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pcss:.: 1 ~ 1:. :y <..\i :·,c:r-7:·, - F-:-:.~ icc.l ~ t--: ·:~lo~: c2l ~ r:!~:y~h~·ic~ic2l, .~~c:.: 1 !:·;·,:: cc;:, 
or ctbe:-- - a::: c cc:-:E:~'..;e~1c.:f: c:~ a:-: a-::.t c-:- (.':-:-.:~·~.,icr. :.~·~1ct goes ~--~ycr:·::: t:--.:::: 
appl icatio:--1 of :.!test: es~2~:i~is·:-le:C a~:: acce.;: 1:e: me:hcCs or proceC 1..;~I:!~ 

whicL ore ir~ his ·:~est ir~Lercs~s, er tha~ ::~c:-t.:c1sc:s crC:i:-)ar:,.., :risk~ of 
daily lif~> i~e:luC:.~1g ~he reccg:1iz-eC risY .. s ::_::hL:-e:1t in his c:1ose:1 c,ccu­
paricn or field oi 5ervice. 

(2) Human Su~iec: means a~y huma~ ~eing who, k~o~ingly or un­
kno1-1ingly, is subjected 1 to an act or omission, whe:.her at risk or not, 
the Object of which is ;o contribute to kno1.·ledge to be [Bined as a 
part ~of work to be perfprmed under the sce;pe of this cont,act. r. (.b) The Contractor, before tmdertak:rq; to perforr:, any st•.:cy ::.n-

\ volving human subject~, whether at risk or nol, shall insure :hat the 
subje following piinirnum conqHions are compUed with: 

au the 
ir> · ( 1) The pc·opr 1 Si:C study has been revie;.ed and a;.,r>roved by a 001:r::~ t t E::e 
-l"Lm:e,:in[ tiiE:: requir:ments set forth in Chapter 46 0£ T:i t1e: 45 of the Cod!: 

or rederal Re;ulations~ 
,' 

.. .. 
(2) The number of human subje~ts used will be keot to the min imurr, 

number that will reasOIIHlbly achiev,e .the required results . 

. 
(3) The ~tudy rnust be such as to con:ribuce sifnif:icantly to 

scientific k,'lowledg2 a,!d tia,_.e reasonable prc:spC>cr:s of y:ie]d:ing impor­
tant result5 e!::senri2l to an .l.:ru.y resl,'arch program. 

(4) The study will be conducted only by persons po~scssing the 
requisite scientific qualifications. The highest degree of skill and 
care will 1,e re,quired duri~g all ~.tages of study of persons who con-
duct or assist in the stud)•. • 

t 
(5) The human subject will be infonnec that ,H :::iy Lme dur.i.n[. 

the coi.:rsE: of his participation r1e has the right to :revoke his consen:: 
and withcraw fror.; funhc:: ;-,<'irticip,njor. wit;,oui. p,c:jud"icE: to h:.::,sel:. 

(6) Pc.rtic:..pa.tio2 by ~~ubj::!cts wil~ be :i.mrr:eCiat:=.~,.- t~r.:.ir:2ted "ii: 
i t s l! b s e q \.J e n ~ l ;· a pf 1 e o ~ s t h a t t Yi ~ r j s k \.. c : h (~ s u i> j ~: c t t· i s s :: l n .J-r. ::. c. a r. t ~ y 
greater L~an anticipatec at the time r~vie~ and app1oval was g,anted. 

(7) There shall be nc greater inLrusior. into the rrivacv of :~~ 
human subj~ct tha~ jr ab5olutely ~e~essary for the conduct of the st~dv 
invc,lved, Except for tht. submission of :reports and c.-.lier cat.c :<:q:~i:<.::.c 
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:c~t" : r,:: L 

, 
b:, ~~.if. :.:c:"',:. '!"'G.c:, ... . ....... 

{;. _,._, ..... c: :: 
:--c.:::-·~:t c: ~he.::r ;c.:r:1c:.:,c::.o;, sr1c..:.J.. bt- f:c~:: 2:. c;-:-~f:~:..~:.:2.~ a~ tli~ ... a-. .... 
bl l C'~"'S • 

(f.) Tr,'2 s t.~jG~,· 1,..:·i: ~ bt. c .:.,r Qi._,c '-'t'C sc cs tc 2'\ 1 C ~ C cl J t.:nr:f'C(:.sstS.;-y 

p~iys:icc..2- o:- 111£::~;:-c..;~ £"• .. ,::e:-i::f cf ir.je:-~--. 

