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This prOCedl it' appl j t~S t () t ,';}'f'T lmerjt dtion 00 hllman subjects if sl!ch 
mentation is c,)!;,ducted b:: or 'Jri bd13:1 f of a DoD intl'lligt'p.ce cOlIlpOlient. 
procedure dues not apply to eXr~1 i~pnt?tion on atlimal subject5. 

experi­
This 

1. ~~l)!:.r~r"-I:'.I~~~_~~.~~ in thit; ront txt means any research or testing activ­
ity :involving, llJ!.ilarl subjects tLJt loa:,' ('xpose ruch subjects to t.ht po:.sibH:ity 
(,fjpermanent or tC!1'porHY,injur:r (lDclud:ing physical or p!.yehological daillage 
JO~ dMilage to the HTutatlon of st,l:.h ;,>Hsonr;) beyQod the risks of L'ljury to 
\.;hichis,llC,h ~ub..:er:t.:.; iHI' 0rdiclilrt:y (xi'C'sed i.u their daily lives. 

! 

2. r.:'(pt'ri.r:'t'~ltati()n is (:)IJ(h;,~!~(l ()~I_bt.:~a.l}.~~ a !JoD 1:1tdligeoce com­
pC)llCnt if it l~ i'{lf!(1,1[;'d unJt'f ':: .. J1il (,Hl to tt:,H. cc.mpont'11t or to arl,)f.her DoD 
compunf'nt for tLt, ht:i~t'f;,t of tb" i.ut(':I'li.~,t'nu~ CO[oport'nt or at the request of 
such a compon,>r:t te!;<!!,~lcss of 1 h~ c.;:~stt!nce uf a ('ClutrartUill reht'{';nship. 

3. !1~I5:f:!1 __ :-;~~hj~'~,~_~ 111 thi~ ,("11 n1. includl's iHly pet::;on "'het!H~r or Dot 
I>u,,~b person ll; .3 Uni :,CI1 St<:.te~, t,e ::-~,O!.l, 

C. PROC£DlIRlS 

It EXperltf'('otillHIU lIn lHiflJ3:l :;ul,;I'l'ts CCll.duct{'lj by O( on Lehalf of a O()D 
iII t d Ii gen r e c o::JP()~je ,) t 1l1,;; y l,t' iJ: I ,j,' r to, hen on 1 y v: i t h I :le .:i Ocf (Hlil(;d . C-LlU!i':Ut. .. LU",LtUlI 
S Ll~lj e,c:l", j p ,.lce w rJoJiU~loIll:" ~;u i ,it'", ,Lnc:~ •. issued by tile Dq.u tmellL oi..U,,:alth,.<lgj, 
!i.I.;.Il.aJL..§.~:E'I.:;i..f.~:' .. l ~d t.J. nf>('i.1~ .. , cc·u • .!.i, ;,i':ll;;; t h3 t SJ f (' f,uar dt.ht~wel.t.iH:Q .. ~il~::~i;:;'tlb. 
j4r.t.,.'> • 

2. DtJD intl,·11'i!I.,cu..:e L',):nPO!)C[,L.";il,! !lot t'r:g<lgt' in or contract f(,I' experi~ 
Itl.!lltation ou hU:lnll s\lhit~Cls ,,"it.!I')';! ilPPlova] o! the SHret.ary or DE'puty Sf!Cre­
til ry 0 f D~ fens e ,or t \)(' Sr.I~ n't 8 ry (of" lind t' r Se ere t :11)' 0 f a Mil i t<1 ry Vepa rtJ::ent) 
n~ l'ik'propdate. .4.P 
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I ~';~'~();AFlP~Y- fi~I)''vRJ&.ea:se'l2Q90lQ8~O.8 
-, . .-'l(':e component? to ~;b!e :ll1,1 l"I~HI la'\- ,]). 'J 

J ;;'l'i'~l1('J1t authoriticf', 0711/ whl~n lin':1 art' , " 
: i·~~·he\i nnd only PUl'SlluH ttl H l"'lll'st by 1'1,' 

'" ,I fli' 'such authority. :3uL'l1 r"'1u('c,t:, H~Ll:"t ." 

i' .J\'('d by the E"~~Tdnr:: nr U,likr ;O:;i'Cl't't:,,,\ 
Ill' Army. Under t.hc:-;" ,'in'\llllstilll,'e~ p,\ 11; ; . 

,';·"nm·l may be providi'l', In :-;,I:~h ,wel1l-Y p:·,.' 
,;,'d partil'ipation ill lit\\' I ;lfnr!'I'l!1t~.nt adi';' 

:, jillJit~d f\S follCiws: 

('i.) Only p"l';;onll<'\ with fl'("!ll:ical sk:1::­
. c';,ddy available In :l1lcil );\\\' t'llfOl'(,<'rllt'!l! 

. ,: " ,(}rU.ie:·:, which C:I!1 h, ttl W7l.d 1<1 pr,·'·"; 
. ,' il or :1E'l'iOUR injm'y, ,IW:: 1)1' ;1" l\'idpd; 

(b) Pro\,j"ioll u{ ;,\"t \It't~'lfil!ld win I,· 
:''':~('d to that llel't'.·ls;u'ylc' I)"{'v,:lll :JlI' (l':t(~' 

:<liotl!' i'1jury thnt ii, Cl!(::ltdlt~J, hilt ill ,:, 
.,I)<.H ~;uch u:;SistullcP lw proyi.lccl for n:.('I',' 

!,' . ',:' hOllrs ; 

'J 

(c) Such 1l:·r.3011Ikl Hf'(' not Llst,d to) a1'­
-,' 11':1<1 I"Wti()l1~ 'who art.: :;11: prdtd oi COE· 

"::!ll·~t 01' who ure H])ill.: L t'lId)ll!it, a cei ~It, 

(d) U"e of sudl pn~. "I!lt~j ill ~:~, n,lL \ i,,, 
i ~!t~ r"()"L~(~ CornLat U:, oL\ct. 

I :~) 1!:hIt'Tgellc!/ /l.;,:i,.t 1 !'-'r'. 11\ C):tlL'J't!.(':IC'.\ 

, ,;' :"',:-, where life i~ t'li'LI:',~,: ',nl, ill>.} reqq":,, 

)1 .; r. "; i!l (1) and t:~} dl ..... ·" 1l1;\Y b(l 01:[, 

ii' ",;"t! that it is l'rdlh'L'.; t,) \:1'1l ilL!' ;l;J\i 'ill ~I 
I,i tl} IiQDA(DAl'-!l·('1( ) ,vilh" /'2 h(,urs 

,I 'I. ld\.~ i~ ~~IHlaogcrpd, d'I,d)i. as t~1 tbt~ ;'evnJ 
:'It! propriety qf the I'C:IH·"tl!d ,lc'l'li'iLiIII'l 

'j -!I," L1db 1)roc(~d\1rf' ~h\lul,J t .; l',.,,,'l;\'v!iill L[\ ,)I 

: ,widing the as~lisLlIl(:e. 

., I '~, liroceclllre 17.A~:sigI'lml'lIt of 'n t elligf'IH I' 
,T),.t:mel to otht'r agl'lIch'~. 'I. A})jllicab:llfy 

'" :'<'o)pi', This pro(,('(!UI'I' :'l'ldll!,'l :0 tile :11" 

), ':I:!\t of DA intelli;:'C1Wt Jll.':o,:nnnd t () o1i:,.'1' 
, \":\'~' within tht~ fedcl';t'\ gLln~I'!llLeIIL TL i~ 

',;,·,·:IUd' (!N:H not apply to----

I, I.) A~,dg'mnent to sLit,' 0)' l()(;d !;')Yt'l'l" 

",J. :,. eorpf):'atiolld or p!.h.::· pli·,':t~(: (';'g:tlliz,i-

~I) A~signment to ;;110H1I'1' a):\~i"'Y '\.it.h .11 

'lrelligt'lll;Q (;o:mmmity \\-!L'lI li.I:'t of li. .. · 
'. t' of the a~migllmel\t i, to g:dli ,.XI,Hi·) ... 'll·" 

Ci,IWW(('dg-e about Ill!' ac!i\,j~;,~s t'.- .be UUII'­

,if' ',,'yo O:epCl'ting- or rep.:d ill tb;, ~nnten 

AU 3fH··l0 

~1&~RB~§nQ;QJ~Q~rul~I~~Ri~~qR}~~f~he 
I)i wratioll Or Ilel';·jtJnne1 of all age neJ' -~hat is Ilot 
: .. ,·,tilablc puhlielJ',) 

I" ]>OUnl. Employees of ,\rmy iJ:t.eiligcliCe 
,'III!l)iOIWIl [!C', who '1 re a,,:·;iglled ft} W()l'k for l\fje! 

ll'ld,'l' the dired iOll of anotJ,,"t' agN,{'Y of th:~ 
('dcrlli ~~n\'t:rlJ1m\nt will t'OlldliCt Uwrnsd\7cs 
for iJw duration 0; their a~ujgnmcnt HI'; if tJu:y 
Wt'rn t'tnpJo},t'es of that HW'H'::Y. AllY rc;~pcn."3i­
llilit ip~ to pro\'ide info:m:d.i(.n t.o or s<?rvi.:?e~ 
1'01' 11A will hl~ !'ltah~d expl't!H!'ly nnd malk a p;lrt 
': til:' tenil:', of tlw a;'fiigmnent . 

c. Prucl' lW'fi.! . 

11) Af"il!.lInlcnt. of t!illpl()ree~ 0 f 1\ rmy tIl. 
:(1; !"\!llCP COl1lpOnfllt:, to ~.t!ter agen'!ie!1 Williilt 
i h ,dnal governmcnt i~, governed J.,J' DO I) 
i):I'l'c'ive 101)0.17. Thr memoralldwu of Hgr(~e­
:n"nt t'OtH·t.ntillg ~ill('h a.lsil'!lment lind t'u!airt(i 
by ~lll)f;i.'ctlori nu:) ('J (I) of the lJire{'/ ive Sf1.) I) 
ilJ,'lade--

(a) {'ill ilkll1itic:ttiol, nf Ow Anry inkl~ 
lig~'r1<'e ,'omp.mcnt from whkh the c~mplorel~ 
!,,:; l'(',m :l.i~d!med i.r DA, 

(lJ) :\ :;ta{t'!lH!ilt. dcltn"atmg' t:/e un­

:.l",:·~'\.'·!'\ !'(':;ppnRil-ihlipf-" if any. for )":portitlg" 
1-1 !'w DA Hh:l!:t Ll~IL('r:~ tl"t.. come hi lhe ('nl~ 
1'·0!'\:1,'1-> at(pntion while (111 a:,;:~ignment outside 
I'u.' i kpartrucltt. 

(2) Olhn thlill i:, p(!rlllittecl flY t':1e term!, 
"r lll,~ 1IH'!!wt'anrlulIl of ;1[~'r"e:'II~!lt pm'HI:aut !.o 
1 )nP 1 lil't:eL V(' 1000.; 7, ail t':!lployC(; of an Arm.f 
i,.;I'jlig-pnl't.' cumpOlJPllt 011 "~BiRmnem: to f,n .. 
,I! h.~r Ilgen{'/ pf the fedel'al governmen t may not 
f'('pol't tll any Army component the 0pt;J'atiom: 
O! !wrsonnd of the ;lgency to which she cm~ 
pluyt'e lH il'l~igtled. 

