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C.) -The following definition. are u.ed in thi. cIau.e: 

(1) At risk aeans that the human subject -.y be d h 
::8!b:l1ty of hanu - phydcal. biological, paychological, :~:~og~~a~ eor e a8 a consequence of an act or amiaaion that be d h t 

tion It)f tho.e •• tabl1ahed and accepted _thode or pr:~::ure~O~i!h e .::p!!e~­
beat llntereata, or that iner.a.ee ordinary ri.ke of daUy lif 1 1 d1 ~8 
recognized rhk. inherent in h1a cholen occupation or fhld o;·ae~i~e.ng t e 

(2) Human Subject _an. any burMn "ina who, mov1naly or unkowingly, 
is .ubjected to an act ~riomi •• ion. Whether at rtlk or Dot, the object of which 
i. to contribute to knowledge to be .. ined a. a part of work to be performed under 
the 8c:ope of th1s contract. 

('b) The Contractor, before undertaking to perf,orm any study involving 
huaan subject., whether at rilk or Dot, shall insure that the following minimum 
conditions are complied with: 

(1) The propoled Itudy hal been reviewed and approved by a committee 
.eetiag the requirements .et forth in Chapter 46 of Title 45 of the Code of 

--J'ede ral Regula tiona. 

(2) The number of human .ubjects used will be kept to the ainlmum 
number that will rea.onably achiEve the required re.ult •• 

(3) The Itudy must be .uch a. to contribute .1gnlficantly to Icientiflc 
knowledge and have reasonable pro'pects of yield1ng important results essential to 
an Army research program. 

(4) The .tudy will be conducted only by persons possessing the requisite 
acientific qualifications. The higheat degree of .kill and care will be required 
during all .tages of study of peraoas who conduct or a.8iet in the study. 

(5) The human subject will be informed that at any time during the 
course of his participation he hal the right to revoke his consent and withdraw 
from participation without prejudice to him.elf. 

(6) Participation by .ubject. will be immediately terminated if it lub­
.equently appears that the riak to the lubject. 18 significantly greater than 
anticlp,ated at the time review and approval val granted ..... 

(7) There .hall be no sreater intru.ion into the privacy of the human 
aubject than i8 absolutely neceasary for the conduct of the .tudy involved. Ex­
cept for the 8ubm18slon of report. and other data required by this contract, any 
information obtained about human .ubjects as a re.ult of their participation shall 
be held as confidential as the law alloWIJ. 

(8) The atudy will be conductad eo aa to avoid all unaeceasary physical 
or mental .uffering or injury. 
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1(9) No .tudy vill be c:onducted if there 1. any Inherent realon to believe 
that death or disabling injury 11 liiely to occur. Sufficient animal or laboratory 
experiment:B, or other evaluation8-•• uat have been completed to aive aaaurance of 
acceptable ri.ka prior to the uae of human .ubject •• 

(l0) The degree of rllk to be taken vill never exceed that which 1& 
justified by the benefit to the .ubject and/or the humani tar1an importance of 
the knowledge to be aained. 

(11) A phYlic1an vill be re.ponaible for tbe .-dical eare of .ubjectl. 
Even 1f not tbe project le.der, the phy.lclan ViII have authority to terminate 
the study at any ttae that he believe. death, injury or bara 11 likely to result. 

(12) Proper preparation. will be .. de, and adequate facllit!e. provided. 
to protect the .ubject .. ain.t all for •• eeable po •• ibilitl •• of Injury, dilability. 
or death. This Includes but 11 not limited to holpitalization aad .edieal treatlllec 
aa may be required. In addition, all apparatul and inatruaent. nece.aary to deal 
with likely emergency .ituation. vill be a~ailable. 

(13) Human .ubjecte vill have no phY'ical or .ental conditione which vill 
.ake partlcipati~n .ore hazardous for them than it would be for normal healthy 
perlons, unle ••• uch condition 18 a nece.eary prerequi.Ite for the partIcular 
.tudy Involved. In any .uch ca •• , the u.e of buaan .ubject. with .ucb pre-exi.ting 
conditione .ust bave been ,pecifically de.cribed and ju.tified In tbe scope of the 
work to be perfor.ed under thI' contract. 