( 9) 
be lie\·e 

l~o sr.uoy 1.,:il1 tJE.: cor:d·Jctc,c if thl,E: ir <'rny inhcr-cr;t rcasor. tc 
that deati, er diso.Lling injury is lik:::ly to occur. Sufficier:t 

acirnal or la~0ratory experirne":s, er c:her ~~~luations, ~us: have ~ee~ 
cor.,flE-ted to i;.i·.·e 2ss'..:ra:1ce c: cu.:q,;,abic :-,pi:!" prier tc th::: use cf 

:rnrr.an subjects. 
I 

(10) T'fle degree of risk .to be taker. will never e}:Ce(cd that which 
is just'"ifieo by the l.>enefit ~o the subject and/or the rmr;;anitarian 
importance of the knowledge to be gained. 

( 11) 
subjecr:.s. 
authc..rity 
injury 0r 

-
A phyEiciar. will be responsible for Lhe medic,!l can- of 
,Even ,,if not the prc,ject leade:-, tl-,e physicia,; will hc:ve 
to terminate t:he study at any time that hE: bE:1::.cvcs death, 
hanL iE, likely to T'c:.Sult. 

(12) Proper pre?arations will be ~ade, an2 adequate ~acili:ies 
pro,·1oed, to p:-r,tc:q: i.he subjt:ct b[;ainst ell fu:re:scu.,:,lc ;,css:i.bil:itie:s 
of injury, disability, or death. This -includes but is not limited to 
h ' 1 · . . ... 1'1 .6 b osp1ta ization &ac rnea1ca_, re:atment dS'may e required. ln addition, 
all ayparatus ,me ir:stnrn1ent.s necc.,ssa:·y to deal with like)y emergency 
situations will be ava::.lable. 

(13) Hmnan subjects will bavc: no p11y.sical or mentc.l conditions 
which will make participation more hazardous for them than it would 
be for normal healthy persons, unless such concition :is 2 necessary 
prerequisite for the particu1ar study linvolved. In any sud, case, 
the use o~ human subjects with such pr}::-f::Y.:isting conditions must have 
been speci £:i cal ly dcE,cri bed and jus ri£ied ir; Ui=: scope:: o::. the: wc.,rk to 
be performed under this cont,ocL. 

(14) The scientifically qualifiec pe:-so1, cc,nductint:: i..h€: study, and 
eacr, ri:~r:iber of his resu:..:rch t.e.&rr;, w:i l} be 1.:,q,;:.T~c tc ter:r,ir."'i::e the: 
subject's pa.rticipation at any SLo.?C: :if he has ::.:asor, tc bc,L.eve, in 
thr:- c>:crcise· of the. good faitL, superior sLill, 211C: cr:.rt.:fui _iuc:E'.:nen,. 
required c:f hirr,, that continuation is like:'..y tc· resuit i.n inj11ry, dis­
ability, or death co the limr.cm subject. 

(c) The Cont.:racto:·, b-::.-:0rc- pe.rrr,::'f:tjn[ dll:'," pe,son tc, p2r-ticip2rE: 
as 1::: L~1~ ... .ir. subject, ..,•h.ct..)1cr at risk or noi.., shall insure tr,cl the 
fcllo~ing ~in~rnurn conditions ar~ complied ~ith: 
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(2) All:c0:.~~::.~ ;:,1..;,.-;: be vc,h:~·,·-,·r:;. J:: r.:ust htc !:.h\: t'.:i:.1 .. ·:.r:b ::0°1se:;:. 
oi :.ht: i:1d:\.,idu~! C"r hi!.t leg~l!y authc,:-izt?d rc;..r,::;.e~:.a.:.iv'=., :1c- ~:t1)a:.r·d 
as t0 be a~le tel c.):erci~£ free power cf choice \..Ti~.hout :h'=;c hc\ .. ing be~r~ 
any C:S<:: cf force, fT<-i~:::, CeCCit, ~kress, COI1S~:-2:nt, coerciO[l, Cr la\.:·-:: 
o:- i.r..p!'"cper inCuceri1E:nt:. The ,::lc~er.:-s u'! :;..nic:-r:-i2:ion nece.s~.a-:-y tc., S1_1ch 

cc~se:.t :!.nc}uGe: 

(i) 
pur?CSCS, 
r.,ental. 

