UTMB HANDBOOK OF OPERATING PROCEDURES

Section 11  Research Services
Section 11.1 General Research

11.1.5 Research Related Injury

00/00/00 -Originated
-Reviewed w/ changes
-Reviewed w/o changes

-Effective

Research Services -Author

Addendum A

Industry Contract Sample Research Injury Clause

Institution may arrange for care for any research related injury and the Sponsor shall bear the
responsibility for reasonable and customary costs incurred for treatment of physical injury to the
participant, as reasonably determine by Institution, that the Adverse Event was reasonably related
to administration of the Study Drug or procedure in Protocol; provided, however, that:

a) the Adverse Event is not attributable to Institution’s negligence or willful misconduct;
b) the Adverse Event is not solely attributable to any underlying illness, whether

previously diagnosed or not; and

c) the Protocol procedure or Study Drug was administered in accordance with the Protocol
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