may be ambiguity (rather than an affirmative  

exclusion) regarding bodily injury claims involving the  

institution’s products.

- Some bodily injury coverage may exist, while claims  

involving products are specifically excluded in the context  

of clinical trials.

- Specific exclusions may exist based upon the phase  

of the trial, the type of product or even the population  

on which the product is being tested.

Other exclusions or ambiguities may exist within the institution’s 

GL policy, such as advertising and personal injury coverage for 

claims stemming from clinical trials.

PRODUCT LIABILITY

A broker may recommend to the risk manager of an institution 

engaged in human trials that it purchase a separate product liability 

policy to minimize the risk of claims alleging bodily injury to study 

participants. However, such additional coverage may be unneces- 

sary or even counterproductive unless the broker and risk manager 

understand the type of trials being conducted by the research 

center and the extent of coverage granted by the GL policy.

A separate product liability policy could be an asset under certain 

circumstances, as suggested by the following scenarios:- The institution exerts primary ownership and/or control  

of the test article (e.g., in a PI-initiated trial).

- The CTA with the sponsor does not fully indemnify  

the institution.

- The institution’s GL policy excludes product-related  

bodily injury.

- Clinical trial activities are excluded or not covered  

based upon policy language concerning the types of trials,  

subject populations or products.

If any or all of these conditions exist, a specialty product liability 

policy may be worth considering to provide coverage for the 

institution against possible bodily injury claims.

MEDICAL PROFESSIONAL LIABILITY

The risk transfer programs of academic institutions involved in 

clinical trials should address the liability associated with bodily 

injury due to institutional medical negligence. Effective risk man-

agement involves identifying and responding to the type of trial 

undertaken, the employment status of the PI and the sponsor 

arrangement.

When bodily injury claims are asserted against the institution, an 

impasse may ensue between sponsor and institution over the 

question of whether the sponsor’s protocol/product or institutional 

medical negligence is responsible for the injury and consequent 

claim. The potential consequences of any causation-related ambi- 

guity can be severe.

Unless the PI employee or contractor has coverage for medical 

services at the clinical site conducting clinical trials, defense 

costs and/or damages may be borne by the institution. Also, as 

plaintiff attorneys may allege that both parties are at fault, it is 

imperative for the risk manager to understand the extent of the 

organization’s clinical investigation-related medical professional 

liability (MPL) coverage, as well as the scope of coverage pertain- 

ing to PIs acting as contractors rather than full-time employees. 

Finally, as MPL policies may treat varying types of clinical risks and 

trials differently, it is important to stay apprised of both the respon- 

sibilities assumed in the CTA and the type of research that the 

institution is undertaking in order to ensure that current trials are 

covered under the policy.

The institution’s exposure in a sponsor-initiated trial may be 

reduced by contractual provision in the CTA, as such indemnifi-

cation language is often broader in scope.5 If a claim arises, it is 

“filtered” through the CTA and any remaining exposure falls upon 

the institution. In a PI-initiated trial, the CTA may not cover the 

research center. This creates more risk exposure. In either case, 

the institution may not be indemnified for injuries stemming from 

its own negligence. A sound MPL program will respond to cases 

of obvious medical error or negligence, or if there is a dispute 

between a sponsor and research institution over the cause of bodily 

injury in a clinical trial.

When determining whether to acquire MPL coverage for employees, 

consider the following points:- MPL coverage should apply to clinical trials when  

subjects are receiving clinical treatment outside of  

protocol requirements.

- MPL, GL and product liability should be evaluated  

together to spot potential gaps in coverage.

5  Note that whether the trial is initiated by the sponsor or PI, the plaintiff(s) will typically name many parties 
in the complaint with the sponsor and institution at the top of the list.
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- Policies are available that offer combined exposure for  

products and MPL.

- The medical malpractice standard of care is different  

when treating a patient than when conducting research  

on a subject.

- To ensure that selected insurance solutions provide  

adequate coverage, attention should be paid to the specific 

type of product being tested, the population of subjects 

involved in the studies, the phase of the investigation and 

the ownership of the test articles being investigated.

Before retaining contractors in human clinical research trials, verify 

the following:- Contractors’ certificate of insurance includes coverage  

for bodily injury and professional liability resulting from  

clinical trials.

- Contractors’ policies have adequate limits and contain  

language making their liability coverage primary with  

the institution named as an additional insured.