(:q Afkr \'OlTlplt'!ion (1(- fill assigllment ttl 
:1I.o;,h,:r hgt"Il'Y of t.h(~ fe,kral gOv('l'nn'(~l1t and 
I'd .,i·n to P.-\., an prnplnycc l'urJains lillt!el' the 
~1:;mf.' I'l'~trktion:" 11'1 to ffl'(lrtil-'g', thnt applied 
\\ h','11 the cmr10yee '11'a:; ()'Ii :JlIch llS'dgnrnent. 

:,! ... l:;. Proncim'(' 1~, E:'iJ'.:rinH'lIlatlO!1 (I, humn" 
:iuh,ieds. ll . .\ jiJ lica:>iltlJ( ([lui St';I}!P, 

(1) ThiH I ",)cHlll re :lppli,':; tt' cxp rimf'li­
';t\jl'l\ nil hUfml!1 s'lhjects if tit:f'h l!XPCl'illlCnta .. 
r.i'lll 1~; {'ulldUt'l{d by or Ott h;~h,df (.1' an;' Arm:.' 
illtt'lJit',enep ('O';IPOll!!tlL This Iluwf)<hre ()es nul 
app'y to eXptl'il'Wlltati'm 0" Hnima! ''llJbj(:et~. 
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... 
a research. (itwei(lJ)rllPllt, or rda tui Ht ti\' II, th,! l h'llh't'!ln'; 
mil)' expo,Se an individual to tbe i)n:'I~iblky of (c) AllY fuuctions in flUpport (If the 
injury (including physieLI1, Pi} Chv"Ci}':: I(,ld, nr collc!ction mId production intelligence; or 
social injury) thilt i!lCrt:[L~ek', tht' ordilwry n~ks (,J) 'rhl': (:ondu('t of Hpecial activitie:< by 
of daily life for the s'JbjPct (indllilillg lil.' I'PI.'- thf) military ~ervices in armed conftict or t.o 
ognized risks inherl~llt in a chosen i)1,",'llP;\f i(!!l milibry deception operations targctt~d, flJt' H:ili-
01' field of sen':rr I, (,r that t ('mlw:':' r i I,.' '1(1- tary purpost's, again:>t 1\ h()Htile for eign po\',er. 
vcrsely alTects a pel':'loll'5' mental (It ph:vM!cal (2) Com.pirae), in thil' I!ontext hnl'l she 
eondition. ~ame nwaning ag i:l thl2 criminal law contl~xt 

(3) gxp3riment:.tion is condllrj~ "1.'11 be. mId requir('g an (H'ert act. :-.Tdther the h:nn 
half of" an Army inl,(~lli~Yellce compOT1f'ttt if it is "agHI1Ssinati()tl" no!' UH~ h:nn "('ollspire" in-
conducted under rontt-nd to that ';")!i!P')l1fllt ('Ir elude military or civilian mCh:'un:f; agHinnt on-
to another Arm;' compol1(;nt for tile ho~lWlit of goitw international t.erNrist activitie:, (which 
the intelligen~'e ('omp('lIcnt, or at tbe II qU(!st of L; it dcfhH'!d term (<.ce !;IOHSRl'Y) and should lltl 
such a component Jr~\~adles:~ of lhi' l'xi!1Lence com:t.nwd stl'it"tly), airl~raft hijacking3, or in 
of n contractual r.~lHti.unship. response to danger of sub:'ltr.r;,tiai physical hiHf11 

(4) Human s\lbject:'! in this cont8'1!: ill- to nny person. Thesf~ 1{~rlW~ do not apply to 
dudes any pel'S')l' re~ardlel"s of \'vh,dwI" the Rction~~ d the milit"rj' services in th{~ flXj.'~U-

l ., tinJ\ of lawfully ordered military operElti()n~. perso!l qUlllincs HS a I ~ person, 

L. Policy. Army intdligenee eompu11·dlh:. may 
coudud experimentat.ion 011 hun:all ~;Uh.ieCt.8 
only when an important. f~);'eign intplliv·c'w·c (.1' 

C1 plll'po~:e j.; to be :;CrYCil. only <1ft. I' t!;e 111-
formed constmt of HIE' "tlbj~ld hilS h"I'll oht.·.ind 
'ill writing, aild only in a("~or,:1an('{' Wirl {;lIiC:e­
lilies issued hy the i\;parnlent of 1J.,!;;lt.1 ami 
Human S('rviees AeHing- Imt con:.!ii lOll:; Hwt 
~afeg'uard the welfa!"l" of tilt! ~:\lLj((:LS, ;U1l1 ,:tlwr 
upplic;l,ble r0gulatioll:l. 

c. P,·oc(;durc. Army iJ:tt;:li~:(lllc(, eUilljh):W1:.ts 

may not engage ill or COll'rlcwt for '!\j'I'l'iuINI­
tation on human !:lll:j.::.ci,: ,dthol.t, 1Jl'ior H]J· 

proval of t.he SCI.:retllry or UI:der :'''~I':-''L;,:'\r of 
the Army. 

CI) Diplomatic and minlnry attadw ur:'jv. 
iUe~i means the rt'preBentat!,);ml, information 
vatherin;~. and rrport.ilw .<.1(; i bities performed 
by diplomat ir lind milib.ry :\tt:1che pel'~IOrll1iel 
a uro;ld, 

(4) l'rorludi:'I.Il of int<.J: i~~E!nc\~ m,,'nns :;;Hl 
fH'o('t'8:, of dc\'doping "lnbldgence PI'(HlucL'I" 
which i" a defined term, (s(~., glosHary l. 

(!1) ~pcl'ial adiviLF.s lIPi.fl adivities COT!­

Iil1clcd abroad in f;llpport of national iore:ivn 

I 

.!~ tl 
, r 

p. 

T. 
In 

fu 
re 
18 

2-,19. Procedure 1!1, Spe<"ial l'l!'thi.tk ... Il. Ap­
plica bUity (1,(ul SCI) pc. 

p(l1 i,'), nt.iert ivcs that [( t'e cit ~'V'ned to fux--:il<':f 
of1kiHl US I'l'o) . .rram{ and poh:il;s Ilhroad; that r 
are planN,d and exe'~tlt('d 80 t'la~ the ro;c of the f 
U.nitcd St aft~il (~o\'cl·l1ment. if n,)t apparent, or / 
llcklll.)wledged pulilit Iy and fu ndions .in SlAPpUl't .~~ 
of such activities. but not il1('hlljing diplomatic b 
Hild military athH.Jw activiticCl (If the cl)ll(!C~jon '.' 
rmu production (If intelligelwe :)f related ~llp. I;. 
port flllH'tions. ,;., tit! 

.' , (1) This pro,:ellufo applie:-\ to U"~ ('ondud 
and support of sp'ciai actidt!(:3 by A: I.lY ,!;td­
Jigence component!'l. This pnll'\.>,bre ,il';\' apl'lie~ 
to other Army C0l11poll('ntx thal.lll'Ol,":tiC' ~'\lppi)rt 
for special activi tie;l .'ond'llct eel by Iio J) :i nte!­
ligenc.e componer.ts tmd other a.p:er:cL'~1 within 
the IntelIigl~n('e COlll!'!ll1llitj'. Tlwse p.:'OC£ dal'f!s 
do not apply :0-,,-

(a) Diplomatic 01' uiiilLry hltndh) /:.c­
ti\'itieg c.onducteo by DOD. 

(Ii) SUPP(lrt, when ug,~d in this (!onkd, 
mean:i the proviRion of h8HistllIlce in the for~ 
of tnmHpOl'tation. training" g1if/plieH, eqdipme!lt 
or expert persofllwl. 

1), p,olic'y. No Army int€'Higence component, 
will participate in the conduct (lr !lUppo:rt til 
spedal adivitins. ~~o other Ar'my comp(llle~ 
will provide support for Hpe<:iai [~('tiviti{!t; e.1:cq;~ 
lIron the Hp{'('itic directi011 '.If the S(~creturl ." 
Unu('r :--;eerctary of the Army and the Secrfbil'!" . ' 
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HIGn PE:tFO[~'1.\!';CE REVIEW PROCEDURES 

i".l',ng 1982 and 19B3, :f.n keeptn~: wLth the US Army IntelHg'~nc'~ ard St:~cur1ty 

C,'~<;nd (INSeOt-!) f,oal of "ex::raord!.'~.]ry performance l," and se.~ki:1g to move the 
ce,r:\and to a level \.;hich ex:ceeds ct)r~;monly defined param>'!ter3 of I"'~rformanc'~, 

~:\ C' INSeOM conducte(~ a :;tudy of 1: L;h pl:!rforming org;mizat 10n:3 .lnd l:,rog:cams In 
tb> public and pd. vat", sec tors. Sf'veral technologies, rtlnnagement t:ech'~lql.lc3, 

t :·;:"i.n1.r~g experience~ <3r.t! pro~:'tams "',~re -LcientU.lcd fl)t' fu,the:!:' ;:valuation w.l.th 
.,.~. ~ject to their potent t;,l to COlit l' l htrte to the development of e>:t:raordlniHY 
,;,,!-tvldual nnd un'.t perrorm,lnce w' ·.hin r.he C orn;nand. 111:9 re~ula':1cll contains 
::-'::='COH 'policies and 6ui.tiar:cc for ::hat e'.'aluation, establ:l.shf~s pr'J:'~dun~g l=<:)f 
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pel:'formfne human sy::;te~3 and PfO\ !.'L~e: guidance for comma'idelC"s and 'lupervisors 
in further implementing and eVCll'J:.lr:lng those h.igh performing "mnan 9ystem~;. 
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GEN'~,:U L 1 'lfOHMATION 

';. Purpose. Th1..~j regull1tlon ~oru:ai!1H tNSCO~1 poltcie9 and gu:Ld'iuc:.e fc)r the 
c'.';:luatio-U-and ioplementatJon of I-.~g:l performing human systems vdthin the eom­
mand. It 

a. Promulg,ttes ;?cocedures .1'lG guidance for the use of INSOW personnel 
.1:, volunteers in the evaluation of hIgh performing human systems; 

b. Establish.~:'l ilnd impleme,~ts a review proceBs whlc:h is con!' [stent with 
Aft 70-25; 

c. Insures the continued evaluat:l.on of INseOM actfvitJes to ,~ssure that . 
I,~e provisions of AR 70-25 are being followed; 

d. "Establislw:, procedures to .::·bt,] in a health hazard assessment prior to 
,,[';)rol1ing an INSeOH protoc(ll lSSI.l"j tI~1 required hereJ.n; awl 

e. Promulgate!! INSCO~i polld,es and procedures to assure that ::NSCOM com­
p'. :H'nts do not engage 1n or con;:t'dct fol:' experimentation on hurnaniubjects in 
"ldati"on of Procedni~e 13, AR 381--10. 

