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s~:;jeCt r..ay :>£: tc :he 

pcss:.:~~ 1:. :y <..\i :·,~::r-7:·. - F-:.:.~ icc.l ~ ("':i ·:~lo~: c2l ~ r:!~:y~h~·ic~ic2l, .~~c:.:,J.:·~·.:: cc; ~, 
or ctbe:--- a::: c cc:-:E:~,_.;e~lC.:f: c.:~ a:-: a-:.t c-:- (.':-:-.:~·~.,.icr. :.~·~~ct goes ~-.~ycr:·::: t:--.:::: 

appl icatio:--J of :.!test: e£~2~)~is·:-le:C a~:: acce.;:~:e: me:hcCs or proceC\.:!~~~ 

whicL ore ir~ his ·:~est ir~Lercs~s, cr tha~ ::~c:-t.:c~se:s crCi:-)ar:-.-, :risk~ of 
daily lif~> i~e:luCi.~1g ~he reccg:1iz-eC risY .. s :_::hL:-e:1t in his c:1ose:1 C"'Ccu­

paricn or field oi 5ervice. 

(2) Humen Su~iec: means a~y huma~ ~eing who, k~o~ingly or un-
knot.lingly, is subjected~to an act or omission, whe:.her at risk or not, 
the Object of which is ~o contribute to knot.·ledge to be [Bined as a 
part ~of work to be perfprmed under the sc(;pe of this contTact. r. (.b) The Contractor, before undertak:rq; to peo;forr:' any st•.:cy :n-

\ volving human subject~, whethe~ at risk or not, shall insure :hat the 
subje following p1inirnurn conqHions are complled with: 

aut he 
ir> · ( 1) The p!·opr,s;::c study has been revie;.;ed and a;.>r>roved by a co1:r::~ ':;: ~e 

-?Lm:e_:in[ tilE: requir:ments set forth in Chapter 46 of T:i t1e: 45 of the Cod!: 
OI rederal Re;ulat~ons~ 

•' 
.. .. 

(2) The number of human subje~ts used will be keot to the min imurr. 
number that will reasOIIHlbly achievli? .the required results . 

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

scientific 'r .. rwwledge arH! ha'l:e reasonable prc:spcocr:s of y:ie]d:ing impor­
tant result5 e!::senrial to an .t..::.-my ~esl,'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 De re,quired durir;g all ~.tages of study of persons who con-
duct or assist in the stud)•. • 

t 
(5) The human subject ~<.•ill be infonnec that <H :::~y Lme durin[. 

the coccSEe of his participation r1e has the ~ight ;:o :.-evoke his consen:: 
and v.•ithcraY.' fror.; funhe:: f><'H~icip;njor. wit;,oui. p;ejud'icE: to h:.::,seli. 

(6) Pc.rtic:..pa.tio!: by ~~ubjf:!cts wil~ be :i.rrur:eCiat:=.~,_- t~r.:.ir:2ted -ii: 
it Sl!bseqt)en~l;· ap} 1 e&~s that t!'"!~ rjsk \..c :h(~ subj~:ctt· is s::e:nlr::.car.t~y 

greater L~an anticipated at the time r~vie~ and app1oval was g;anted_ 

(7) There shell be nc greater intrusion into the rrivacv of :~~ 
human subj~ct tha~ jr ab5olutely ~e~essary for the conduct of ~he st~dv 

invt'lved, Except for tht. submission of :reports and c.-.her catc; :<:q:~i:<.::.c 

lne:los:..:re 2 
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b:· ~~.i~· :.:c:-,:. '!"'G.c:, 

~ . ..., .. ~ 

{;. _,._, . .... c.: :: 
:--t:::-·~:t c: ~he.::r ;c.:r::Lc:.:.c::.o;, E:!"iE..:..L bt- f:t:~:: c:. {;-;-~!:~:..~:.:c.~ a~ tll~ ... a-. ... · 
b ll C'~"'S • 

