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S~:;ject r..dY :>£: tc :he 

pCSS:':l~ l::y l\i :',I::r-7:', - F-:.:'~ ic.=.l ~ ("':! ·=~lo~: c21 ~ r:!~:y~h~·ic~ic21, ,~~C:':I!:'~·,:: c.=; ~, 
or ctbe:-- - aE: G CC:-!E=~'.Je~lc.:(: c:~ a:-: a":.t c-; (.';:-.:~·~/icr. :'~·~lct goes ~,;~ycr:·::: t:--.:::: 

appl icatia:--l of ::'!tcst: e:;~2~)~is':-IC:C a~= acce.;:I:e: me:hccs or Frocec~..:!~~~ 

whieL ore ir~ his ':~est ir~lercS~s) C'T tha~ ::~C:-t.:C~SE:S crci:-)ar)-' !"i.sk~ of 
daily lif~) i~c:luc:'~lg ~he reccg:1iz-ec risY .. s ~::hL:-E::1t in his c:Jose:1 ("'ccu­
paricn or field oi 5ervice. 

(2) HumeTI Su~iec: means a~y huma~ ~eing who, k~o~ingly or un­
kno1.Tingly, is subjected1to an act or omission, wne:.her at risk or not, 
the Object of whlch is ~o contribute to knot-'ledge to be [ained as a 
part ~of work to be perfprmed under the sc(;pe of this contTBct. r. ('b) The Contractor, before undertak:rq; to pe,forr:1 any st •. :cy :n-

, volving human subject~, whethe~ at risk or nOl, shall insure :hat the 
subje following PJinirnurn conqHions are complled with: 

authc 
iI'" (1) Tbe P!·O[,(IS(:C study has been revic;.;ed and a;.')'roved by a COI:r::~ ': L ~e 

-?Lm:e,:in[ tilE:: requir:ments set forth in Chapter 46 oE T:i tIe: 45 of the CDC", 
OI rederal Re;ulat~ons~ 

" 
" .' (2) The number of human subje~ts used will be keDt to tbe min imuIT. 

number that will reBsOIIHlbly achievIi;' .the required results . 

. 
(3) The ~tudy must be such as to con:ribute sifl1ifjcantly to 

scientific 'y,.'lOwlec.ge arH! ha'\:e reasonablE' prc:spC'cr:s of yieJding impor­
tant result5 e!::senrial to an ,t..:r-my ~es\,'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 duri~g all ~.tages of study of persons who con-
duct or assist in the stud)·, • 

t 
(5) The human subject I<.'ill be infonnec that iH :;~y Lme duri.n/:. 

the C01.!cSEe of his participation fiE: has the ~ibht ;:0 ~evoke his consen: 
and v.'ithcray.l fror.; funhe: f><H~iciriHjon wit;'OD," prejudiCE: to h:'::!sel:. 

(6) Pc.rlic:"patio1: by ~~ubjE:!cts wil~ be :i.rrur:eciat:=.~'.' t~r.:.ir:2ted "i"i: 
it sl!bseq\.)en~l)" a?}leQ~s that tYI~ rjsk t..c :h(~ subj~:ctt. is s::Lnl!.::.car.t~y 

greater l~an anticipatec at the time r~vie~ and apploval was granted. 

(7) There shell be no greater intrusion into the rrivacv of :~~ 
human subj~ct tha~ j£ ab501utely ~e~essary for the conduct of ~he sl~dv 

invC'lveC. Except [or tilt. submission of reports and c. .. her caLc :<:q:~i:'.::.C 

lne:los:..:re 2 
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b l} C'~"S • 

(f,) Tnt2 s t.~jG~\· i,..:.:: ~ bi. (':"T Q~'C ,--E:C sc as tc 2,\1( ~ C cl J t..:nr!f'C(~.SStS.;-y 

p~)y::icc.~ 0:- nl£::~;:-C..;~ £"..'::e;:i::r ('of iLjL!:-~.-~ 

( 9) 
be liE;\'e 

l~o scuay I.>.-i11 lYE.: C'or;cLJct('c if thl,e: ir ony i"hcI'cr;t rcaso:-, tc 

that deat!; c:- disCiuling injury is lik:::ly to occur. Sufficier:t 
acimal or la~0ralory experirne,,:s, or c:her ~~~luations, rnuS: have ~ee~ 
cor.'Fletea to E-i'.-e 2ss'..!rance c: cu,:c:pLablf :-,fl:S prior tc thf:: use of 
!1uIT.an sub j ec ts . 

J 

(10) T'fle degree of risk .to be taker. \<'i11 never e}:cf::~~d that \<7hich 
is jusr-'''ifieo by the l>enefit ~o the subject and/or the rm;;;Bnitarian 
importance of the knowledge to be gained. 

( 11) 
subjecr:.s. 
authc.'rity 
injury 0:-

-
A phYEiciar. \..Till be responsible for Lhe medici!~ can- of 
,Even "if not the pre,ject Ieade:-, tr,E' physicia,; ,,;ll:!. he"e 
to terminate the study at any time that: hE: DE:1:cvcs death, 
hanL iE, bkely to T'.;:.sult. 