,,<~. App~.ic.ability. This rer,ul<H 1,)11. applies to all ,~lemcnts of the INSeOM. 

1··\. References. 

b. AR 381-10, US ,\rmy Intt~J \ Lg{~nce Activiti.es. 

c. AR 70-31, St.1ndards for ';\~chnical Rep()rtin~. 

a. Nothi.ng in this reg,ulat i.('11 is intended to supersede requj ':-ernents for 
he,11th hazard or ott:er s:.lfcty rev ,colO','; r,~'tlllrcd by any oth~rrcgl1lati()ns or di­
lec::ives. 

b. The procec,ures. pollett:'] and guidance contained Ll thL, regulat ton 
r2r~ain to the following: 

(1) Behav1.oral studit:s. research and/or testing invol'ving hu:nan sub­
j·<ts, regardless of whether ,.:ondLicr-ed l'y INSC011, a contractor, .:lr other agency 
"lJ_lizing INSCOM func's. 

(2) InctL~:;LC','. of human :;<l:)Jt,~·t~';, whether as th(~ direct ut:" inr:lirect 
"i .'''ct of rC'3t2arch, r':'(,;ardl,':,:, of ,',(~ 1.·!vel or risk inv'j1ved, in th.:~ de'lclop­
r:" ',-C, testing or stU(y of m,ltcers ;:s.,cc!.lted wlt:h th~' mission.s ;1l1.J ftonct':,ons of 

1··1 
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~:hc INSeOM, or thll af'plic;) tion of non--trJl; ~ tiona 1 :!.de,]S1nd technologies " 
I 

,1C~1 i ~~vi ~g h .I~:rl pe r f 0 rrr[,l nee of hUJT:an rc ~~ 0 \l r ,::,':; . 

! 

(2) The investig;Hion of progl~ams ;-'10 t.~c::,n(jlo0ie3 to enhance org~'-' 

izational all'~ individual ex:cellcnce whaj~e Sl'( h inve!3ti?-,ati~.n i0\101ves the h-' 
:::lu:3ion of h'T:m subjects as their object:. 

1-5. ~xempt l.':ms. - '-r 
a. Rr:::,~archl tC'lting dT'.d st.udl('~; ttl '"r ! .. ~h h!.ltn,m subjects are involve!.; til 

one or more 01 the following categories ,ire ~),nmpt from lhtR regulation. 

(1) 30n.lfide ac t i vi ties under th~: ~;pon90rship of another Depart;"':,. 
I 

of the Army c?mp()Oe:lt and involving surveys cr interview; wh,;!re all of the fc L" 
lowing conditions exist: 

I (a) Responses arr~ recor.:'e~ In such d wny that subjects canc'" 
be identified d1.rectly or indirectly. 

I (b) The subject's rcspo'lSC;, If !:'1ey h~((me known, would ,." 
place. the sU9ject: at risk of criminal 'lr ,;: 'iiI lia~ilJ ty ()r damage the 9 1 

ject's finar • .::/al OI' 90c.la1 standing or 1.~r'?l<:,.,:,tlity. 

(c) Thi~ activity doe!) not '-.it wtdl sensitLve aspects of tIl" 

i;ubject's DINa I b!!havior, such as iile);:!l :1..111;,1,'::, drug use, ~;exua1 beha.vior, ,:,. 

use of ,llcob: I" 
(2; I Research which irlvolv"!s the U!'I of eduClt10nal tests, pr~)v'I, 

Che data is rrcordcd in such a way th:.!t: ttl~' "lbjt'rt:'" CClnnot be identified 
rect!y or inejrcctly. 

(3 ~J 1 R"se::lrch in n"n-I,'l'~COM I '" , v. cclucat l )1;31 setting:] \.)1-:ich involve DOC',: 

educatir)nal ~rac t lC€:~s, such as -.. -

(b) The effectiveness or tl',C' <:0r.1part:1OTl n~onr: t(!chniques of h 
struction. curricula, or classroom methods. 

I 

(1+) I Follow-up debriefi1gs, illt,?::-vL"~'s, ~ests, or evaluations to <1.:" 

termine how 1,/(\1.1 particlpants r .. ave lear:w.1 t1H! infot'l:.ation or skills transm i c. 

tf~d by train:fr,g or lns~.ructional 2ctivi::j,~.:; r"',q;iouSLy attended by the subje,~ 

thereof. I 

b. Exc,lTlpti.ons of other actlvitlC'!·: f)",,::) ':lds r,~gulatio(1, even where sl1e>, 
I ~ 

activities m~y be exempted from other smll [ 'C~~l.ltlons or directives, sh~l' 
not be cons::, .• (~red v,11id for I~ISCOr1 pur;':;,:vs l'leS5 and unt.iL conflrmC'd bj tl'~' 
I~lSCOH Ibman Tt~chn()logy Re'/iew Board .t:, r~ '>,;'-ibH! ,;'ls(!whlre in this rl~~pLI' 

tJ.on. 

1-2 
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Ch;lptl1r 2 

RE3EONSIBILITIES 

:.; ... ].. Ape.r0ving o~~~cials. The COl"lma'1ding General, the Deputy Commander, In'-
1. ~11igence, and the D(:puty Commandt r, Support, are the designated INSCOH ap··m 
r',c'ving officials. Only t.hl.~se off i,:ial~1 may approve the use of human subjects 
1. research. 

). "<:.. Commanders :lnd Staff r:lemellt I{ead~? Commflnder!.; at all levelH withln the 
! ':~;::OM'-, -1;eads-oTT!~·ad(i·;:;-';rt~;-t:g stJT-elenents, office ch:f.ef s and program direc·" 
"H'S (hereinafter referred to only as eommanders and staff element heads) are: 
r '~'fJonsible within their respcctiv'~ func:tlonal areas for •. -

a. Insuring th.lt the provisl.c,ns of this regulation are instl::lltionali;~ed 

i:lt 0 the it" organizat ~~()n;l1 pr',)(eciur':3 an.d pract ices. 

b. Insuring that no pprs(,n·~ eng~lge in or contract [or ClCp':!rimentatton 
:[';v.)lving human subjects wlt:hout ,::!tc ,,~}(press approval of an INSCOH approvlng 
t)'iLcial. 

:~<:. INSCOH H'.Jman T,:!chnology Revi~:.::_.~~~~,!~ (H~~_~. The INSCm1 HTrtH is respon---
:; 1 ble for 

a. Observing written ~roccdurc9 for the following: 

(1) Initial and continuing review of research. including the reports 
ot; findlngs and act:Lons to the In 'lcstigntor and the approving offielal. 

(2) Detcnuin:ltion of t·tlOSi~ projects y}hlch must be ._-

(a) Reviewed more ()f ten than anr,ually_ 

(b) Verified from sources other than the investigators that no 
"'rial ehanges hJ.ve oc..;ur:~ed siilet' :::h! prevIou.s HTRR revle\,r. 

(3) Prompt rep')rt lng :0 the HTRB of proposc<1 changes In the re-
'-ch, and to the W~RR and appro'ltnr: official of unexpected prohler~s involving 
\s to the subjects or others. 

b. Insuring that changes h approved projec.ts (during the period for 
·,i.;.:h approval has alr,~.ldy been r:;!v2n) an! not initiated without HTRB review, 
<'~(I"pt to ellminat..~ 'lmmcdi.:Jt~ haza:~;!; to a subject. 

c. Reviewing propos,'d pro:~o(~ls at meetings attended by a najority of 
:··".I,·JerS except wh,?n an expt:rl Lted r,'v'cei<' Is used. For t~e protocol to be ap-

",'\'cd, it will r0ce:~v.~ the ,1pprOVlI of a majority of those mernbE'rs 'preSI?nt. 

d. Rc.portifl?, ro the CG any i· r .. ()t!tl or cU;llinuing n('ncor·lpli.1nc'~ with HT!tP.. 
)", <.,Jirer::lents and det,:rminatio'ls f("lllli by investigators. 

2--1 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 



, • i 

Appr9ved For Release 2000/08/08 : CIA_RDP96-00788R001500140004-8 
'CSAU:SC,'):1 RegulClti.ol1 15-3 24 February 1 (). 

I 

I 

e. Coail\J<:till;~ a contLnuous revte'--, of ~·':;eardi ::t 1(i!!'~' (It lntf'.rvnl:; pre .. · 
per to :he d(~r~(·e u. r 15k, but not lesel li.1~: ;):.cc pl!\ ye,l.r. 

f. 111'!\~rjng the observation by a :hl ::":: [):Irt)' of rhe.:ollsent proce~lS :1;' 

each in'les til.;~iti()n, as apprC'priate. 

g. R£!com;Jlending safeguard'3 or sp'~Ci.l condit i.ons to a protocol. ~lh·. 1 
1 

such . recomme:\f~ations are made, the appr,)Vi:1{. offieLll tnilY t3ke the followLr: ~ 

action: 

(1) Not reduce t:1e safeguards or ~,:.',1ittons, .1.nd approve the pro7:'''' 
col. 

(2) Require additional safeguards. 

(3) Disapprove the protocol. 

(4) RE!fcC' tl:e protocol to a h!p,llc[ t!chcl('i1 a,)pro'J'in!y, authortty fo· 
I 

action and rev

l
ie:lo", 

2-4. Shalrp(:rpon of the HTR_~. TIle DCSPF>1 L; ,~~;igTl;"l::ed ella lrperson anJ ;1 r:T·· 
u:ar member (11'1 the ([IRB and is responsible ;ct' chairlng HTRB meetings, keepin 
the CO info::l1~d of H!f.B activities, and ri~C:!.);T~'lendt;"'r, appro'lal/disapproval .n~ 
I1TRB regular T1ffIlberCl to the CG. 

2-5. Execut~::L..Sec!~EZ.~~~_~rRB. '''he '.:('<;PPM \,d.ll designate .3 member (l 

his staff to l~e the: Ex·;cuti..,e Sec ret3ry of ':'11:' lInt!), T"'.(' r,{ecut ive Secret H' 

of the HTRB J ,: \ ff.!spons ible for --

a. Inl~Fln8 that the rcsponsiblliti.>; <If thf' HTRB pn~scrihed in pa~;i' 

graph 2-3 af" lHrid 01lt. 

b. Pr'paring and distribllt1ng th\! ,-~'.,~"d,l f:>r e.3,:h meeting to .::1.1.1 HTl: 
I 

ro·e.lU be r s • I 

c. In!ll~i.ng that all HTRB members ar'.~ ;I::fordcd the q:portunity '~o COil"· 

ment on HTRB ; ltfon5 conducted under expe~it0~ review procedllres. 

2:·-6. Re~ular IlTR:B memhership. T:,e INsco~r [;!;;:;HI$, DC~'PER, DCSSYS, SJA, Comma"'" 
----~------.---:... 

