


Related Injury section of the informed consent form (ICF). Specifically, [Redacted] IRB is asking the FDA’s opinion on whether or not
the phrase “properly performed study procedure”  is potentially exculpatory in nature.  The following is an example taken from
the Compensation for Research Related Injury section from a sponsor-submitted ICF:
 

·         The sponsor will pay for reasonable medical expenses related to such care, that are not covered by
your insurance or third party coverage (excluding governmental health insurance programs, such as
Medicare), under the following circumstances:

 
-       It is the opinion of the study doctor and sponsor that the injury or illness is a direct result of the

sponsor’s proprietary drug or any properly performed study procedure;
 
The board considers the “properly performed” description for the study procedure as exculpatory due to the following:
 

The statement (or similar wording with the same purpose, e.g. “done correctly”) that a sponsor will only “pay for
reasonable costs of medical care required as the result of an injury caused directly by a properly performed study
procedure” does not belong in an informed consent document because:

-       The phrase “properly performed” is undefined and therefore uninformative.
-       That phrase is potentially harmful to the relationship between the potential subject and the Principal Investigator
-       That phrase is possible and even probably inaccurate, since a sponsor may have to pay some of the damages

even if the cause of the injury to the subject is an improperly performed procedure.
-       That phrase, which is appropriate for a contract, is irrelevant for the functions of an ICF, which is not a contract.
-       That phrase is indefinable except by a court.

 
We have received appeals from sponsors/clients disagreeing with the boards interpretation and would like FDA’s opinion on
whether or not [Redacted] IRB is being overly conservative, thus adding no value to human subject protections, in its
thinking/rationale for “properly performed.”
 
Regards,

 




