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lEI~ OF IDWi ~: 

a. DEFINITIClfS: 

1~ ~ SUbiect: An in:lividual al::o.It 'lltlan an investigator~ 
research cbtains data th.roogh interactioo with the in:lividual, incluclirg 
both ).ilysical procedures ard manip.ll.atioos of the subject or the subject • s 
envi.ranment. 'Ihe term does not include milltacy or civilian persoonel. \be 
are gual.ified to test ~ assignment to duties that call specifically for 
such qualificatioos such as test pilots ard test eiXJineers. 

2. Ncn-U.S. Citizens: Foreign natiooals, exclu::iirq, persoonel. oo 
active duty. 

3. Researdl: 'lhe term does not include individual ar group train.in::J 
of military personnel such as canbat readiness, effectiveness, proficiency, 
or fitne£-:o.s exercises. 

b. GEmRAL GlJI:I)ANCE: 

1. 'Ihe contractor shall corrluct research us.in:J human subjects at all 
tiloos S() as to be in full carpli~ with all awlicable laws, federal 
regulations ard DoD instructions. .Anw:>rq them are: 

a. 45 CFR 46 Health ard Human Services {HHS) Regulatioo, 
"P:rot:ect.ian of Human SUbjects"; • 

b. 10 u.s.c. Section 980, "Limitations on Use of Humans as 
E>q;:eril.w.ntal SUbjects"; 

c. DcD Directive 3216.2 (January 7, 1983) "Protection of Human 
SUbjects in DoD-5\Jfp)rta:l Researdl"; 

2. Safeguardirg the rights ard welfare of subjects at risk in 
activities ~ ~ this cart:zact is the responsibility of the 
contractor. Ccq>liance with this oart:zact will in no way ~ 
inawlicable pertinent federal, state, or local laws ar ngulatioos. In 
order to provide for the adequate discharge of this insti tutiooal 
responsibility, no activity involvi.n;J human subjects urder this cart:ract 
shall Joe undertaken \D'lless a Contractor Human Use Review Board (CE3) has 
reviewed ani awroved such activity. 

3o 'lhe ca1txactor m.lSt provide the Contracting Officer with a written 
assurance that it is in CXI'!Pliance with all provisions of 45 CFR 46 HHS 
Regulatioo, "Pratectioo of Human SUbjects", as cmerded. 

4. 'lbe Contractor will assure the O:mract.in:J Officer that the 
identities of all subjects will be protected. 

5. Infonn·ed ccnsent m.lSt be obtained jn writing fran each human 
subject before research is undertaken. 

ARMY review(s) completed. 
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6. ~ Contractor shall provide all necessary medical care to research 

subjects for injury or disease tm:idl is the proximate result of 
participatioo in the research. 

7. studies ccn:lucted outside the United states, its territories or 
possessicn;, shall t.e ccn:lucted in cx::npli.aJ"vJe with all laws, rustcm;, ani 
practices of the oc:untry in tm:idl the study is to t.e ccn:lucted. 

c. ~ FOR REPORl'ING AND J:X:X:U:IDmTICN; 

1. a::.pies of all documents presented ar required for initial ani 
cont:inu:irg review of the ~, e.g., Board :min.rt:es pert.a.i.nirq a'll.y to the 
contract, record of subjects cxnsent, transmittal a1 acticns, instructicns 
ani a:n:i:i.ticns result.ixq fran Board deliberatioos addressed to the activity 
directar, are to t.e retained by the cart::ractor far at least three (3) years 
after cx:mpletioo of the research. All documents shall t.e accessible for 
inspecticn durirg rormal work.in:J boors by the DIA c:om or authorized 
representative. 

2. EXcept as otherwise provided by law, informaticn in the recatds or 
possessioo of the Contractor tm:idl refers to ar can t.e identified with a 
partirular subject may not t.e disclosed except; 

a. With the consent of the subject of his legally authorized 
represent..ative, or 

b. As may t.e necessary for the DIA to carry a.rt · its legal 
responsibilities. 

3. Upon expiration or termination of this cart:ract, a list of all 
unused test material shall t.e provided to the DIA Contracting Officer. 

4. '1he Contractor shall inmediately notify the DIA Contractin;J 
Officer, by teletix>ne, of inquires fran soorces outside the DepartDent of 
Defense ooncernin:;J the use of human subjects 'lll"rler this cart:cact. 
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