C'laplain and )'1RCON LNU, are each respOI1!; 1b lL> (or no:nlnatio1 of an in0:l1 vidu:. 
t,:> serve as a regular member of the HT~.H. ~;()'I1I.nee~ nay be from their res pc,' .. , 
tt'le staffs, :3ubordlnate command function.:ll C :Lnterp.Ht sta::fs, or may be ti", 

I 

n'::Huinating el(T'l~nt lwad. Nominat Ions .... ill b(' fit bmitteri tJ the HTRB Chairperscli 
(DCSPPM) for .c.pproval/disapproval by th(! CG. l~,)minatlons may he by letter, m­
ar message, arid will contain the information required by p;]r~!graph a, bela ..... 

\ 

a. Nomlnrcs will he identified by Ilarrh., (.Jrnr~(.l .1,'!~rQ'2', current posttio' 
a~ld duti~s, ar.o,expc'rience, such ,1:; bOilrd c,r:ificatl()lS and HC'.cnses. The Ie" 
formation in :h,e nominat ion will ~e COil;; L'~u' ,'cC'llf'h to descri.he each 111ernber':; 
chief expected rntributlons to HTRB rE:.;jf'\!~. 

\ 2-2. 
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b: Nominees ';Jill nor:nall:;' he' r,'\~1itary officers i.n the gradt~ of 0-5, or 
.~ ;. t':JVe) or ci vi 1 i~!n e'nploye,~s, GS'~l ~l or .. bove. Nominees wi-II have c:i'ler~f' hRclc­

~ ;:::::,unds to insure thOr(H,,;:;h revt~\~ of research studles involving h'.lman volun'­
(t~ers a.s rese:.rch Jubject!:.. Non.i \~'e~~ should be of 'Taried racial .and cultt:ril.l 
i,'.,drgrounds. Nominees siwuld hl'l(' dispJayed sensitivity to such issues as C':H1"~ 

~;'.;r::!.ty attitunes, 3:1.d respect f·:")!" ,·jvL:e.'! and counsel and for the rights ant.! 
\\,,~! fare of human sui:ject8. 

c. Confirmed no~ine~s will ~erve as HTRB members for an indefinite term, 
,'111 will be expe;.::.ted to ha\.'f.! fb.al a.l.lth:,rity to gpf~ak on behalf of thoai:c J.ctiv·'· 
: tye. 

l~··;~ Ex officio HT~n m .. ~~~ber9hjp~ Thl~ inct.lnbents of the follo~AlLt'lg p0:31t1.or:s 
(" f 11 serve as ex o fTlci 0 .--rw·n-V'o'!·ng ITIc'mbe rs of the HTRE: 

a. Chief, CENTEX. 

b., 'Command Fsycholol.;1st. 

c. Chipf, Human Techr",logy Office. 

d. Chief, Public Affairs 0ff:ce. 

>L Ad hoc HTRB membership. Tit.! following will serve as ad hoc Illembe:r~ of 
t'll ~ INSCOM-H'rR':a:---"--~-'--'_u,-,,,,-

a. The St.:.tff Advisor for $d (~lltHic and Cryptologic Affairs. 

b. A phystcL~n, <,9 nprrovI>d by .:tn INSCON approving officLal (pant 2-1). 
I'llysician nominees for a.d hoc rnc!ab~r-~;h lp will be provided as reqcu:ted by the 
Clvli rpc rson. 

~"'9. Pri.ncipal ir:vestigator. The prillcipal investigator for (.itch pr.oject 
c:overedbY th i8 n'~::11atTon'T5-' rc:; ~o n,:; i b le for 

a. Maintaini::ls adequat.e reconi:s on the following: 

(1) Receipt. storage,!".t'. ,mo:! disposition of .:ill lJ1v(:~3ti.;~'ltlor:al "I1a­
~e~lals and devices. 

(2) Case histc)rtcs tha<:: l~<~cord all cbservations (l.ud ()tl!r data im-
po:tant to the study. 

(3) Volullteer agreE!ment dOCuMents •. 

b. Preparing prof,ress repo;-I<~, :~ncludi.ng annual r.epor.ts, a~, determ:ined 
')Y t'1e approving aut 10r-l ~'i ,wd tht! r::::;C();1 HTRB. 

c. Promptly n.otityfl.g the (l1:")["01/1ng authorlty, throug'f, the I'~SC01~ HTRB. 
)t ,1ny adverse efft:!c:3 ,.~.!us('d hy t',l'? rC~;l:arch. 

2--3 
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d. In';f1rf.ng that the research has b<'cn approv i2d by the proper authortt: 
and the INSCr:T arRJ before starting, chan3iog or e,Nt<2nciing a study. 

e. In'T~ring that all subje.;ts, incl\1,:lj;l;'. thosE.' used as controls or th<! 
representati,:ts, ar,~ f!.llly informed of i:he n;:ture of the research to inclu 
potential ri:,c~s to the subject. 

f. In3~rtng that invE!stigat:ional nate:-i ,11,s and devices are administer:::d 
only to subj<,·.:ts under his or her person;;ll sup rvislorl and that of a previou:::d,y 
approved ass l >1 ia te lnves tiga tor. 

g. ,In:3~r1ng that volunteer recruittng t.(:J.ms iH'.:! briefed as to the nato,·;? 
of the reseaclh and the ethical pdnc1.ph:-: i,e [his and rel,ltE:d regulations. 

2-10. Member~ of volunteer recruiting te3rns. Members of volunteer recruitin~ 
t'~am.s are-re~;~onsible for .. - -----.'-.--

I . 

a. Est1bliShlng volunteer requiremen~q prior to recruitment. 

b. Und'lrtaking recruit1n~ in a morally. ethic011y and legally accepLlb' 
tiianner. 

\ 

2·-11. Medical. monitor. nle medical modtol' y' each project is responsible f' 
alld is herebydeleg,lted the authority to Ce.~ ,'Ite t:l',! cfror~ If _.-

I 

a. Subjects arc at risk of life 01' Ii: 

I 

b. It appean the risk. b sign! Cic.1n': 1 y gr(','t,~r thIn anticipated at ~l' 
time of rev and approval of the proje~t. 

, , 

2-4 
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POLICIES 

·J···1. General_. E:-:perinentCltioo l'lIOlving human ter.hnology or human subject;:, 
i.dueted by or on ht~;l:llf of any .. ~;SCI:;1 compO'1ent may be unciIH'ta¥.E~n only wtt r' 

:'._ informed conseaL of the sub_~ .. ,· i. t ;wd in re,cordanc.e with g111d,~U_nes 13stH:~r: 

rv the Dep.u'tme:nt 0:= Hc;tl:(, and 1: ';·l.in r'ervice!l (lXiHS). s2ttlng Oil": cor.dition::: 
:. ,': safeguard the <,.;.:1 far::; ~·f $1,,1 ';ub.~ :'(~t5. "i1!C provisi,.lns of this r(~~:1l1atior' 

rstitute INSCO~ imple~en'a:ton C' thc~~ gu1d~lineg. 

~~eprov~l... U:;iCO:·i C(:in~one:l~:~ nay :l,)t enr,age in or eont::'.;tct any I"esearcr. 
;' t es t l.ng lnvo 1 vL-.g human gil:> jec t:, \0:1 thO!lt advance appnwal throl.l :(1 the INSc.cW 
.:11 by an INSCO~1 a;'1proving offtc1 " ('r id.ghcr level. ofH.cial t ',"Il'~[e app,:oprl­
"'. Thl:~ approv:ll i:; rl"'~'Jlr.,~J ti;:"rd12ss of the dcg'cee of risk involved • 

.... 1. Risk determ1nZltlo11s. ·.f11e Ir-'::C)!'! HT:{B will render all rlsk <lf~t.!rmfnatioM; 
1 ,";;].rlinfllisc6-i1~-s,:::;ir:Ch- or I:esl. j ii: i!; Jul\Ting [,,-,'nan sub_~,!ct!l . 

. I. Risk vC!'su; .\~~:::.f it:... The l>·.,:·.~e </: potential r1s1 .. involved tn any prO'­
·,,·:t will ne'J'~~r ~;{cc:('d the :~>:i1('ct'n '~0ni~f Ltg of that effol-t. 

" J). Moral, ethical and lC',;::t1 con.·::vr:ts. The l'!':0ral t f~thical ,3nd lel;.?l C0tlCCpUJ 
,.: the-;-.i"~ze--;r-h\.~.-sllbjeci;'-wTI:l·-~-~:·'-{;)llo .... ed ,15 out,lined ir: this reguLlt Ion. 
I' i~(.mtary consent of each human sllbj"-!c:: is eS~I~ntial. ~!i.11tary pc~rsof)r,E!l are 
")~: suhJect to the iJCl.iforrn ,'::o.je of >1111l:ary Ju~3tlce (PCH']) f~H· choor;ing not to 
t ~,:.C' p.lrt as hum.'l!1 :",jtJJeets. 

';--.f,. Fully infor:11ed sllhic';:t's. Only ;H·rsons \,,1'0 are fully jnformed and volun­
r.c>'r tot31~part :"1.1Y-};,:;-~,-::::·2d 3:-::' fWna:1 subjects in INSCO~ rf,~.earch"lnd tp9cing 
j,.:; l.vities. 

~ ... /. Us:::.....£.~ nor,-U~:....E_!_~.!:.~ns. j,:t'~;l'.;:r.:::h may bt:, conductpd out'3H(~ the lIS th,)t 
:;C'·lvC's non-US citLzens; howevel', :111 requirements of th13 reguLltton appIte·' 

;c to human subjects ~;hal1 he eql.:al1y applicable to non··~JS citlz';'l human sub­
. ts. 

~ed leal care. Vo Lunt,::e rs ' .• ill be author"i zed all neCC5sa '7 c:t:dicn 1 care 
f;;!~ injur'yor dise7ise t}~at 1.s the proximate result of tal(inf; part :.(1 approJed 
n·: .. iCmf research or t.::sting activIt!,.;:", 

;.- '.:J. .:?..~~Eed object"~~..:~. Each pre j.!ct 'Nill 1:e desi;ped to <lChi.evi~ its statl::d 
iii _\<,ctives. The Pt"opo~.f'd nd;nbec nf ~,\lb jects will he the nini.'1lUm n(;died to In-

, ~ ,- ~ t ha t s t .J t 1 s t 1. c.11 1. ~/ .r; i :;.~ ~~. i fie ant r~! s .j 1 L S are () l) t (l .i n e (i " "', 

' .. :1. Physical <l:ld :-e:'.tal ';utferi·:". :::1ch p:cj(>(:t W'U.1 r> c)J1d\!CL~~l in ~',uch a 
;, i .' ne r as to -dv·oT-;j--~1~1;;c:·es·,;-Zlr y-'P'~-\ ' te- .'.1 a nd me n t a.1 s uf f .' rill'S. I' r e pa l;1 tj 0 rs 

)'-1 
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\oI'ill be made
l 

and adeqllate factU.ttes p,'ov:l.,jl'.J to prote:'.t the suhject ancI L­
'H!stigcHors ,tgainst all foreseeable injlJri(~~;. disabtlttles, or death. A pre 
Ject w:!,U n()~ be conducted if any reason eX L:~t£. to believe t~1at death or inJ;.l1:' 

,,;111 r€:3ult. I The degree of pott:~ntial r.l~k wt 11 never ex,;eed the expected ben­
f.its of the p'toject.. 