- The institution’s privilege endorsement includes MPL  

coverage for clinical trial activities.

PROFESSIONAL LIABILITY/ERRORS & OMISSIONS

In addition to bodily injury claims (whether arising from product 

defect or medical malpractice), institutions carry a significant 

exposure for financial losses incurred by trial sponsors, contract 

research organizations (CROs) and other third parties. By purchas- 

ing a professional liability/errors & omissions insurance policy, 

institutions can better manage consequential financial damages 

stemming from such third-party losses. This type of coverage may 

apply to indemnity payments and legal costs involved in defending 

against these allegations. Without this protection, the institution 

bears a greater level of risk.

While a separate product liability policy to cover human trials may 

not always be appropriate, the same is not true for professional 

liability/E&O coverage. Typically, institutions engaged in clinical 

trials benefit from a professional liability policy and should seriously 

consider this coverage to mitigate the consequences of financial 

losses experienced by the study sponsor due to failure to produce 

usable data or other causes. When consequent lawsuits occur, it 

is the professional liability policy that responds to financial losses 

suffered by third parties who in turn seek recovery from the policy- 

holder. It has become common for trial sponsors to require insti- 

tutions to maintain this type of coverage, because the frequency 

and severity of these losses are growing.6

6  A party’s negotiating leverage and industry practice will always be a factor in the decision whether or 
not to purchase insurance. Today, it is commonplace for sponsors to ask institutions to purchase errors 
& omissions, and institutions, sites and CROs are actively obtaining this type of coverage. 

If a trial sponsor sues a research center, alleging that its negligence 

contributed to the study’s failure, the institution’s professional  

liability policy may pay indemnity costs or at least defense-related 

expenses. In fact, sponsors frequently require research institutions, 

sites and CROs to maintain E&O coverage. Specialized insurance 

products used in combination with a product liability policy may 

assist in mitigating such losses.

Professional liability/errors & omissions insurance should be  

considered under the following circumstances:- The institution engaged in clinical trials is doing work for 

others under a CTA agreement and generating data upon 

which the sponsor will rely.

- The institution is contractually obligated to carry professional 

liability coverage.

- The CTA lacks limitation of liability provisions, which may 

reduce institutional exposure.7

 

Clinical trial contracts are often nuanced and complex. Hence, it is 

advisable to scrutinize such contracts – especially in terms of the 

roles, responsibilities and risk allocations of each party – in order 

to avoid false assumptions and oversimplifications. Moreover, by 

evaluating clinical trial professional, medical professional, general 

and product liability policies together, one can create an effective 

insurance program that minimizes coverage gaps and significantly 

mitigates exposures.

7  Although, as previously noted, such provisions may have limited utility if causality is disputed (thus 
incurring additional legal costs) or if the provision is unenforceable based upon the facts at hand.

By evaluating clinical trial  

professional, medical professional,  

general and product liability  

insurance policies together, one  

can create an effective insurance  

program that minimizes  

coverage gaps and significantly  

mitigates exposure. 
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Sidebar: A Clinical Trial Liability Scenario

The scenario presented below is intended to illustrate important 

concepts in clinical trial-related liability. Note that coverage may 

depend upon the following variables:- Whether the protocol was strictly followed.- Whether patients were present near test subjects  

at the trial site.- The scope of coverage under the PI/institution medical 

professional liability policy.- The employment status of the PI.

In this hypothetical scenario, the PI follows the protocol while 

administering the test article. Nevertheless, a subject is injured 

and sues everyone involved including the sponsor, the PI and 

the institution. In this relatively simple example, the institution 

would likely be covered by the sponsor’s product liability policy 

if it is named as an additional insured or through existing con-

tractual indemnity requirements. (For maximum security, the 

institution should request a certificate of insurance confirming 

coverage, limits and terms.)

Real-life claim situations tend to be more complex. For example, 

let us assume that a nearby patient who is not involved in the 

trial asks the PI to examine some type of abnormality (a “lump”) 

while the PI is administering the test article on a trial subject. 

The PI ignores her request and instead focuses on the subject 

while following the trial protocol. Later, the patient alleges that 

her ailment was exacerbated by the PI’s unwillingness to take 

action. The patient then sues both the PI and the institution for 

injuries resulting from the failure to examine/treat. Under these 

circumstances, the sponsor’s product liability policy probably 

would not cover the PI/institution, because the alleged bodily 

injury did not involve the sponsor’s test article, trial or subject. 