(f.) Trtt2 s t.~jG~,· \-:·::: ~ bt. ( .:.'r a~,c '-.E:C sc cs tc 2'\1
( ~ c cl J t.:nr:f'C(~.sstS.;-y 

p~1y::icc.~ o:- 111£::~;:-c.,;~ £"..'::e:-i::r cf ir.je:-~--~ 

( 9) 
be !.ie\·e 

l~o sr.uoy ~.>:il1 lJt.: cor:cLJctec i:f thl:-E: ir any inhcr-cr;t rcaso:-. tc 

that deati: c:: diso.Lling injury is lik:::ly to occur. Sufficier:t 
acirnal or la~0ratory experirne":s, or c:her ~~~luations, rnus: have ~ee~ 
cor..flE-ted to t-i•.·e 2SS'..!rance c: e:u.:c:p;_ab1c :·cc:i:s prier tc th::: use cf 

!1urr.an subjects. 
I 

(10) T'fle degree of risk .to be taker. \<'ill never e}:c;;::~~d that \<'hich 
is just'"ifieo by the l>enefit ~o the subject and/or the rmrnanitarian 
importance of the knowledge to be gained. 

( ll) 
subjecr:.s. 
authc.•rity 
injury e>:-

-
A phyEiciar. "Till be responsible for the medic<!~ can- of 
,Even ,if not the prc-ject leade:-, tr,e physiciar-; -..:il:!. he:ve 
to terminate the study at any time that he bE:1:cvcs death, 
hanL iE· bkely to r<,;:.sult. 

(12) Proper pr~?aratio~s will be ;;;ad~, an2 adequate ~acili:ies 

pro\·loed, to p:-0tc:q: the subjc:ct b[;ainst c.ll fu::-e:st:cc,::lc pcss:i.bil:itie:s 
of injury, disability, or death. This -includes but is not limited to 
h ' 1 ' ' . .. . l'l .6 b osp1ta lZBtlon &nc rnea1ca_, re:atment dS'rnay e required. ln addition, 
all ayparatus ;o.mc ir:struments necc.·ssc,:·y to deal "'ith likeJy emergency 
situations will be ava:lable. 

(13) Hmnan subjects \>.'ill bave no pr1y.sical or mentc.l conditions 
which will make participation more hazardous for them than it would 
be for normal healthy persons, unless such conci:ion :is 2 necessary 
prerequisite for the particular study linvolved. In any sud, case, 
the use o~ human subjects \>.'ith such pr}:-r::xisting conditions must have 
been speci f:i cally dcE.cri bee and jus ri£ied ir; Lh= scope:: o:': the: wDrl: to 
be performed under this cont.r-c.ct. 

(14) The scientifically qualifiec pe:-soi' conductint; i.h€: study, and 
eac{-, ll:~r::iDer of his resu:.:rch Le.&rr;, \o.1 :il} be ]•TCf,C:.T~C cC LtcT:I,ir."'i::e the: 
subject's participation at any SL.o.?C: :if he has ::.:asor, tc bc-"Jicve, in 
thr:- c>:crcise· of the good faitL, superior sl'.ill, 211G cr:.r;;:fu1 _'iuct;:nr:~n<. 

required c:f hirr,, that continuation is like:.y tc· resu:lt i_n inj11ry, dis­
ability, or deo.th co the llUman subject. 

(c) The Cont:racto:·, b-::::urc· pe.rrr.i'f:tjnt; <-JIJY pe::son tc• pc:r-ticip?.rE: 
as <:: L~J~.ur. subject, \·.'hct..)Jcr at rif:k or no;_, shall insure t.i-.c.l the 
fcllo~i~g ~in~rnurn conditions ar~ complied ~ith: 
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(2) All:co::.~~::.~ ;:,~..;,.-;: b~ vc•lc:~·,•-,·r:;. J~ r.:ust ht: !:.h\: l'.:J:..'••:..r:~=, CO'JSe:i':. 