I 

3-12. Quali tic.at1ons .of lnves~JJ~.!:.9.E..:'_' O:lJ), perSOllS juc!i?,'"d qualified hy tI, 
appropr late approvl118 autho r1 ty will con:,IJ'" t ;!I.!:nan subject [: :udies. T11C phy.s 
cian respons{bli~ for the health and w"l f,HC)f the subject may at" may not 
the princ1.pnl ir:vestigH tor. The phys Ie 1.,\1 t·; authori zed to !3 top the project" 

I 

any time he 0lr she believes that: injury, Ji.~;:lbllity nt' dead may result. 

3-13. Minor:l: Minors may not be in',,\)1vel~ \; hUlTcclr. CCSe:.ltd1 subjects wi.th-:J':L 
advance approv;l1, in each C:.:1[;e hy the I~;S~ml 111 r;n. 

I . 

3-14. ~~4.~.!ng (~L2.?lunt~:~.: Volunteer recuiti-1g wLll he accomplishe,:: • 
personnel reslPorlsible for the conduct o! Cli': partJcuLlr p .... :;'ject, or as otth' 

.... ise speClfiCrll1; approved by the INSC<Hf llTR'\, 

3-15. Protocol guidance. 
1 -

a. Ea9h approved protocol will bl! re,' \ '>,led at le.lst annually .lnd on 
continuing ba3is as determ1.ned 'tv th,~ l:~SCC"1 lITRB. Annually means once e.J:' 

I • 

12-month peri(ld. 

I 

b. Thi deci~Jion as to whl~ther a rc!;<,~ .. rd, protocol involves morE! t'i 

TlllnLnal risk (hall be made by th(: INSCOH l!Trw. 

c. Thr research protocol will b',! ?r(~p3red In aC.c()t'd;1.f1ce with the l_ 

structions talned at appendix B. 
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Chap te:~ t. 

PROCEDURJ\ L GUI DANCE 

4-1. Technical reports. Technical rE'ports will be prepared as pre!scr1bed.,n 
AR 70-3"'i:"a~.ulfolft;wthe format of MIL-STD"84::·A. ";.Jhen appl~cable, these reports 
will contain the following statement: 

For the protection c,f hun\an ~:;ubjf!cts, the 
investig.not"s haw! adhered to the palieies 
of AR 70-25 concern1n~ the use of volunteers 
as research subjects. 

4-2. Advising the Hedical Rese,lrch and Development Com'l1:md. Two copies (,f 
t,:!chn1.cal --rt!ports of'- study wilfb;;-f()r':~lidl~]to-i:heCo~;-;riia;;,der, US Army Hedicdl 
Rt.;!search and Development Commn.nd, ATT!~: SGRD-HR, Fort Detrick, Frederick, 
Maryland '21701. When HQD~ appro\o.11, or hi8he r, Is requ:i.red, :l.nfon1atic n 
copies of materia,l forwarded for appr,1v;tl ~'1.U also he furnished to the ofUcc 
above. These will include as a mlnlmum, two copte3 of the protocol, a copy of 
the volunteer agreement and all minute! of INSeOM HTRB meetings revlewin~ the 
proposed project. 

4,-3. Informed consent. Subjects will he given adequate time ':0 re\r{ew ann 1'.(.­

d,ergta'~ural1irlfoI:-;;a::-[on before agreelng to take part in a project. The volur­
;~~ t,cer agreement documents wUl be \-ITt t ten in langt:a .. ;e tha t is eaB 11)' unders ti,:Crl 'I, b:r th(! subject ~ The documents listed helow will be discus;-:;ed with each subj~~ct 

bt!fore his or hl.O!r acceptance. 

'i' 1,11" 

<1. The Volunt(~I~r t~gre\.!rncnt (apJH'nd'x C). 

b. The Explanatiori Portion of ::r..2' V:.>lunteer Agreement (,lpp.::!ndl;.;: D). 

4'~!... Mini:num standards. The 18''''S, customs and practic<!3 of the country jn 
\,rld,,~h the re!H~arch-iscondllctcC: will Like preceden~e over procedures' rt'quir.t'J 
b:; thi:. regulation, ,,,here applic:ahle. 'l":1e project mu::;t rrlr.::t the :,arw star:dDds 
of ethics and safety, however, that ;ipply Idthin the US in'lolving US citlze'ls. 
Whea standards vary) trlf>. more 3tringl::lt .... i1' apply. \ mintrnura agl~ 01' 18 is t'l:'­
quJ::-ed for US citizens taking par'~ in .. es€arch conducted ')ut::3id,~ the U:3,;'e'­
gar-dless of the laws of the country in \,thich thl' effort is being undertaken. 

4--5. Hore thCln minimal risk. Wh,~n It hn!:; been determIned that the rL;k in ,1 

hl~man subjeC'tS-study~rnor(~- than ~lirdlcal, then advance ;~pp'rovil1 L; requl'~~i 
through HQDA (DAMI-CI) hy tht! Secretary or l.'ndcr Se(:::I!tary ,)f the Army. I!1 ad" 
diti(m, a. mcdir.::al monitor shall be rec:ocl:1)t.'ocied by t;le INSCm-! HTRB ard appro'Jed 
by :.he CG. 

1+- 6. Con t :C:1C ~~-2.!~_,';:.~..nd~E:?_' C,,~ t r,J;: :: (' r:; 0 r ve ndo rs li) I j ! ng ,1 p P r:)\!ed D;: if; 
aSSUranCf~ of compLiar<ce shall be co;),:i,,;,-rt.'.J in compliance pith thi.s regulatio'·l .. 
in the absence of such an assur,1'lce,,1 ~;pecial i1"SUL1!1CC' wtll he nego':lat:,~,t 
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with the con ractor or vendor. In all -iq~:::;, however, the Ir-.:SCOM HrRH must ap·· 
prove the IN~cm1 participation in or utUiz Ition of such contractors or ven-' 
-' I 
~Jors. ' 

4-, • Reg ue J!.-f or ~-"pt1on.:'.. Req ue3 t9 fo r e"ce p t lons to this regu 10 t ion will 
be <:ubmitted to the IN',(,CM HIM Cba1rper~;on (DCSPPt-j) with full justification. " I' -" I 

.c.-8. F.xpedtted revic"l .. ' c.<lt€'gories. Catt'god,e'J which may be processed in the - t---------'---.--expedited re11ew procedures are as follows: 

a. Re 1cordi:1g of dat.1 frl)l~ :,ub}x::s ~Iho arc 18 years of age or older, 
L',slng non-inyasive procedures rOllt:LI:i~ly emplo:red in clinic,ll practice. ThLs 
catq;ory doe~ nJt include exposure toelectf'omagneti.c radiation outside the 

I -

vis1,ble rangr (e.g., X-rays, mJcrowJvea). [t does inCl~de --

(l~ The 'Jse of physJ.cal sensors that an! applied either to the sur-' 
face of the lJd:r or at a distar.ce ane do not illvolve input of matter or signif­
icant amoutiti' of enr.:ri;i lntJ t'1t~ subject or an invasion of tb~ subject's pr:l" 
V'lC)". I 

(2) Guch pl:ocedures as --

(8) We1gh:lng. 

(b) Electrocardiography. 

(c) Electroencephalogr~phy. 

( d ) Th e '(r:,() g r i:l ph Y • 

(e) Dt:tect:ion of naturally .)t:curring radioac:ivity. 

(f) Diagnostic echOBr~?hy. 

(g) Electroretinography. 

b. Vo~ce recorc.ings made for re:;carch pt:rposes such a:3 inve~;ti,gations of 
~;pcech defect1s, improver,lent in languag!~ lIi:iUzatlon. etc. 

c. M01~ratc exercise of he~lthy ~oLunteers. 

d. St~dy of exiHing data, doC.:.lW'lt:;, records, pathological specimen:;, 
cr diagnost!1 specimens. 

e. H1.1.0r chang.::s in rreviou~;l/ ':lI)pr:n'ed re~e,'1rch <lm'in,;; the ferio(t fo':' 
.. hi:1: approvill h.JS :)(>('n authorized. 

I 

1.-9. §xpf>dised revje',J pr0ce,Jurcs. {J11(;,'r.'ln expedited reviC\-l procedure, tll> 

HTES Chairperson, or ,i!-:t~ or more BTRP, rp'!1, 'w,"rs "p::;i'~n3tod 1,y the chairperson, 
I 

Dial' carry out the revic"..J. Tl!l~se H;\'lt'::\,J',':S 'nay c>:erclsc all of the al:t l1oriri,'; 

I, ,-:' 
I 
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,) the HTRB except thdt of disar!~rt)"a~, which m.:ly only be exeI'cL;~d as pre-
scnbed elsewhere in this c~g\llht t.n. 

a. When the expp.dlter:! t(:ViE'IJ procedure i~~ used, thl! t'!.:!VlnW(!i"'1 will fur­
:1.' :; 11 complete copies of 311 t:hei r c.:: tons and related ma te rials (e .:~.? researcL 
:' :.:1n, protocol, etc.) t~) all ott".), ·:11.,m1=,~rs of the HTRB. ThE" HTRH Chalrp,:!tscn 
... '!II sub:nit a written ri;!r~:'::-~ of .:::.;cdH.ed rev:le<,., actions to tlw C(; within ten 
~)rking days of apprJval Action. 

b. &'1 expedited revj'~~J prC(t!dllr'~ may be: restricted or :3U~ipElI((ed to pro­
Lt'::t. the rights or \"€:lfare of sll\.k;:~:s at any time based upon e:tthl!.t' directio':1 
Ii' n.n approving offl:.ial or requt?:;~ by nny membe~r of the nTRI~. 
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. . 
Chapter 5 

INseOM l-U,;'HA~ TECr;~!Cir (ICY RE\'lE\~l aOArm ACT IVITIES 

Composition of the 1-lT~B. .·ie::b(l'ship in the INSCOr< lITR8 wU1 con~ist of 
:,'~ chairp8rson; -'at'-'le7:~s{x- ot ': . r r.£'.gll I.ar members, ap;;v,inted hy t: he CG froll: 

'.,',\1[; the norninatiuml suhlli,ttc..l ~:, ~,,:.cl)rdance wi.th paragraph 2.-1) a'1d 2-··H, 
!"ve, or fro;n other sour:>~s; .'1:1 '.;~t:cutlve secretarYi and SUi::' other ex officio 

tl;·,,~ ad hoc lnernbers as ;:r~sc:ri.bed ~n ;.hapt!:-:r 2, above. ()ne regular rnemb(;r wilJ 
I,., not dff11iat .. ~J ',Jith th(' IS'S~):!ln(l not p.'H~t of t'1e Imm::odiate famil/ of .:' 
;' :. '3on affiliated wl.th the INSC!J~i. 

