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12 DfSCitii'TION OF AoAUNOMENT/M.OOifiCATION 

A. Delete ~~y and all references to Contract No. MDA903-81-C-0292 and substitute therefor 
Contract No. MDA9o8-81-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 tas:[{ 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 19MA.R81. 
These ti9.Sks shall be remumbered 2.3 and 2.4 respectively. 

D. Add an 19.dditional 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 definittona are used in thie clauee: 

(1) At risk aeans that the human subject .ay be d h 
::•!b:lity of hanu- phydcal, biological, paychological, =~:~og~~-~ eor 

e aa • consequence of an act or omiaaion that be d h • 
tion lt)f those e1tabl1ahed and accepted •thode or pr!~::ure~o~i!h e .::P!!c~­
beat llntereata, or that increaaea ordinary riaka of daily 11f 1 1 di ~~ 
recognized rhka inherent in hia cho1en occupation or field 0;'ee~i~e.ng t e 

(2) Human Subject •ana any burMn beina who, knovinaly or unkowingly, 
is aubjected to an act ~r'om111ion, Whether at rtak or not, the object of which 
ia to contribute to knowledge to be sained a1 a part of work to be performed under 
the ac:ope of this contract. 

('b) The Contractor, before undertaking to perf.orm any atudy involving 
huaan •ubjecta, whether at ri1k or not, shall insure that the following minimum 
conditions are complied with: 

(1) The propo1ed study baa been reviewed and approved by a committee 
aeeting the requirements aet forth in Chapter 46 of Title 45 of the Code of 

--J'ede ral Regula tiona. 

(2) The number of human aubjecta used will be kept to the ainimum 
number that will reaeonably achiEve the required results. 

(3) The atudy must be such as to contribute significantly to 1cientific 
knowledge and have reasonable proapecta of yielding important results esaent!al to 
an Army research program. 

(4) The study will be conducted only by persons possessing the requilite 
acientific qualifications. The higheat degree of skill and care will be required 
during all stages of study of peraona who conduct or assist in the study. 

(S) The human subject will be informed that at any time during the 
course of his participation he has the right to revoke his consent and wi~hdraw 
from participation without prejudice to himself. 

(6) Participation by subjecte will be immediately terminated if it eub­
sequently appears that the riak to the subjects 1a significantly greater than 
anticip•ated at the time review and approval vas granted • .,. 

(7) There ahall be no sreater intrusion into the privacy of the human 
aubject than ia absolutely neceaaary for the conduct of the atudy involved. Ex­
cept for the aubmiesion of reports and other data required by this contract, any 
information obtained about human aubjecta aa a result of their participation shall 
be held as confidential as the law allow. 

(8) The atudy will be conducted ao aa to avoid all unneceasary physical 
or mental auffering or injury. 
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1(9) No atudy will be c:onducted if there 11 any inherent rea1on to believe 
that death or disabling injury i1 likely to occur. Sufficient animal or laboratory 
experiment:s, or other evaluations-, •uat have been completed to aive assurance of 
acceptable riaka prior to the uae of buaan aubject1. 

UO) The degree of rilk to be taken will never exceed that which 1s 
justified by the benefit to the aubject and/or the humanitarian importance of 
the knowledge to be aained. 

(11) A phyaic1an will be reaponaible for the aedical care of aubjecta. 
!ven if not the project leader, the phy1ician Will have authority to terminate 
the study at any tt.e that he believe• death, injury or bara i1 likely to result. 

(12) Proper preparation• will be .. de, and adequate facilitiea provided, 
to protect the aubject againat all foreseeable po1aibilitiea of injury, di1ability, 
or death. This includes but 11 not limited to holpitalization and .edical treatmec 
as may be required. In addition, all apparatua and instrument• necessary to deal 
with likely emergency aituations will be a~ailable. 

