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/ UST OF JMAN STEIDOTE
' , (176 AuG)

i (2) Bumer Subizc: meeans any human Seing who, krnowingly or urn-

: 4 r - . . . . - B .

: knowingly, is subjected-to an act or mifsion, wnether at risk or not,
- e to be gained as a

s N -

the Object of which is t0 contribuce
- part ‘of work to be perfprmed under ¢t

o
to knowledg
e scope of this contract,

-—— r”’ﬂ (b) The Contractor, before undertaking to pariorm any stude fne
v volving human subjects, whether at risk ¢ S L 1 insu :
subje following minimum conditions are complied with

authe : : .
in’ (1)  The proposed study has been reviewed and approved by & commitice
: e - . . L - 5 - . -~ P

” meeting the requirements set forth in Chapter 46 of Title &5 of the Cpde

.
[
oi Federal Regulations,

+

‘: . —' " - M > bl v v - -
(2) The number of human Subjects used will be kept to the minimum
number that will reasowably achieve the Tequired results,

*

¥ . . Y . . .
(3)  The =tudy musi be such as te coniribure sigrificantly to

—————— scientific knowledge and have reasonable prospecgrs of vielding impor-

tant results essentizl to an Army research program.

(4) The study will be conducted only by persons poesessing the
requisite scientific gualifications. The highest degree of skill and
care will be required curing &1l i;ages of study of persons who con-
duct or assist in the studﬁ.

tamee

(5) The human subject will beé informec that at ooy time during
the course of his participation he has the Tight to revoke his consen-
and withéraw from further participation without prejudice to himself,

(6) Perticiparion by subjects will! be immedistelv terminated 17
1t subsequently appears that the rieh tc the subjecte is Significartiy
grester than anticipated at the tims Teview and appioval was granted.

(7 Th
human sutje
invelivegd,

Incliosure 2
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. & - e e O e
by this ceniveut, er inftrmetion ohiaiie
Tesult ©f thelr jarticipesion snsll be hu
&liowse, .

* .

(£)  Toe study wiil be cordvcied sc as to avesd el UNNECESSary
physicel or mente? gvfiering of irjur

(9) No study will be conducted if there if any inhorent reason ic
believe that dezth ¢ sabling in ] ccur. Sufficient

= can

arimal or laberatory
comrleted to give a2ssur
human ubj&ftu.

(10) Twme degree of risk to be taken will never exceed that wnich
is justified by the benefit t@ the subject and/or the humenitzrian
importance of the knowledge to be geined.

(11) & physician will be responsible for the medical care of
subjects. Even if not the prcject leader, the phvsicisz 11
authority to terminate the study at any time that he belicves death,
injury or harw is likely to result.

I X

(12) Proper preparatioms will be made, and adeqguate facilic
providec, to proteof he Subject against all {orcseeshle pessibi
of injury, disability, or death. This includes but is not limited to

L
-
4

hospitalization and rec:caT‘t“cament 2s-‘may be required. 1n addition,

gll apparatus and instruments necessary to deal with likely emergency
situations will be available. E

(13) Human subjects will have nao physical or mentzl conditions
which will make participation more hazardous for them than it would
be for normal healthy persons, unless such condition is = necessary
prereguisite for the particular study anolvac In any such case,
the wse of human subjects with such pré-existing conditions must have
been specifically described and JLSfi*JEG in the Scope ¢ the work to
be performed under this contract -

(14) The scientifically qualified person conducting the study, and
each member of his rescarch teem, will be preparec it terminate the
subject's participation at any Stagc if nhc has rezson tc bzlieve, in
the cxercise of the good faith, superior shill, anc cereful judgment
Teguired coi him, that comtinuation is likely tc resvlit in injury, dic-
abilivy, or death to the human subject.

(c) The Contracter, before permi’€ting any person te participare
11

as & humar subject, whether at risk or not, sha insure thal the
followirg mirimum conditions are complied with:
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(1) legally ¢ffeczive infcrind content will be obrained oy asdequzte ;
and &ppropriuic welhods in esceordéance with the provifions ¢ tnis cleausc. E
{2) Allr cons sust be voluntery., It must be the knowing consent é
of the individual er hic legelly authorized reoprerentative, sc clituated i
as to be a t ire e ic roti naving heen ;
any usec of T s c ion, cr lawiul ;
oT inpripe cessary te such ;
consent incliude: ’ !
i
(i) £ fair explanation of the procecdures to be followed, znd their
purpcses, including identification of any procedures which are aexperi-
mental. '

(ii)’ A description of any gttendant discowmioris or Tisks reasonably
to be anticipated. .
- - I3

(iii) A description of any benefits reasonanly to be anticipated,
(iv) A disclosure of any eppropriace alternaczive procedures that
might be advanrageous to the iubject.
v

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

{vi) An ipnstruction that Lhe subject is free t
and te discontinue participation at any time without
himself, )

. . .
nguage through which the subject is made to waive,
of his' legal rights, including any eliease irom

is prohibired.

(d) Exculpatory la
or appear to waive, any
liabiliry for negligence,

(e) rior censant by a subject or his le!

crized represen-
tative shall be obteined in all cases. Such shiell be in writing
whenever it is rcesonably pessible to do sc¢. The consent form may be
read to the subject or his legally authorfzed representativ , but in anv
event he or his legally authorized rzpreséntative must be given adeguate

opportunity to read it and to ask any queftions they wmig
consent form should then be signed by the“subject or his le a

representative and by a witness not directly invoived ip the study. Oral
consent may be vsed only when it has been specifically descri: a
justified in the scope of the work to be performed under this

or approved inm writing by the contraciing officer. Whern so authoy

&

i

have. This
3

jog
4ot

Lo
and used, oral consent is subject to all the sarc svandatds os zpp
wriitten consent, excaept that the signature of the subject or his 1
authorized representative is nof reguired.

> ontracter shzll submit for
detziled description of the means

3
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(h} Prisoners of war will not be veed und
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