(.,,'~ General crtterla f.1r trjelnb{~r~ltti.p. At lea~lt ont! member of tht! ~-lTRB tTtll be 
r r <' ill 11 r~of es s ion7i.~;;s·rt'ionT1-C"ti ~i t'~;-r;'rLM rily c: once nlt~ d w t th th~.~ \¥.~ l.f a re of hu-' 
r"IC: persons. At h:ast or~ ncmbe-r' \,'ill. ~ non-sclentific, such [s a :'.ilwyer, 
·~,thici3t or member of the cll!rgy. ';:HE L'lSCOH liTRB may inllit,~ P(~cso:lg Wi!.~l spc-' 
cLal co:npetence to .1SSi.St in the ~':'Ji(,~l of complex issue;, that: re'l',dre exper­
t i~;e beyolld that aV:lilable on thE' iiTPB, These person:! normally w'l.U not vote, 
,,;11ess he. or she is servlng as the :lon·-I~SCOH memher .)f the HTRB. 

)-3. General commj,::ree act1vitir:''''. ~:ach reeUllT and ad hoe committee member 
sh311 ha~e one "eqcl;lT-vc;te, '-:lr1dt"i~';"'~'~:tUe committee :..1ill he vest,2d · .. i.th the le­
~';)~'nsibillty to determine if a Pl"!):;():,;ed activity is accertclbh~. A::cept<.,bilily 
~d II be 1n terms of Ar.my i'!edicnl [·."pat'tment (AMEDD) c()fnnitlT.ents lind reg'.lla­
tfJns. applicable law, standards c[ conduct and practice, and wi:h full consJd­
pr.t!.:ton for the particularl:; sensi: !.\'~ nature of the INSC'.H1'!1 role JS an l.nteJ.-

a. At le,wt five votIng :7I':'111:)('I'S 1.':111 1;1' required to l:ons-::it'Jte a quorum 
,f: ~3ch committee m';et lng. 

h. All actions c·r :.:h€~ cOfll-:dttf'f: l,.;il1 be hy majority VJte of m!mbers 
i)" . s,-;nt. 

a. Except to provlr.e Infoe;",' t01 requcst(~d b; the ;nRR, ::10 I.~iSC(:~i H1'I\3 
':lber moy ta~e part ;i1 a r,~v:~ew qf ,.!ny p:'oject which ic; ,;pofl:30red '~li' th2t: nem­

I··,'S ,)rganizatlon or uffir::e of e::JpL>yrn'l!nt or i19signrncnt, or In l.hi.:'f! th(re 11'1.y 

o'::1crwise be a conflic.t or .:lrp(~<lI·.li·ce 0:' a confL!ct of intere:lt. 

b. The lntr:~n,!ec' appr;)ving 1)[1' ;,,;::1.11 may not he a member of the HTRt. The 
.:"pproving offir..ial rD3Y Hot appr()\"~ n:5<~;}rch for which he 0: she Is 'il.so H prL\­
d:l;ll or 3ssociate invc:itig.HJr. A higher echelon of c(nl!~land must rev{ew and 
,~<iprove such projects. 

a. In eValllJci0!3 ltl'! risk~: and [>,::rlefics for pro.iect~ un(iel~ c()n~d.derii-

"I,)n, the INSCOH H"~RB ::hould con~~id,~r oaly t~lose that I:~ay resul~ from that 

5--1 
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particulJr project I unless a cle,]."- 1I.p< .• ~:! h:l) hf't.!:', E'~;tahltshed to otl:t't I;' 

jects. 

b. To appro\'<; an effort: cov-=r!~d I,,' this rer;ollt:I';n, the INSeOM tn,', 1) 

determin'.! that all of the requirement ~ b~1..:)\J are met. 

(1) Risks to subjects are ,nin :n.\::ed by using procedures that ,J:, 

(a) Consistent with !'(lUl:d i.nvestf.gatton desi8;1 and do no~ 1" 

essarily expose suhjects to risk. 
I 

(b) Alr~~ady being used on subJe~ts for diagnosis or tre' ,C 

when ap~ropr1ate. 

(2) Risks to subjects an! re,l!;'I:\ilble tn relation to --

(a) Anticipated benefit;. if any, to the subjects. 

(b) Thi! importance of \:1 J~ kuowl:::.dge that may be exper"~ ,'d 

result. 

(3) In making an ,1ssessrHent for the s~:lection of subjects, th,} -:1'" 

sar has adequately consldered --

(a) The purpose of the il'\."sti?,<1tl.on. 

dueted. 

(~) Informed con~;t:':~t wll: bt! 'I"'llter.' ir-o'TI t:',tch subject. 

(5) Infor.med conse1t will be. j' ... .::lwr]y docu;r.'~nt:ed. 

(5) The Pt'o~~ocol takes a'!equ"tt! provisions :'or monitor,fng '::h' d, 
col1eete~ to insure the safety of the suh!:cts. 

(7) Adequate provlsions e:cbt: (,) protect the privacy of suh}!' 
to m,lintl.in the confide:1tiall:y of d,;ta ~/ll"n a[,HoprLHe, 

5-6. Sp~cill consideration c; I)f 5ensiti'r~i:.'. S,vn." or all of the 9ubj0.ctQ 'J 

vulnerabre-tOSpec i.i1co;sid€~ratIOrl~-:)t ~ ~·)'L~ ·'1~l i t i.vi t y heca use of pas t ass 1'.,~,::I' ',1' 

affiliations, tte. In such case'J, addi-tLonal >,afC'l?,u;nis will be facIl' 
protect I:he rights and welLlre of tht,~;" subj~>,~t::l. 11 no instance ...,1; 1 
INSCOH he a party -:'0 any research .... hleh Involve:; the IJS(~ of persons wit:; ,'I 

or severe physical or mental 111nes:;, ".: those W~iO an: economically or::,fuc 
tionally disadvantaGed. 

a. The INSeOM will siispeno or r:ermi:13te a jnoY2,~.t th;~t --

', __ 'l 

Approved For Release 2000/08/08 : CIA_RDP96-00788R001500140004-8 



( 

, . 
,'f 

I 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 
:~ February 1984 USAINSCOH nep ... latlon 15-3 

.. 
(1) Is not h>1n~:, ''::O!lcl\:ctPrl. ;::,,:cording to the HTRS's requtrl~ment:s. 

(2) Has been a9so~lated wit~ unexpected harm to the subjects. 

b. Suspengicr~g or termtoa:.:; 'In:;: (If a project will inclJd(! a statement of 
tr:!:' rea~l()ns for the HTRB1s'l,::tior.) ;'tnd \,rUl be reported wtth5.11 2,~ ~'!(lurs to t.he 
prtnclpal inves t 19ator and thc;> .1H "':ving cffic tal. 

"., .... b. Recor.ds e 

a. The HTRB ~xc-::,utiv:: secretary ',d,ll prepare and 8aintain .:ld,:!quatH docu-' 
,":-.ts on HTRB actl.vit1,'H, incluctinr. -..• 

(l) Copi~,~s of .:.1 n pru<>.>.ll!: :"evie'l-lect, scient ifie evaluations that 
:, ',,',c' ompany the prop.)sa is. :l,P :Iro\!t"c! <;a:ro Ie cons('nt document"s t progl:'I~ss reports 
s.lbrnitte? by investigators, and rCI,qrts of injqries and eriverse reac:tionn. 

(2) ~hntli:eS of HTRB r~I··t!.ng:J show1.ng attendal1~:e; actlcns taken by 
I ;1'~ tNSCmt BTRB; Ue vote c< th( ~.' a(,[:ions, lnclud5.ilg the num.ber of r.1C'mbers 
I,·:)t.~ng for, agaim;t, cl!~d d[~,~t:;ltnin:," ,1 decision; the basis for 'Cequid.ng cha:1ge.9 
(Jr' disapproving :1 pl'."oJectj ':llld iJ '.',i.tt'~·,·L 8l.1mm.lry of the dlseusBion of contro­
v~rted'lssue9 anri t~,~ir rCG~ll.1tio~. 

(5) A cu:~tt::1t IJ.st of FTC:~B f3embers. Hembers w111 be .L':,=ntif ie(i by 
h~, (,,:lrned degreE'>, ·.cpr:~s(·ntn~tve C..lilClcity anrl experience, s\l~h CW bo.1rd 

,""r:tflcations and ]icenscs. The lnformation ''''.lll he cOr.lplete en'):Jgh to des­
;~;I? each mt~rr:ber's chteE .~xpectl.!d <:on'trihut:lons to HTRB revlc· .... B. tmy,:!r1ploy­

:,.!t: or other reLit "Jr,;htp hQ!:\·lec:l r:h~:::l,,'r-s and th." INSeOM .... 111 be noted. 

(6) l.;rritl:,~n prc,,,'dllrc:. [n,lllcHng IH;endas, e:"p,>dltcd 'r('Jiew prnce-
','.':';,3, etc., for chI> I!T'~lL 

(7) Statl'ment:;; 01 sif~nU .. Cln.:: n~w findings. 

b. TIll! records reql!ir~d by 1.:'11.3 rCf,ulatton will be retained permcmentl.y 
, n ~i.~r i\R 3,~O-18- .. 133 Such ri~cord3 \.;tll be reas(~-nilhly lccc~sible f(;~r in9pE~cticn 

",,1_ copying by authorized DA per'(,I':l.~l and representatives of the F,~der;;.l. Food 
:·.;1 •• Drug Adminis t rat: Ion. 

. . 
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A PPENJIK A 

TERHS ;\~'C ABBREVIATIONS 

Secti0n 1 - Terms 

A·-l.. • t-..PFroving of ~_~~l~!.. The usr:c\~t Command inc Gene r.al, Deuuty Co "1'11andp r, In-' 
t d 1 igencc, Depu ty Conm.:tnde r, SU':'l':J01-t, or higher level of f iclal, \oIho has be!en 
d·; Legated authoL·ity tu "ptJt"ove the u.,,~ ()f human subjects in reS(!;lrC'\ • 

.\--~. Associate investigator. A wr,lcn who ma.y be dc~ply in'llo1'lI:!d 1n tbe E~X€!-' 
cUllon of research 'b~t'd'Ocg--;lOt h3"e O'l{!f.111 primary responsIbility. 