However, depending upon the nature of the claim and the alle-

gation, the institution’s medical professional liability insurance 

may respond.

Now consider an otherwise similar scenario, in which the PI steps 

away from the subject to look at the patient’s lump. The PI’s 

distraction and consequent deviation from protocol results in an 

injury to the subject. The subject then sues the PI, the institution 

and the sponsor, and the institution is uncertain as to whether 

possible damages will be covered and if there is a remedy for 

legal costs. The sponsor’s product liability/clinical trials policy 

taken out to cover the investigation may not respond if the PI 

deviated from the protocol, as this is a common exception to 

coverage. On the other hand, the institution’s MPL policy may 

provide coverage,* but this also depends upon other considera- 

tions (e.g., the general exclusionary effects of medical malpractice 

coverage in a clinical trial setting, whether the injured party is a 

subject or a patient, specific types of trials excluded from cover- 

age, etc.). Whether coverage from either type of policy would 

respond depends, of course, on what specific allegations were 

made and what the investigation into the facts reveals.

There are other factors to consider if the PI is a contractor. For 

a contractor-PI, it would be prudent to ensure that the privilege 

endorsement for a particular site/institution includes MPL cover-

age for the clinical trial activities. As for the institution/clinical 

site, a certificate confirming proper liability coverage on a primary 

basis would serve as evidence of insurance.

As with many claim scenarios, whether in the context of a clinical 

trial or otherwise, coverage will depend upon factual circumstances 

and the nature of the allegations. One word in the complaint could 

determine whether a policy will or will not respond to an event.

A fundamental concept in sponsor-initiated clinical trials is that 

the PI is acting on behalf of the sponsor to carry out the investi-

gation. A sponsor may defend bodily injury allegations against 

the PI and institution to the extent of determining whether the 

PI was performing within protocol guidelines, but it would not likely 

cover damages if it found that the PI was operating outside of 

these constraints. To the extent that the PI acts in the capacity of 

a medical doctor treating patients (as opposed to subjects in a 

clinical trial), then, depending upon the facts of the case, either 

the institution’s or a contractor-PI’s MPL policy may respond. To 

add yet another layer of complexity, there is also the possibility 

of a blended response, whereby the PI’s MPL coverage acts as 

excess cover above the sponsor’s products liability policy.

To reiterate, in every instance insurance coverage will depend 

upon careful analysis of the facts, allegations and relevant policy 

provisions. While this article describes various hypothetical sce-

narios, actual coverage questions and other risk-related topics 

should be discussed with a knowledgeable insurance professional.

*  In medical malpractice policies, it is imperative to understand the definitions of such key terms as medical 
services, professional services, patients, subjects, employees, consultants/contractors, etc.



For more information, please call us at 888-600-4776 or visit www.cna.com.

Published by CNA. For additional information, please contact CNA at 1-888-600-4776. The information, examples and suggestions presented in this material have been developed from sources believed to be reliable,  
but they should not be construed as legal or other professional advice. CNA accepts no responsibility for the accuracy or completeness of this material and recommends the consultation with competent legal counsel  
and/or other professional advisors before applying this material in any particular factual situation. This material is for illustrative purposes and is not intended to constitute a contract. Please remember that only the relevant 
insurance policy can provide the actual terms, coverages, amounts, conditions and exclusions for an insured. All products and services may not be available in all states and may be subject to change without notice. “CNA” 
is a service mark registered by CNA Financial Corporation with the United States Patent and Trademark Office. Certain CNA Financial Corporation subsidiaries use the “CNA” service mark in connection with insurance 
underwriting and claims activities. Copyright © 2015 CNA. All rights reserved. Published 11/15. CNA POV15-2.

AN EXPERIENCED APPROACH
TO INSURING YOUR ORGANIZATION.
With more than 50 years of experience in the healthcare industry, 
CNA is a trusted leader and one of the top five underwriters of 
healthcare insurance products and services for a broad spectrum 
of organizations, ranging from emerging companies to estab-
lished, multinational operations.

Our dedicated Life Sciences team consists of underwriting, risk 
control and claim professionals with extensive industry experi-
ence. We draw upon this expertise, listen to our policyholders 
and study industry developments in order to continually increase 
our understanding of the challenges they face. CNA has the 
knowledge and resources to offer customized programs to a wide 
range of Life Sciences organizations.

When it comes to evaluating and insuring Life Sciences risk … 
we can show you more.®
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