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

pro\-loed, to P:-(ltc:q: the subjt:ct b[;ainst ell 10:-e:5c(...,:,}(;: pcss:Lbilitie:s 
of injury, disability, or death. This -includes but is not limited to 
h . 1 " '" - 1'1 .6 b OSplts lzatlon anG rneGICB_. reatment ds:may E: required. In addition, 
all o?paratus <'me ir:struments necc.'ssa:'y to deal "'ith like)y emergency 
situations will be ava:lable. 

(13) Human subjects \>"i11 bave no pflysical aT mente} 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 particu1ar study linvolved. In any suet, case, 
the use o~ human subjects \>"ith such pr}:-f::xisting conditions must have 
been speci £:5 celly dCE,Cri bee and jus rifieC! ir; Lh", SCOP'" 0:' the wDrl: to 
be performed under this controct. 

(14) The scientifically qualifiec pe:-soll cDnDuctio); Ln.€: study, and 
eaer, l,,~r::i[)er of his resu:.:rch tEem;, ""} l} be ]':'Cf';:'T~C LC ltcr:r'ir."';::t:- the: 
subject'S participation at any Sl.ot'-e if he has :'.:'250" tc bc"JicVE:, in 
tnf:' C);CrciSE' of the good faitL, superior 5Li11, 2JIL cc.rt:lul _"ucE;:ncn,_ 
required of nin" that continuation is like~y tc' result i.n injllry, ClS­
abi 11 ty, or death Co the llUJr.an subject. 

(c) The Contracto:-, D",-;0rc- pe.rTr,::'t:tjnt; emy pe::50n tl' p2f"ticip?rE: 

as c L~l~,i..lr. subject, \.,nct;](c! at rif:k or rlO,-, shall insure tLet the 
follo~i~g ~in~rnurn conditions ar~ complied ~ith: 
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(2) Al1:c0:1~~::.~ ;:,1..;,.-;: b~ v(,ll:~·;·_,'r:;. J~ ,,:ust h" !:.h\: Y.:l:..' .. ,:'r:/=, CO'lSe:i':. 

oi :.ht: i:1d:\.'idu~! C"r hi!" lE'g~l!y Zi'.lthc'I:-iz,?d rC't,r[:;,er;:,a:.iV~, 9(- ~:tl~a:'f·d 
as to be a~le tel t!):erci~£ free power c: choice \o.~i~.hout :h~;t. hc\"ing be~~~ 

any us';: c: force, fT<';~:::, ceceit, ~kress, cons~::2:nt, coercion, cr la'W:'-:: 
0:- i.r..p!'"cper incllct:'Ii}E:nt:. The t212~er.:-s 0: ~niL:-r:-i2:ion nece5~.a-:-y t<.' 51_len 
cc~se:.t :'I1cluGe: 

(i) 
pur?cscs, 
".ental, 

J.. fair ex?lanatioD ot the proceci:Jres to be follo\.lec, a:Jd their 
incluciltg identification of any procl:'cures wllich are ex[:'erl-

(ii)' A description of any <il::te~ldanc UiSC(1!!.i'JrL5 or risks reasonably 
to be antici~ated. 

( iii) 

(iv) A disclosure of any_ appn'?riace a;'!:.",::-"c::v-:: pTc,cec.''.]res that 
might be c.civ.anragE:?t;s to the 1ubject. 

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

and 
(vi) An instruction that ...,the subje.ct is :rce to revoKe hi.s consent 
to discontinue pa~[icipatiDn at any time without prejudice to 

.. 1 f nl.Ir'.s e __ • 

( d) 
or app2ar 
liabili n' 

" 
• 

Exculpatory la::guage <through "Tbich t~le subject is 
Lo .. :aive, Bily of his' leEal right.,s, inc;;JcLng any 
for lle!;lif,2nce, is ?H1hibitea. 

'Waive, 
f. !"Ortl 

(e) Prior consent by a subject or his 12~2~1~ au~hcriz~~ represen­
tative shall be obtained in all ca.scs. Such CC'T!senr: snaIl be in \aiting 
whenever it is r-::asollably possible to do so. The consent foIL. may be 
read to the subject or his legally author~zed r~?~csentativ~, but in any 
event he or his legally authorized' repres~ntative must be given adequate 
opportunity to read it and to ask any que~tions they might have. This 
consent form should then be signed by Lhe:"subjecr or his lef.:cl1y a;;ril(,y:'zec 
represenlHtivc and by a witn~ss not djrec~ly involved in th~ study. Oral 
cor.sent ITo;:;)' be Dsed onlY when it has bc:en sppcif.icalJy oesc:-1f>po <.llIe 

justified in the scope of the work to be perTC',-"7leC unGer tl:i.s con,_:-bct 
or ar~lrc,vec :~n ~w::-it:;":lb by ~~he COr,lri-1CLlnb offi~cr. 1~The[} so al...~h(,l-:2ec 

and I.!sec, oral conser,r is subject to t'.~l dlP [-;Zll'IC s~un:::crds <:5 i'.:,'ph· tc. 

"":il~eli lo::scnt., excel''- :.Lat t.ile:: s::'gr:c'_;:;re of t;,e subject or hi:,; }et;all:-' 
au::hor~2(::c ;:--ep:resentat.ive is Iiot required. 

(f) I'ric-T Lc cC'[,cuct c:' the s:'udy, !:.lie COT;cractor shall s;,,;brdt for 
a~prov2: to th~ con'tract.:'I~t oificer 2 rlet21 lr_'G 6~sc:-i?tion of :..he. mt:cr1S 
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