1\-3. Consent. Tht~ It~r;.:111y effccUvc agreement to take part as a human suh­
j.~c t:. The agret:!rncnt I'wy pertain Lo Ofue' 5 own part icipat ion or be La behalf of: 
another person. Three terms assco:lated with this meaning that diB,:.i.nguish be­
t\.]0cn the' legal val id1 ty of suel: agreements 'are subject consent, permissior., 
<Jnd assent. Th(~se terr.l'3 are definl:d bt~low. 

a. SubJ!..ct ~::~~~. 
l~gal capacity to consent to 
gent pertains only t:> adult~l 

Agreement by an adult person Illho h<:15 autonomous 
t:akilliJ. i",lrt as a human subject. Thts «)t'm elf con-­
'-Ihe !uve not lost their legal C.!.)fl<: t 1:y to consent. 

b. Pertr.ission. Agre(~rnent ty ~ "legally authorized repres(mtativE''' fc,r 
". Liking part as a hum.ln nubJec:t cf <:lOother person who does not P()DH(!SS i.mtono­

I' u:)3 legal capac:!. ty to COHSt!nt: in r. 1.9 or her own behalf. A legally authorized 
',.'j:resentative is a per.son or jl\dJ.clal body authorized under applicable 1a',. to 
"Hit pe:rmisslon (alst) kno .... ";1 as third'-party cOI1sent). 

c. Assent. T~c} :tffi:rmativ'~ rlgref~ment to take part as it hUlllilJl sub~ect by 
j person not possessing ilut0I1oJmO\'~ legc,l capacIty to consent tn h1.!i or rer own 
';'''_':lalf, but .... ho is capable of understanding wbat Is proposed and able to ex­
;Jr .. 'S!3 an opinIon as to wtll:lng'w:.:. t:o particlpate. Assent is (!C1'r"currence in 
'..Jllt is propo~ed, hl:t i~j nct <l S·l')s~:Lt'~ltC for subject consent b(;CLIJSe, unlike 
," '1 1sent, assent has -Hi le!;c,l E'ff~.:c. 

A":.. Experimentation. An~! reset~~':'l ot" tes ting activity tnvohd.nL buman sub­
}.,<::ts that may e~;)o:.i.;-· such !iubjeC'tE to the possibility of permaf!ent or tempor­
<'ry injury (includll1~ phy~lc"Ll or :.; ;ychological damage ane di:lmap,e 1.:1 the rl~?ll­
, cion of such pcrs::ln~) beyond tll( risks of injury to which such subjects are 
ordinarily exposed tn their daily lives. 

A--5. Expedited revi.~\ol proJcedur12:;. Til0:<~ procedures used in l~esearc:1 involvlng 
11) 'l,ore than- minima]~ risk--and--thos,! w;e.i for minor changes 1n appro\l'i!d investi­
g.? dons. These procl~dure~ m.in iml,~~ tf.rn; required for review. 

,I.-t). Health C{lre pt".lctltinncr •. \1 il',lividual trained to interact .... ith p.1-
!: 1" :11: s to pro v i~h~ ,f(;;;71~;;~Z:-"'-:-r- It'' ,I U't~ t' t P roc (> j 11 res 101 it hill es til b 1l. dl cd P to f e.3-
.;;j '):1d1 standards. 

A-- t 
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A-7. H!lmaq subject. Any ~)ergon, wheth.·r' :r :10t :luch perscn is a US citiz i !:', 

about whom r:i-Ii:~ve8i:igator conducting r~!lC;ll"ch testf.ng ()r s'~udies obtains d~: __ 1 

through !nt,e ::';1,:l:ion with that pe ["son. 'aot', :ily~:d.c,11 procedures and manlpul:l­
tiona of th~ subject or the subject '9 envir':'f:m,nt are includ,:!d. Human subjec: ; 
[f;.ay be thought of as direct obJ€!cts when thl~ research .is to determine th.e e'·· 
fects of a ~,:£w syst!~m on man (for exampll:', th'~ psyr.!hological effects of a. par'­
ticular int/f crogation techn:! que on an ind i v-, cu .. 1) 0 r as indi !:-ect objec ts when j 

test is conp'Jcted to determine how man ,:lff,~::t:.3 th,:! ultlmat,~ performance of ,1 

system (doc~dnl~. ct)Ocepts, training pr{)gra:1~)' 

A-8. Human, Technology Rev1ew Board (Hn.B). ,\ bo(~y set liP to provide InitLil 
and contlnut;lgrev1"ew of n~search invo l,;Tn.~~ r. Ie u~;e of hum.m subjects. HT ,I 
fulfills al~ the functions of a human u~le C "l'J nit tee a!J descrIbed In AR 70-2:,. 
It 1s fundarF':ltally simila.r to an Instltlli:bn:tl Rcvic\,1 Board (IRE) discussed !.) 
guidelines t3'Ui~d by the mIllS for human r!:~e;lrch, but has some1...-hat differ~"­
author! tJ aS

I 
(~o,"lpar,~d to an IRB. Wi thi n our, ,luth,J( i ty to approve the usc "l 

human subjec,.:! In research Is vested in com'.1.,0.!(>rs. In the ::.NSCO~,t it is ves::'-',J 
I 

iil the ce, ,H"ld has been delegated to the rC(;-I and Dr:C-S for matters un,l, " 
I 

their respective functional control. ApP'o-J'1ng officials act on recommer.'l'-
I 

tions of vai
l
ldl)' constltutetl HTREB. Out~~ 1d,~' /lOD, rl\l~9 tend to be vested W/'\ 

this authoryy • 

A-9. ~esall>~ atlth~r1zed rE~pres~ltati ve. A p'-'!r'SOI1 or .1ucHdal or other bod 1 

aLlthorized tl11der a~plicable law to consent on behal [ or a prospective suPj..;~' : 
to the uubje,;:t taking part in the procedures i::volv·ed in the research. 

\ 

A··lO. ~J~.~ t:lon~tor_. Tllis person is a rr(: !tar;! :'.'r Departr,lent of the An,: 
civilian phyncian who is respon:,iblc for ,)),s,'rving human !Hlbjects during t:,·! 

I 

conduct of f1searCho 

A-It. Minim,~l risk. {.,hen used in the conLe,:i: of tj~is regulation, this mea::~ 

that the rl::'r.s of harm anticipated in the pl~~tposed res(~;Hch are not greater, 
con::liderinsrC'obabUHy and magnitude, than those ordinar::-.ly encountered In 
d:;dly lHe o~ during the performance of rouLJnl~ physl.:al or psychologlc.al exam-· 
inations or trsts. 

"'-12. Princi.,pallmrestigator. A person j r':'gar.'dless of titlp, who is primari~:' 

responsible ftr the actual executlon of the research. 

,A,-B. ~~. l"he written, detailed plan by which rC<J0arch is to be co 
d,.lc·ted. The rlan contains, as a minimum, dr~-::·.:s9ion (~f 

a. Thl! \ objectives· at the project. 

b. Thl~ 11nformation to be collected. 

c. Th'2 \mean~; by I.hich it w~.ll bi? c.ll:t -.,:!~d .3!l.i eVJ.l1uted. 

d. An lS:3essment of potential risks .. lli,l benc~tLs to s,lbjects. 

, A-2 
Approved For Release 2000/08/08 : CIA_RDP96-00788R001500140004-8 

I 

I 

I 



14 

• 
Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 

2:~ .Fehruacy 1984 USAINSCOM RegJ~ation 15-3 

e. Safety meJ:3\lre:}. 

f. Other mea :1:3 1:0 be uE·ed t, r.·!du,:e the r1 sks to subjec: ts. 

:\.I~. Research. A systl!nl1tlc in ,·,!:,tig"tlon designed to dev(~lop 1)(' contrlbc,te 
to general-knowledge c()nc~ rn! ng mi It ta ry or intellf.V;,cnce prt)bl{~lU;3" The te m: 
]'",'S not include indLvidual .)I' groll'~l '~rltning of personaE!1 sIJeh as .~(Jmbat: read-·· 
tli(''1~, effectiveness, proficienc:, (,r :~Hness exerci'Jes. 'lllis definition 1s 
'l!.lqlle to this regul,ltlon L'lnd 1s r.:)t lnt"~nded to identify an effort for funding 
'~I,'·!I~r approprLlt1.0nS intended for' rkst:'~:rch, Development, TI:!8t ant Evaluation 

i .~)Tr-:). "Research" b th~ sens,.' applied in this regula tl Oil ( .. lll. be fun1ed 
,. ',rding to the project, efEort, ,~,,:e., to which it .appU(?,s. 

" :. Research :md e]..?velor:nent. Any scientific inquiry, lnvest 19ation t or 
lldation performed or--cilrecte,j tc u~:t hypothes<~~1 or dev<!lor cc:.cepcs con­

(. r:dng pl~yslc31 or hlologic/Il princf.pals or lon.s. aescarch :ts a fHjor explor­
:\; .: ,)n of '-the unknown a:ld conl:ains Ilnpr8df,:~table elefllents. Developr:' .. mt ,lIsu.'111y 
::. conf ined to the qual1fic3.tion tJr '.'laboriltioll of kncHffi pdn<:lpal~r. 

'.,16. Systerr:atic lnve~.,tl)'. .t:ion. '\ formal inquIry eeneral1y detll:tiber:! 1n a 
1':' '::.: ocol-thit-51."! t S-'[ J rtit ex i~ILc i t o.~ .", f'C t 1. vcs and fonllil 1 procedmcs des 1. gned to 
'·';:ch those objectives. Tlk teri~ .. ir,cJudes clinical invL~stt~at:tol13,. bu:: (loe!; 
ill t: include post-tr'·i~n t -,g ('l post····-I\C l"ap:~utic il1quirt,::,s intend.!!'! 01".1 y to ~"alu­
;d,~ individual progrt~!H; Ilr respon~1 ~1!1·~IC!:·:3 to tr:1ining or therapy. 

'''';7, Test and ''.valu<lt:!on. An <..'!f(~rt: or agSI~ssmer;t to va:,Ldate propo:,ed or 
I '<>;ting st.:tndards--;:;l;---c·o~IC(:·pts of cl'''fonnance, either of f:ur.lans or d ma::~r~.1L 

/,-1:3. Test parttcif'3f!U:. HUffi;cn, ':!rC'l~tly involved in -:esl: and t'valuat1.ans, 
1n r who are not thl:~';:'cf\;es the dLr~'ct: "hject of such act:ivltie:;. Genl~eallYI 
tt~r participants are not regardcc . .is receiving any direct benefit:s ;1S a result 
(,f th(!ir participHl()n 1n the te:;t (f(~r example, a new doctrine l)r tr,:dni'lg 
('H'.(~ept) • 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 



i 
i 
I 
i • 

I • I, 
I 
I 
I • 

Appr~ved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 
I , 

U:,AINSCOM I 

R? .tl1.J. tion 15-3 

I 

I 

A::SI .. 

A :{EJ)----.--.-j-. ---------------------... ---

I 

A~I----------------------------------
" 

C!~ NTEX -----~- •. ------.-------------.----
I 

I 
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'I 
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I 
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H ?TF---·-----~·---·-----------------·----
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M..\CO!1-------r---·---··---·---------·-.. --­

SJA---------r-----------------------­
T:G---------l·-----------------------­
U .)-.---------~.-.-- - ------------ ---.--.----

i 

24 FebruaJ:\y ·1?i , 

Ill';art-',.nt of the An':' Assistan.t 
Ch~cf .)~ Sta.:f. tntl~l!.igenc.e 

Ari'Jy ?-~:2.: leal r.:~partment 

US Arm! R~SeJL:h L.st i.tllte for the 
BehaviJrnl and Social Sciences 

Th,.~ I W;Cm1 Cer:ter for Excellence 

Code of Federal Regul~tions 

rs Ar~: Mater.iel f'cvc·.opment and 
R('~)I.';; r" .:!: COIO·ncJ.nd 

ThL~ 1~:~CO~f D,:;pllty Chief of Staff for 
PerHOIl' I ,·1 

The T'::;CJ~1 D,.~puty Chief of Staff 
for J:1.1ns, PI'0'.'!ram3 a~'.d Hodernization 

TIl' ] :;;C)~! D,:~puty Chil f of Staff 
for C r! ~ ~' :I t i 0 "1 S 

Deptlrt.wnt of !!ealt'; ,nc! Human ServicI": 

Th,:' J ~;:;,~Xf IHe', Perfol :l1ance Task 
FotC'( . no 10rl['.'·[ const 1.tutcd) 

The l:1:;CO>r Hl:r.tn T;:chLology Review Boa::! 

