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(iii) A description of any benefits reasonably to be anticipated.

m4 .+ u- ^
* lv) A dl#c

J°
,ure of «ny appropriate alternative procedures thatight be advantageous to the subject.

(v) An offer to answer any questions concerning the procedure.

and ««
4,1

J
n* tr«ction that the subject is free to revoke his consentand to discontinue participation at any time without prejudice to hiaself.

(d) .Exculpatory language through which the subject is wade to waive, or
appear to waive, any of his legal rights. Including any release from liability
for negligence. Is prohibited.

(e) Prior consent by a subject or his legally authorised representative
shall be obtained in all cases. Such consent shall be in writing whenever it
is reasonably possible to do so. The consent fora nay be read to the subject
or his legally authorized representative, but in any event he or his legally
authorized representative aust be given adequate opportunity to read it and to
ask questions they alght have. This consent fora should then be signed by the
subject or hie legally authorized representative and by a witness not directly
involved in the study. Oral consent way be used only when it has been specifi-
cally described and Justified in the scope of the work to be performed under
this contract or approved in writing by the contracting officer. When so author-
ized and used, oral consent

vls subject to all the aaae standards as apply to
written consent, except that the signature of the subject or Ms legally author-
ized representative is not required.

(f) Prior to conduct of the study, the contractor shall submit for approval
to the contracting officer a detailed description of the means by which Informed
consent will be obtained, to Include any forms to be used. Upon completion of the
study, the contractor will submit to the contracting officer detailed report demon-
strating compliance with paragraph (c), to include copies of the written consent if
such was obtained.

(g) The Contractor shall not undertake to conduct wither the clinical
pharmacology or clinical trails of an Investigational drug unless this contract
contains the clause entitled "Clinical Study of Investigational Drugs."

(h) Prisoners of war will mot be used under any circumstances.

Add the following as paragraph H.10 of the contract:

H.10 W? f
participating as human subjects, as defined by paragraphH

:? (

k
(?^ h®reof > EharL be to possess the abilities and qualitieswhich will be observed and analyzed during the conduct of this contract
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