(13) Human aubjecta will have no phyaical or .ental condition• which will 
.ake part1cipati~n •ore hazardous for them than it would be for normal healthy 
persons, unless auch condition !1 a necesaary prerequisite for the particular 
atudy involved. In any auch caae, the uae of buaan aubjecta with auch pre-exiating 
conditione •uat have been apecifically deacribed and juatified in the scope of the 
work to be perfonH!d under thia contract. 

(14) The Bcientifically qualified pereon conducting the atudy, and each 
aember of bia reaearch tea, vill be prepared to teminate the wbject • a partici­
pation at any atage if he hal reaaon to believe, in the exerciae of the good faith, 
auper1or ltldll, and careful judgment required of hill, that continuation 1• likely 
to reeult in injury, 41aability 1 or death to the human aubject. 

(c) The Contractor, before permitting any peraon to participate aa a human 
aubject, '~ether at riak or not, ahall insure that the following ~ni•um c:onditions 
are c:omplf.ed with: 

(1) Legally effecti~e inforaed conaent will be obtained by adequate 
and appropriate ~~ethods in accordance with the proviaione of tbil clause. 

(2) All conaent auat be ?Oluntary. It auat be the bowing consent of 
the indivj~dual or hia legally authorized repreaentative, ao aitu.ated as to be able 
to exercl11e free power of choice without there haviaa been any uae of force, fraud, 
deceit, duress, constraint, coercion, or lawful or 1Japroper· 1Dducement. The ele­
aente of jlnform.ation neceuary to auch conaent include: 

(1) A fair explanation of the procedure• to be followed, and their 
purpoaea, including identification of any procedure• Which are experiaental. 

(ii) A deacription of any attendant diacoaforta or riaka reaaonably 
to be ant:Lcipated. 
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(iii) A de8Cription of any ._nef1ta reaaonably to be anticipate~. 

(iv) A diacloaure of any appropriate alternative procedure~ that 
aight 1~ advantageoua to the aubject. 

(v) An offer to anawer any queationa concernins the procedure. 

(vi) An instruction that the aubject 11 free to revoke his consent 
and to diacontinue participation at any tt.e without prejudice to hiaaelf. 

(d) .Exculpatory language through ~ich the subject 11 .. de to waive, or 
appear to uaive, any of his le&al r1&hta, including any releaae from liability 
for negligence, ta prohibited. 

(e:) Prior c:onnnt by a aubject or hh legally autborhed repreeentative 
ahall t~ obtained in all caaea. Such conaent ehall be in writint Whenever it 
la rea11onably poas!ble to do eo. The conaent fora •Y be nad to the aubject 
or hia legally authorized repreeentative, but in any·e~ent he or hie legally 
autborJ~ed repreeentative auat be aiven adequate opportunity to read it and to 
ask quel&tions they Bight have. Thia conaent fona ahould then 'be a1gned by the 
eubject or hie legally authorized repreaentative and by a witneaa not directly 
tavol,.!d :tn the atudy. Oral conaent •:r be used only when it baa been apecifi­
c:.ally cleacribed and ju1tified in the eeope of the work. to be perfonaed under 
thia cc)ntract or approved in vritinl by the contracting officer. When so author­
bed e1ttd uud, oral conaent ia aubject to all the aame standards a• apply to 
wr1tte1n consent, except that the eiguture of the aubject or hie leaally author­
ized l'tepreacntative 11 not required. 

(f) Prior to conduct of the •tudy, the contractor •ball aubait for approval 
to the contracting officer a detailed deacription of the aeaua by which informed 
conaent will be obtained, to include any fora• to be uaed. Dpon completion of the 
atudy, the contractor vill •ubmit to tbe contracting officer detailed report demon­
•trat1ag compliance with paragraph (c). to include copiea of the written conaent if 
aucb was obtained. 

<:s> The Contractor ehall not undertake to conduct either the clinical 
pharmacology or clinical trails of an :J.nvestigatioMl drug unlen thia contract 
contatna the clause entitled ·cunJ.cal Study of Investigational Drugs ... 

~:h) Prisoners of wr will aot be uaed under any circum1tances. 

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 MDA9o8-81-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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