(14) The .cientifically qualified perlon conducting the .tudy, and each 
_her of hi. reMarcb tea. viII be prepared to teminate the IRlbject' a partici­
pation at any atage 1f he hal rea.on to believe, In the exerei •• of the good fa1th, 
.uper1or Illdll, and careful judgment required of hill, that continuation i_ 11kely 
to reeu1t 1n injury, 41.ahility, or death to the buman aubject. 

(c) The Contractor, before permitting any perlon to partiCipate 8 •• buman 
.ubject, ,~ether at ri.k or not, ahall ineure that the following ~ni.um c:onditlon. 
are c:omplf.ed witb: 

(1) Legally .ffect1~e 1nforaed eon.ent will be obtained by adequate 
and appropriate lletbods in accordance witb tbe providoD. of tbia clause. 

(2) All con.ent RUlt be ?Oluntary. It au.t be the knowing consent of 
the indivj~dual or hi. legally autborized repreaentative. so 8itu.ated a. to be able 
to exereille free power of cboice witbout there hav1aa been any use of force, fraud, 
deceit, dure.s, constraint, coercion, or lawful or 1Japroper· tDducement. The e1e­
aenta of jLnforaation necenary to auch cona.nt include: 

(i) • fair explanation of tbe procedur •• to be followed, and their 
purpoae., including identification of any procedure. Which are experi.ental. 

(ii) A deacription of any attendant di.coafort. or ri.k. reaeouably 
to be ant:Lclpated. 
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(ill) A de8Crlption of any "neflt. rea.onably to be anticipate~. 

(Iv) A dlacloaure ot any appropriate alternative procedure~ that 
8ight 1~ advantageou. to the lubject. 

(v) An offer to anaver any que.tions cODcerDins the procedure. 

(vi) An instruction that the lubject 1. free to revoke hi. consent 
and to diacontinue participation at an,. t18e without prejudice to hi.aelf. 

Cd) .Exculpatory language through ~lch the subject 18 .. de to waive, or 
appear to waive, any of hia 1e&a1 r1&ht., including an,. rel.a •• from liability 
for Delligence, 18 prohibited. 

(I:) Prior connnt by a lubject or h1l 1egall,. autborhed repreaentaUve 
ahall t~ obtained In all ca.el. Such con.ent ahall be In writ1nt Whenever it 
18 rea.lonsbly po.dble to do so. The connnt fora _,. be Had to the lubject 
or hi' legally authorized repr.a.ntative, but In any'e~ent he or hie legally 
.utborj~ed reprea.ntative aUlt be liven adequate opportunity to read it and to 
a.k quelltioDs the, aight bave. Thl. con.ent fona Ihoule! then 'be lisned by the 
eubject or hi' legally authorized repr.lentative and b,. a vitnea. not directly 
tmol",!d :1n the atudy. Oral conaent -1 be uled onl,. when it baa been lpec1f1-
u11y cleBcribed and jUltlf1ed in the Kope of the work. to be perfonaed under 
thi. cc)ntract or approved in vritin8 by the contracting officer. When 80 author­
bed .1tld uud. oral conaent 1. lubject to all the .ame standard. a. apply to 
writteln coneent, except that the aigutur. of the lubject or hi. le,ally author­
lzed ('Iepre,cntative 1. not required. 

(f) Prior to conduct of the .tudy, the contractor .ball aabatt for approval 
to the contracting officer a detail.d delcrlptlon of the aeau. by which informed 
con.ent will be obtained, to include any fora. to be VIed. Upon completion of the 
atud,.. the contractor vill submit to tbe contracting officer detailed report demou­
etratiog compliance with parasraph (c). to include copi., of the written eonaent 1f 
such was obtained. 

(:s) The Contractor ehall not undertak.e to conduct either the clinical 
pharmacology or clinical trails of an investisatio1l41 drug uniell thil contract 
contatna the clause entitled ·CllnJ.cal Study of Inve.tiaaUonal Drugs." 

~:h) hi,onerl of ter viII aot be uled under any circumltancee. 

F. Add the following as paragraph H.10 of the contract: 

H.10 All persons participating as human subjects, as defined by paragraph 
H.?(a)(~) hereof, shall be known to possess the abilities and qualities 
wh~ch w~ll be observed and analyzed during the conduct of this contract. 
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G. Military security requirements in the performance of contract MDA908-81-C-0004 
as modified shall be maintained in accordance with the revised DD Form 254 
attached hereto. The highest classification involved in the performance 
of this contract as moaified is TOP SECRET. 

SGFOIA2 
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