1-. £air ex?lanation oi the procecic1res to be fol lo\.lec, a:1d their 
inc1uciltg identificat'.:.on of any pron..-cures wl,icb are E=X[:•er1-

(ii)' A dcsc:-ipticn of any ;;l::te~1danc uisct,ir.i.:.-.ri.s or risks reasonably 
to be antici~ated. 

( iii) A _descri;-,tion of any' benefits rpasn:-,£>r>iy to ~,e ar,tic::.patecl. 

(iv) A disclosure of any_ appn,;-,riace al!:.c:r,1&::v,:: p,c,ce,_''--'res that 
might be cciv_anrage_o;;s to the 1ubject. 

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

(vi) An instruction that _..the subject is :ree to revo'rze hi.s consent 
and to discontinue pa~cicipation at any time without prejudice to 
. · 1 f nnr.s e _ - . 

( d) 
or app2ar 
liabili n· 

.. 
• 

Exculpatory language <through which t~,e subject is 
to .. :aive, a;:iy of his' leEal right,.s, inc:,JcLng any 
for Hei;lif,ence, is ?n.,hibited. 

"'2ive, 
f. !"Ort1 

(e) Prior consent by a subject or his lei2~l~ au~hcriz~~ represen­
tative shall be obt2ined in all ca.ses. Such cc,c:sent shall be in ,.:riting 
whenever it is r-::asoriably possible to do so. The consent for-r;; may be 
read to the subject or his legally authortzed re?~esentative, but in any 
event he or his legally authorized' repres~ntative rm.1st be given adequate 
opportunity to read it and to ask any queitions they might have. This 
consent form should then be signed by t.he>subjecr or his lef-:cl1y a;;tl1(,r:.zed 
representHtivc and by a witness not djrec~ly involved in the study. Oral 
cor.sent rr.ay be D5c:d on}y when it has bc:en sppc:f.ical]y desc:-.irird c.l!ld 
justified in the scope of the work to be peric,,.~ec under tl,is con,_:-.::,ct 
or ar~·rc,veC :~n ~w::-it:;..:16 by !J1e cor,Lr"1cLinb off:f~cr. 1~rhen so aw~hc:..-:zed 

and \.!Sec, oral conser,r is subJecr Lot'.~] dw f-:z1r1c s~an:::crds .:s ::,,ph· tc. 
.. ·:it~en co::scnt., ,:;xce;-,L :.Lat t.i1,:; s::.gr;2·_;.:;re of t\,e sutiject or hi:-, }e~all:' 
au::hor~z<;C !""ep:resentat.ive is IiOt required. 

(f) I'ric-r LC' CC'r,Cuct c:. the s'.-udy, J:.l:e cor.[ractor shall s;..;br::it for 
a~prova: to th~ con'tract.i.I~f viiicer 2 rlet21 Jr_,d 6~sc:-i?tion of :he. me:cr1s 
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ftt.. c:·.rc::..ri':'Ct ~r. ir::.:J:.1C!: any :: r:::s t(i bt­
t ~C.,:, :_:;.f- c0-:.t:-cj:-::c::- \.."":~: ~:...·:::--~:- :c, :fit 

c ::. r: :. :"' [.: :: :._ ~ -f (. : : : (. ~ ~ :: ,~ : c. ~ 1 •: ~~ : :.. : . _ :- : 
:. ( 

(g) ~:1t, Cc~! :-·c:~: ~: E')i.:. i: n::'~ 
c]i!ljcc} p:-ir:~:-c:~tc.ilc\-·:~ o~ c:::-i::.c-;:: - .. 
11 '. 1 .!. C ~ F :_:. ~ S t' : :-~ ~ :--£=.: : C.. G :-: : C :_ ; < ! t ~~ f 

l 11 V l.~ S t i t.: C.:. t j On C } l; :-'J [' !. ~ n 

c: 
!,· .. :..;. -.,; 2.E 

c): '-l r. 1. r., · :':.: s t i g a: j Dr. c ] ::: :-u f. 
e:-~: __ :e: 1

'C:i~_:.c.s_ .... ~·--· -.. 

(h) Prisoners of ~ar ·~1·11 r1c,t · ~ · - "" - :>c -:J..se1.. ur,c.er any c:irc.:nrr;.5::arices • 
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