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9. THIS IILOCIC APPLIES ONLY TO AMENDMENTS OF SOLICITATIONS 

0 The abo .. numbered aolicilation is amended a• WI forth in blocl< 12. The hour and date spedf;,d for ,...;pt of ~ 0 io ~. 0 il - ntended. 
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II. THIS IILOCIC APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS 

(a) 0 ThiiChonge Order is issued punuant to --------------------------------­

The Chonges WI forth In blocl< 12 are made to tl>e abo .. numbered contract/order. 

(b) 0 The abo .. numbered controct/order is IIM>dified to reflect the administrati .. chonoes (ouch cn ......... ito P.flritlg oHiat, ..... ...,i,._ dato, etc.) Mt forth in blocl< 12. 

(c) ~ This Supplemental Agr-t is entered into purwant to authority of __ l_O_U...;._S_._C__:_.• _2_~:3~_00__,41('-a_,)'-(,_ll _ _,_) -------------
11 modme. tl>e abo .. numbered contract as Mt forth in bloc• 12. 

12. DESCRIPTION OF AMENDMENT/MODIFICATION 

A. Delete any and all references to Contract No. MDA903-81-C~0292 and substitute therefor 
Contract No. MDA908-81-C-0004. 

B. Add the following as task number 2.1.10 to the Statement of Work (Classified) dated 
19MAR 81: 

(U) 2.1.10 Continue development and evaluation of CRV training program. 

c. Add task numbers 2.1 and 2.2 of the Contractor's technical proposal number ESU 81-60 
(Classified), dated 23MAR81, to the Statement of Work (Classified) dated 19MAR81. 
These tasks shall be remQmbered 2.3 and 2.4 respectively. 

D. Add an additional paragraph or section to the quarterly and final reports specified 
in paragraph C.2 of the contract to cover the tasks added by this modification. 

E. Add the following as paragraph H.9 of the contract: 
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(a) -The following definittons are used in this clause: 

ssibilit(l) £!risk .eans that the human subject .ay be exposed to the 
~her _ Y of rm - physical, biological, psychological, sociological, or 

as a consequence of an act or omission that aoes beyond the a lica­
tion of those established and accepted .ethoda or procedures Which ar:Pin his 
best interesta, or that increases ordinary riaks of daily life tncludi the 
recognized risks inherent in his chosen occupation or field of'aervice.ng 

(2) Human Subject •ans any human .. ing who, knowingly or unkowin,gly, 
is •ubjected to an act ~r'omiaston, whether at r~ak or not, the object of which 
is to contribute to knowledge to be aained •• a part of work to be performed under 
~he acope of this contract. 

(b) The Contractor, before undertaking to perform any atudy involving 
huaan subjects, whether at risk or not, shall insure that the following minimum 
conditions are complied with: 

(1) The proposed study bas been reviewed and approved by a committee 
8eeting the requirements aet forth in Chapter 46 of Title 45 of the Code of 

~l'ederal .Regulations. 

(2) The num.ber of human subjects used will be kept to the ainimum 
number that will reasonably achiEve the required results. 

(3) The atudy must be auch as to contribute aignificantly to scientific 
knowledge and have reasonable prospects of yielding important results essential to 
an Army research program. 

(4) The study will be conducted only by persons possessing the requisite 
acientific qualifications. The highest degree of akill and care will be required 
during all stages of atudy of peraons Who conduct or assist in the atudy. 

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

(6) Participation by aubjects will be immediately terminated if it sub­
sequently appears that the risk to the aubjects is atgnificantly sreater than 
anticipated at the time review and approval was sranted. 

(7) There ahall be no sreater intrusion into the privacy of the human 
aubject than is absolutely necessary for the conduct of the study involved. Ex­
cept for the aubmission of reports and other data required by this contract, any 
information obtained about human aubjects as a result of their participation shall 
be held as confidential as the law allows. 

(8) The study will be conducted eo as to avoid all unnecessary physical 
or mental auffering or injury. 
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(9) No atudy will be coaducted if there ia any inherent reason to believe 
that death or disabling injury is lilely to occur. Sufficient animal or laboratory 
experiments, or other evaluation~, aust have been completed to aive assurance of 
acceptable risks prior to the use of human aubjects. 

(10) The degree of risk to be taken will never exceed that which is 
Justified by the benefit to the aubject and/or the humanitarian importance of 
the knowledge to be aained. 

(11) A physician will be reapoa.aibla for the .. dical care of subjects. 
!ven if not the project leader, the physician Will have authority to terminate 
the study at any tiae that be believe• death, lnjury or bar. is likely to result. 

