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Legal Responsibility of University

for Acts of Frincipal Invsstigators
Where Reseaxch Involving Human Subjects
Mot Approved by Institutional Review

Cormittee

buring the meeting on Thursday, June 19, 1975,
#ith representatives of DHLW to discuss the review by the

3derkelny Campus of LBL activites involving huran subjects, I

indicated that if a Principal Invastigator conducts an

wetivity involving human subjacts but does not obtain the
ipproval of the Campus Institutional Review Committee, The
degent: would not b: obligatedl to defend or indemaify the
'rinci; al Investinator if legal action were instituted by

the subject.

The University i1s l2g9ally responsible for the acts

and om:.3slonn of Jts employees while acting in the course

id scope of thedir University duzies.

1Gainst! an employe based on his or her actions in connection

In the event of suit

vith ar activity l‘nvolving humnan subjects alleged to have
-esulte ! in injury %o a participant therein, the University

would L

obligated %o assume the employee's defense Lf the

research project was approved by the Inatitutional Feview
committ e, If a Principal Investigator has kncwledge of, or
should have knowledge of, the applicabla University policy

which rsquires every activity involving human subjects to be

reviewed By an Institutional Review Committez and falls to

obtain zuch approval prior to involvement of human subjects,

the Principal Investigator would be acting outside of the

scope cf his or her duties.

In addition, as the University is obligated to
provide for the medical care of any subject who suffers an

injury as a result of his or her paxticipation in an activity

involving human subjects, the Uanlversity would hava the

right to seek reimbursement from the Principal Investigator
for any amounts expended if the Principal Investigator knew
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or should have known that Univeralty policy rrquires all
activities involving human pubjrcts to ressive tha prior
approval 2f thoe Instituticnal Aoviaw Committaa,

Fleraa lat ve know if you have any quastiona or
wish to dlscu: a this patter further.

David A. Dorfinson
sagistant Counsal

cct Charcellnr Towker
Chajirman Phillips
Sroclal Asxistant to tha Prowidant DPowall, K.D.
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