oi :.ht: i:-~d:\.'idu~! C"r hi!.t leg~l!y authc":-izt?d rc;..rf2;.er;:.a.:.iv~, :1c- ~:rt~a:.r·d 
as tc be a~le tel c.):erci~£ free power c: choice \o.~i~.hout :h~;c hc\ .. ing be~~~ 

any us-:: c! force, fr<.;~:::, ceceit, ~kress, cons~::2:nt, coercio[l, cr l<n.;:·-:: 
o:- i.r..p:-cper inCuceriJE:nt:. The t2lc~er.:-s u'! ~nic:-r:-iz:ion nece.s~.a-:-y t<.' S1_1ch 
cc~se:.t :!.ncluGe: 

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

J.. £air ex?lanation oi the proceci:Jres to be follo\.lec, a:-;d their 
inc1uciltg ider:tification of any procecures wl.icb .::.re e:1q:•er1-

(ii)' A description of any <il::te~Jdanc uisct,Ir.i.::.ri.s or risks reasonably 
to be antici~ated. 

(iii) 

(iv) A disclosure of any_ apprt';->riar:e a::_!:.;c::-.,c;::v-:: p-:-c,cec_''-'res that 
might be c.civ_anragt:_o:.;s to the 1ubject. 

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

and 
(vi) An instruction that _..the subject is :rce to revo'rzc hi.s consent 
to discontinue pa~ricipation at any time without prejudice to 

. . 1 f nnr.s e _-. 

(d) 
or appe:ar 
liabili n· 

.. 
• 

Exculpatory la::guage <through "ir.ich t~1e subject is 
lc •:aive, auy of his' leEal right.,s, incl;JcLng any 
for ue);;lif,ence, is ?H'hibited. 

,..aive, 
f_ !"Ort1 

(e) Prior consent by a subject or his l2~2~l~ au~hcriz~~ represen­
tative shall be obtained in all ca.ses. Such cc.o:senr: shall be in 1aiting 
whenever it is r-::aso11ably possible to do sc. The consent £orr;; may be 
read to the subject or his legally author~zed r~?~csentativ~, but in any 
event he or his legally authorized' repres~ntative rm.1st be given adequate 
opportunity to read it and to ask any que~tions they might have. This 
consent form should then be signed by Lne>subjecr or his lef.:cl1y a;;tll(•r::.zed 
representHtivc and by a witn~ss not djrec~ly involved in th~ study. Oral 
cor.sent rr.;:;y be DSed on}y when it has l>c:en spPcif.icalJy desc:-.if>rd <.ll!d 
justified in the scope of the work to be perrc•>.~ec under tl:i.s cont.:-c,ct 
or ar~·rc.veC :~n ~w::-it:;..:lb by ~~he cor.Lri-1cLinb off:f~cr. 1~rhen so aw~hc:..-:zed 

and \.!Sec, oral conser>r is subJecr Lo t>.~l dw [-:zn''c s~anC:c.rds <:s ::,,ph· tc. 
y.·:it~en co::scnt., exce;-ll. :.hat t.i1e:: s::.gr:<:·_;:;re of ti:e subject or hi:o }et;all:· 
au::hor~ze::C ;:--ep:resentat.ive is IiOt required. 

(f) I'ric-r Lc cN,Cuct c: the s:.udy, J:.l:e cor;[ractor shall s;.;bn:it for 
a~prova: to th~ con'tract.i.I~t viiicer 2 rlet21 1r_•d 6~sc:-i?tion of :he. me:cr1s 

3 
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C ::. r: :. ~ Z~: :: :._ ~. ~ (. : : _:. (. ~ ~ :: ·~ : C. ~ j •: ~~ : :.. :. _ :-: 

c: 
!,· .. :..;. -.,; C.E 

(g) ~:r~- Cc~! :-·r:~: ~: E)~=~ l: n::'~ 
c]i!ljcc} p~r:~:-c:~(."olo~·:~ o~ c:::-~:.c-;:: 

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

- .. 
11: • .!. C ~ F :_:. ~ S t: : :-~ ~ :-- ::! : : C.. G :-: : C :_ ; < ~ t ~~ f 

1 11 v t~ s t i t.: c.:. t :! on c 1 L; :-u [' !. ~ n 

(h) Prisoners of ~ar ·~1·11 TlC•t · ~ · - "" - :>c -:J..se'- ur,c.er any c:Lrc.:nrr:.5::ances. 
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