(12) Proper preparations will be .. de, and adequate facilities provided, 
to protect the subject aaainst all foreseeable possibilities of injury, disability, 
or death. This includes but is not limited to hospitalization and aedical treatmen 
as .. Y be required. In addition, all apparatus and instru.ents necessary to deal 
With likely emeraency situations will be available. 

(13) Ruman aubjects will have no physical or .. ntal conditions which will 
.ake participation aore hazardous for them than it would be for normal healthy 
persons, unless •uch condition is a necessary prerequisite for the particular 
atudy iuvolved. In any auch caae, the use of huaan aubjects with such pre-ezisting 
conditione auat have been apecifically described and justified in the acope of the 
work to be perfor.ed Under this contract. 

(14) The scientifically qualified person conducting the study, and each 
... ber of his research te•, will be prepared to teraia.ate the subject's partici­
pation at any stage if he has reason to believe, in tbe ezerciae of the good faith, 
auperior skill, and careful Judgment required of hia, that continuation is likely 
to result in injury, disability, or death to the huaan aubject. 

(c) The Contractor, before permittiDS any person to participate aa a human 
subject, whether at risk or not, aball insure that the followiaa lliniaua conditions 
are complied with: 

(1) Legally effective informed consent will be obtained by adequate 
and appropriate methods in accordance with the provisions of this clause. 

(2) All consent aust be voluntary. It aust be the knowing consent of 
the individual or his legally authorized representative, ao aituated as to be able 
to exercise free power of choice without there haviag been any use of force, fraud, 
deceit, duress, constraint, coercion, or lawful or taproper inducement. The ele­
aenta of information neceaaary to auch consent include: 

. (i) A fair explanation of the procedures to be followed, and their 
purpoaes, including identification of any procedures Which are ezperiaental. 

(ii) A description of an, atten4ant discoaforta or risks reasonably 
to be anticipated. 

( continued) 
Approved For Release 2003/09/09 : CIA-RDP96-00788R00150011 0014-0 



Approved For ~elease 2003/09/09 : CIA-RDP96-00788ROO~ 500110014-0 

eontract MDA903-81-C-0292 
Modification P00002 
(New Contract No. MDA9o8-8l-C-0004) 
Page ~· of 5 

(iii) A description of any .. nefits reasonably to be anticipated. 

(iv) A diaclo•ure of any appropriate alternati•e procedure~ that 
aight be advantaaeou• to the aubject. 

(v) An offer to anawer any questions concernina the procedure. 

(vi) An instruction that the aubject ia free to revoke hie consent 
and to discontinue participation at any tt.e without prejudice to ht.aelf. 

(d) . .Exculpatory language throuah which the aubject la •de to •ive, or · · . 
appear to ~ive, any of hia legal rtahta, including any release from liability 
for aegligence, is prohibited. 

(e) Prior consent by a aubject or his leaally authorized repreeentative 
ahall be obtained in all eases. Such consent aball be in writing Whenever it 
Is reasonably possible to do ao. The consent fora .. , be read to the aubject 
or hie legally authorized representative, but in any event he or hia legally 
authorized representative aust be aiven adequate opportunity to read it and to 
aak que1tions they .tght have. ~. consent fora ahould then be aigned by the 
eubjeet or hie legally authorized representative and by a witneaa not directly 
1DVolwd in the atudy. Oral conaent •Y be uaed only When it baa been apecifi­
eally described and ju1tified in the acope of the work to be perfor.ed under 
this contract or approved in writing by the contracting officer. Wben ao author­
ized and u1ed, oral conaent~i• aubject to all the aame atandards aa apply to 
written consent, ezeept that the aignature of the aubject or h1a leaally author­
l&ed repreaentative 1• not required. 

(f) Prior to conduct of the atudy, the contractor aball ntait for approval 
to the contractiag officer a detailed deacription of the .eana by which inforaed 
coneent will be obtained, to include any foras to be used. Upon completion of the 
etudy, the contractor will eubmit to the contracting officer detailed report demon­
atratiag compliance with paragraph (e), to tnelude copies of the written conaent if 
euch was obtained. 

(g) The Contractor e~l not undertake to conduct either the clinical 
pharmacology or clinical trails of an investigational drug unless thi1 contract 
contains the clause entitled •clinical Study of Investigational Drugs.· 

(h) Priaonera of wr will aot be used under any circumstances. 

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

H.lO 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-ooo4 
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 modified is TOP SECRET. 

SGFOIA2 
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