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Protecting the protectors:

indemnification agreements for REB members

Leah E. Hutt

ethics boards (REBs) at public institutes in Canada.

Yet, few Canadian institutes indemnify their REB
members. Some simply have not considered the issue; others
have deliberated and decided to not indemnify. This paper ad-
dresses arguments that might be marshalled against indemni-
fication for REB members: that they do not face a real liability
risk; that the institute’s insurance policy offers sufficient pro-
tection; that to do so would increase costs; and that precedent
is lacking. Each of these arguments is specious. I encourage
REB members to engage with their institutes about the issue
and challenge such refusals.

Lawsuits against REB members were once only a theoreti-
cal risk. Recently, however, this risk has materialized in the
United States; for example, Robertson et al v. McGee et al
2001 (available: www.sskrplaw.com/gene/robertson
[complaint-new.html), Guckin v. Nagle et al 2002 (Wwww
.sskrplaw.com/gene/guckin.html) and Wadev. Oregon Health
and Science University, 2002 (www.sskrplaw.com/gene/cordy
.html). In Canada, a hospital was held liable for its REB’s ac-
tions (Weiss v. Solomon, 1989; 48 CCLT 280, Quebec Sup-
reme Court), and the Medical Research Council of Canada
(the predecessor to the Canadian Institutes of Health Re-
search) warned of actions against REB members themselves.*

Although the creativity of counsel for plaintiffs forms the
only limit to the types of claims that might be made against
REB members, negligence constitutes the most likely basis.
Some of the most obvious ways in which a negligence allega-
tion could be framed against an REB or its members include

I iability risk is a serious issue for members of research

... failing to ensure informed consent standards were adequately
met; failing to ensure proper screening of subjects; negligently ap-
proving unethical study designs; procedural negligence; and finally,
failing to disclose conflicts of interest.”

Although no court has yet found an REB member liable,
this should provide little comfort: most cases settle before go-
ing to trial, or have yet to be addressed by a court. The ele-
ments of a successful negligence action could certainly be
made out, in the right situation. The US trend toward suing
individual REB members is likely to spill into Canada, given
research’s international nature and Canada’s proven tendency
to follow the American jurisprudential lead (e.g., in class ac-
tion litigation for injuries arising from use of prescription
drugs such as Vioxx).

Canadian institutes themselves have recognized the risk of
liability for REB members. Some institutes include the REB
and its members in the indemnification agreements they sign
with research sponsors. The existence of litigation, analyses
by legal academics and governance bodies, and the inclusion

of REBs and their members in institute-sponsor indemnifica-
tion agreements are all evidence of a credible liability risk for
Canadian REB members.

Generally, REB members are “insureds” under their insti-
tute’s insurance policy — but institutes typically obtain cover-
age of only $5—r10 million per claim. This amount is inadeq-
uate, given the potential for very serious harm associated with
some research trials. In cases of severely injured children, for
example, courts have awarded damages or approved settle-
ment agreements that exceed $10 million (e.g., Renaerts v.
Korn, 1998: CanLII 4979, BC Supreme Court; and Sandhu v.
Wellington Place Apartments, 2006: CanLII 20539, Ontario
Superior Court of Justice). In addition to the damage award,
legal costs and disbursements apply, which would be consi-
derable for several reasons: the length of time cases take to
get to trial; the potential complexity of the issues; and the
possible requirement for independent legal counsel for each
defendant relying on the institute’s policy, since their inter-
ests may diverge. Against this backdrop, coverage having a
policy limit of $10 million is, at best, marginal.

An institute secure in its view that its insurance coverage
is sufficient should have no concerns offering indemnifica-
tion to its REB members. An example agreement is available
online (at www.cmaj.ca/cgi/content/full/175/10/1229/DC1)
as an Appendix.

At least 1 province has enacted legislation that seeks to pro-
tect volunteers serving nonprofit organizations. This sort of
legislation may not, however, capture the circumstances of all
REB members. Nova Scotia’s Volunteer Protection Act (2002,
c. 14, Statutes of Nova Scotia), for instance, defines a volunteer
as a person performing services who is not compensated more
than $500 per year. This definition excludes those many REB
members serving on hospital or university committees as a
mandatory employment requirement. It also seems to exclude
those whose service capacity is ambiguous, and could itself
become the subject of legal debate within an action for harms
arising from a research trial. An example of this could include
an REB’s legal representative for whom community service
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is an expectation of employment. Given that volunteer-
protection legislation may not apply to all REB members and
is not available in all provinces, reliance on legislation to pro-
tect such members is clearly insufficient.

Some might argue that indemnification increases an insti-
tutes’ costs. Axiomatically, this can be true only if institutes
admit to inadequate insurance coverage and therefore must
pay the shortfall of a damage award, or if they increase cover-
age and pay the corresponding premium increase. Either way,
increased cost is not a valid argument against indemnifica-
tion; institutes should ensure adequate insurance is in place.
Between the institute and the REB member, it is the institute
who should bear the financial risks.

Perhaps the most disturbing reason offered for not signing
indemnification agreements with REB members is that other
institutes do not sign them. Surely, the mere fact that others
have failed to do the right thing does not excuse one’s own
failure. Regardless, it is factually incorrect to say institutes do
not indemnify their REB members: Canada’s National Re-
search Council, Trinity Western University in British Columbia
and Izaak Walton Killam Health Centre in Nova Scotia indem-
nify their members. In addition to these Canadian examples,
an Institute of Medicine report® confirms that it is “common
practice among larger [US] research universities” to indemni-
fy members of ethics review boards. The report states that

... organizations should indemnify both internal and external board
members to prevent them from being unduly influenced by the per-
sonal risks of potential litigation....>

The issue is simple: There is a risk of liability. Protection
currently provided by insurance and legislation is inadequate.
It is not ethically defensible for public institutes to ask indi-
vidual REB members to bear the risk themselves — particu-
larly since they give their service for the institute’s benefit.

The solution is likewise simple: Institutes should indemnify
REB members. Although REB members may be held to account
(through litigation or other means) for their actions, so long as
they execute their duties in good faith they ought not to face
financial ruin. The stakes in research are high for all involved;
the financial protection of REB members should be no lower.
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