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posed Lo the

2}, scciclicpice

goes bevond Lnz

T mrocecdures
dinary riske of

his c¢hiosen occu-

ubisct meens any human neing who, kKnowingly or un-

) e . . 1 .

knowingly, is subjected-to an act ssion, whether at risk or not,
th obJecL of which is o contribute to knowledge to be gained as a

part “of work to be perfprmed under the sccpe of this contract.

(2) EBumen 5

{(b) The Contractdor, befors
volving human subjects, whether sk ©
Iol¢ow1ng minimum conditions are complied

(1) Thne prOﬁDSFd study has becen reviewed and approved by a commitice
meeting the requirements set forth in Chapter 46 of Title £53 of the Code
oi Federal Regulations,

+

‘: . -
he number ci human

(2) subjects used will be kept to the minimum
number that will reasowably achieve the required results.
*
¥ . . Y . . .
(3) The study must be such as to coniribure sigrnificantly to
scientific knowledge and have reasonable prespects of yvielding impor-
rant results essentiel to an Army research progrem.

(4) The study will be conducted only by persons possessing the
Teguisite scientific qualifications The highest degree of skill and
care will be required durlng all étagns of study of
duct or assist in the Ludy

persons who con-

FraTe.

(5) The human informed

v
3
w
P
4

subject will be coy time during

t
o revoke his consenc

the course of his participation ne has the rignt ¢
and withcraw from further participation without prejudice to himsel:,

(6) Perticipation by subjects wiil! be immediatzlv terminated i
it subtsequently appears that the riesk tc the subiccte is significantiy
greater than enticipated at the time review and approval was granted.
(7) There shall be nc greater intrusion into the privacy of the
human subject thar itf absoluiely mecessary iecr the cowducL of the siudy

invelved, Except for the submission of
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(&) Toe study UNNECESSETY
phveicel or mental v

(9) Lo study will eason L
believe that death o7 fficient
arimal or laboeratory sve Lean
completed to give ass: se of

human subjects.,
4

(10) Twe degree of risk to be taken will never exceed that wnich
is justified by the benefit to the subject and/or the humanitzrian
importance ¢f the knowledge to be gained.

(11) A phyeician will be responsible for the medical care of
subjects. Even if not the prcject leader, the phyesician will v
autherity to terminate the study at any time that he belicves des
injury or harm is likely to result.

j=ny
ar

(12) Proper preparatioms will be mwade, ancé adeqguate Zacilici
providecd, to protecy ihe subject against &ll foreseesble pessibilities
of injury, disability, or deatn. This:includes but is not limited to
hospitalization and medicéf?trcatment 8s 'may be required. 1p addition,
all azpparatus and

-

struments necessary to deal with likely emergency
situations will be available. E

(13)  Human subjects will have no physical or mentzl conditions
which will make participation more hazardous for them than it would
be for normal healthy persons, unless such condition it & necessary
prereguisite for the particuvlar study gnvelved., In any such cease,
the use of human subjects with $uch pré-existing conditions must have
been specificelly described and juscifiied in the scops ol the work to
be performed under this contract. -

i ificelly qualifiec person conducting
ber of his rescarch team, will be propared
subject's participation at

the exerci cood faith, superior skill, a
Teguirecd ol nlm, that continuation is likely tc Te

.

abilivy, or death to the human subject.

anv stage 1f nhe has rezso
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(¢) The Contracter, befcre permifiting anv p
human subject, wnether at risk or not, shal

erson Lo participeare
& 1 t
cllowing minimum conditions are complied with:

insure
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(1) Legaily ¢ffective infcried consent will be obrained by adeguaie
. N . . . . -
and anpro;riﬁ:c welheds in acceordiance with the provifiongs €I Lnis clauss
(2) Alltceonsent swet be voluntery. It must be the kuowing consent
of the individual er hic lepelly authorized representative, sc clituated
as to be able to exercise frze power cof cheice without there having besn
any usc of force, freud, deceit, gduress, consireint, coercion, or *aw'
or inproper incucement. The elements of inficrmztion necessary te suc
censent Include:
(i) 4 fair explanation of the procedures to be followed, ané their
purpcses, including identification of any procedures which are experi-

nmental.

(ii}* A description of any @ttendant discowmicris or risks reasonably
to be anticipated.
- - I3

(iii) A description of any benefits reasonanly to be anticipated,

-

H\
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(iv) A disclosure of any eppropriate alt
might be adva nrageous to the iubject.

rnetivz procedures tha

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

(vi) An instruction that the subject is Iree to
and to discontinue partlclpaglon at any time without prejudice to
himself,

A s
(d) Exculpatory language throuzh which the subject is wade to waive,
or appear to weive, any of his' legal righ;s, including 4ny :elease ITom
liabilicy for negligence, is prohibi
(e) rior cemsent by a subject or his legally sutherized represen-
tative shall be obteined ip all cases. Such consent shaell be in writing

whenever it is rcesonably peossible to do sc. The consent form may be

read to the subject or his legally authorfzed representative, but in any
event he or his legally authorized represéntative must be given adeguate
opportunity to read it and to ask any queftions they wmight have. This
consent form should then be signed by the-subject or his legally authorized
representdtive and by & witness not directgly invoived ip the study. Oral

PR N

consent mey be uvsed only when it has been specifically described and

justified in the scope of the

work to be perfoim

ed under this c¢ontract

or approved In writing scting officer. When sco zuthorized
and vsed, oral consen
writlten consent,

sautnorized TreprasSentat

\ =
is subject to all the =samc standards ¢s zpply toe
tie signature of the subject or nis legslly
3 E :

ntrecter shall submit for

iescription of the means

{(£) Tricr te conduct ¢f the stucdy
oval te ¢ ing i 2

annr
H
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