11S i\r::: lntelltgc',cc <Inti Security 
Corun"n.l 

tin )0 r l\r'~lY Cmf',.llilnci 

The V;SCOt-l S:.a'·f Judge Advocnte 
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FOR~1AT FOR PREPARATIO:J or A RESEARCH l'RO~'()COL 

S€>Ci:1.on I 

CENERAL INFOl{~ \TI0~: 

L Projec~. tit1::.: (Enter co;uplete project title .• if th1s 13 an amendnent: t~') 
an existing project I' identify by indicat tng "Anendment No. to" imme(liatc::' y 
preceding the title). 

a. PdncipaI inves tlgato'f. 
a nct te 1 e p 11 ,)ne-;;W;i)"er·j-. --.-------, 

(Enter fun name, rank, tttle, organlzaL i,.m 

b: A::!2..0eiate :~nvegtip,.ltot·~.. (Ident Lf1 all associ'1te investIgators and 
area of the project for ~;hlch each ts rcsponsible. Incllde full name, rank, 
title, org.wiz.:ltion ;md telephone 11l1Tn':1er [or each). 

3. Locatio1 of the project. (Identify all locations at ~)ich the project will 
Le c'.lrrie,r~rutm;;jspecTT);---\"h.lch l:ortio~.s 1.'111 be done at <adl locatJon and who 
1s the point of CI)nLlct at each locat ton. Include telE-phone number for POC:!. 

4. Period covered t,y tbe pre j(~ct. ::G:LV(.~ r.1onth and ye:lr of exp~cted start ,1:d 
co mp lC' t ion - da t:csr:--.,--.------.-. 

I n'IRCDUCTICN 

a. (Enter a ~;hort, or.ce-paG.:! or oilc··p.ttarraph I smnrnary of the pr~)posed 11'('-
jt'!l:t. simi:.ar to ::he aln.tra·.:t of a ~;cient Lf Ie pap/H). 

b. (Eater a liH <lnJ bdef de:;~:r1.pt: tor: of safety measures foe human :;.,:;.-
jects involucd ir.·. th.! pr..:>ject). 

6. Medlc<'~~"'!'pp1!,catto!,:: (Expla::n bd efly the m(.~dJ.cal impn rtance, inc1ud f.ng 
psychological cor.siderations, and possible usefulness of t~c }roject). 

7. Objectives. U;tat:e bddly bllt spNif:.calty t'1e objec':ives of the rrc-
je<:t.- If\ci~jde'-it('rn3 h,~lo .... ,.,1]1,~:'l3 JrrUc.!bl,'). 

,,}. StudY design. (:1ouble-hllnd, C'"/):;sover, etc.). _ ... """,--' ----._--

B··l 
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i 
b. :!lchl<) logi~~ tl)~~~mpl0 Yt!(~_. (1. LS t th.' generic technologies to bf>. en'· 

pluyed 1n I th,: pro jed ). 

c. Tvpc- of popuL,tLm 'Involve!. 
~.-----.--.---.-----.-

, p "'\'''''d) _ .. '..... .. 
([.i~.~t th.! suhject populat ion to be ob-

Stacus. (State \I;hac '1'.1:'3 heen ,1cco1tpl i!·j}wll or publi!3h,~d in the propos('~ 

re', '0"'[ stud'" and d:;s(:r1.b~ how tlds proj::ct I .. L11 t'1!late to, dtffet' f':om and/(\(' 
.dV,~,~1CC t~3t' , .. hlch ~1a!1 all."eady been 3c,::or:plL:.hcd). 

I 

?'~!2.liOI~E.::J)I1)~, ,:LLI[ all referei:cl?:J u3t',l in preparing tht! protoc(1). 

to. Authsri~_L' (Cite the gf)~c1flc ,:mthor1t'{ for the INSC011 to engap;e in this 
pr()~,ect.lnJ.lcate da::l! of aplHoval) ;il1d Lf not yet approved, indicate specifi:: 
approval aut:-1Jrity neejt',l fo. this projl,:t. Identify any poe in approval 8.'.\­

thotlty',!1 (;rganJ.zati..on I .. ir:h ",hem cODrdln:-.tion k13 been effec::ed. 

Sl?rtioli ITT 

PROTOCOL PLAN 

a. 
::out'se: 

(Ortllne expec::ed accomplishr';ent:, 1n 5l1fficient detail to show a clear 
of flc.tion). 

b. (Include dlscu~:;8ton of the te:h!lo'L)[ical va1.1dity of the proposed f(,-

search pro~edures). 

(:. (List th • .! chronological S~0~S 1.0 he taker'.). 

12. Pro1ect :5ubjects .. (Give as a min1.m:n i'he 1,·,formation helol¥). ----1--.---"--

<i. Number _.?_~~.:::"~.j~:~ts. (IndIcate th,~ I()td number of subjects expect.~d t.) 

~'()iT'r]ete th,~ :ltudy). 

<:. Sex. 

d. ~-!.:~~iC:!1 crit:.::.~~' I, Stat'~ s;Jcci :1c <!,pd detailE·d re,lsons for inclusio, 
): 5ub jl:!<::t9 by clas:;, or in(livtdually, as ar'prcpriatE'). 

I 

e. Di1gnostic critt'ria f~::E cnt'"y. 

! 

f. Ev~luiJttons._.E.:.i.,:)re ep~.E.y., (Llclule any phyc;1c,11 or psychological "X0~~' 

Ipflt.Jon:5, ~('dical history, etc., "hi:b. l:, to be done on l~."1ch subject 11-: .... [or,' 

entry l~to the proJ~ct). 

]:.-2 
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g. Exclusion criteria. (Tne ',l(~(' [\ :omplE'te list: de.taili.n£,: th~ subjects. 
(~t St!3SeS, medIcat Lo;1.3;-eC(:"'" 
1:\,( project). 

,,,hieb on:;!: 1 tute the criterLI for excl Llslon from 

h. 

L Subject ide::!.;:'~:..~l~::.atJ,0!1~' C"lf'scrlb,~ code system, i.f any, l.Jh1eh will be 
l:,'tl In the project). 

.. , . 
j • ~,u b j e c t . ...!~.,~~,~..:'..~':!:.~ .. 
obj CI: of thi9 re:;t~::lrch 

(Di~~;':r:be the r.lethocls 
to partL:u]nr subjects). 

u3cd to assign or allocate 

k. Risks and henefits. (Dl!,:uss the analysis of rIsks and benefits to 
"'.:L Jects and to --tT;';; ~:--c~d~~: t Lng 1:]:' rCDearch). 

1. Minimization of ri:-;k:3. (}[scu~;s the. prec<luti.ons to be taken to mtnt-_______ • _____ ~ ..... ~....... \t 

[~::J:e or eliminate ri~,k3 to subjec!'!\ ,1nd those conductIng the research). 

m. Correct! ve <It.:t ions. (Oeser! he hypothes ized adverse react long and cor-
t'(~ct:ive ac:iori-s-e:;'pe'(TC';rro be ta''''n if such adverse reactions occur). 

n. ~ecial ~.~.£..~~~~. (Des: r UJ('! any special r:ledlcal or nurs Lng cn:ce or 
pqutpment needed for subjects adnlLI0d to the project). 

<I. (State the C'.om?let'~ name '11'::1 c.escriptton c,f all t .. ~chnologles to be 
u~2d, including procedures fo~ their application). 

J. (Identl fy the source of .elL technologies and related 
et:. List all co~ponentR and m~nuf3cturlng and quality 
r'1,,:..!dur.;~s, wbe re :'.Pllic.abl(')., 

f. ten}!) I devices, 
control plans! 

.:!. (IdentHy the r:lcthodd.ogy Fe," appl1catio;]., if diff~rellt frOID procedures 
d";cdbcd abo',e). 

d. (State the sr-iltdule, .ldliiir:LtL1ti.n[1 and duratf.011 (·f Each aspect of th{~ 

.' ) l'·~ct) • 

,~, (De.:3cribe in d,,:,ra.i.l ·:ccomp,;.l1;[ng (levices "md their Intended llse. IJen--
. r' wht!tber thcs<: ;J.n~ clas::;lfied ,"3 fai.:dical (levice~; and wh2.t:h~r the medical 

(i ',lees amendment to t1.e feJ·~r.11 ;~,·t)d, I'rug and Cosnetl(: A,:':. applie~;:,. 

f. {Discuss l:lbeling to lli::!dic.;l (k~\'!c(>s, wbere app?1.i',\blc). 
-, 

~ E:::~.!.:!:~~.!2Y_.2::!.:.J .~._~l' :.I~~~:~~.: 1 nc:! .. ,' :- 1 .. ~.~)~:5!: ?, __ t he _ .. J2.1~.() j C~!:..' (A p Y'oj e c t 3C h,> l11a t: I r: 
!\C.,/ be includeo. (,r "II,' ! t,·::::, m.1\' ),~ j L;tt~d as iorl [catt·] h,:lo'.,'. In ~!I.tht~r 

c. :;e, it ts impcrt illl td ldt' .:t: ify :.11\' PC'! ~;on who \.Jill perfor;n e(J.c~\ ("';iluat 1(0). 
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USAINSCOM Rf'guLit1.on 15-3 

a. Spr:.;~~~':o be collected. 

(1) Schedtlle of cdlections. I, ~ --___ • _____ _ 

(2)
\ 

Evaluations tC' be made on ~~pel'~'~~~!.' 

(3) ~torase. (If applicable, 81,\' .. > where 
are refilJ.irl~'.) 

(4) ~~lng ~Ilspos~: 
(5): L." bor:1todcs r.erfor~in. "vn.~~ .. '-"!';.'!.. 
(6) Srecinl·precautions. 

\ - ,- .. 

.. 
24 February 

and If special conditir:r:; 

b. CU,11ci11/behav!oral assessments. (It.c lud,~ how !1dver~e ef fee ts ar{~ -'j-'--')e reco rded 11, 

c. mf2.i~n!:. (State when desired dnd the fr8qUt~nc:y). 

d. ~\;:~~.p proc~!?ure:~. 

e. Disll.9.~.!tlon of~~ .• (State loc..ltlC'Tl and duratton of storage. lnell'l,' 
pertinent i I' forma': ion rega :-dlng Privacy A.:tmd AR 381-10 considerations, 
.!pplica;'lc). 

\ 

f. Metl/ods used for data collectior. (':,~,\te edtlcal 1I1easurements used ,~; - .. ~---.--------.----.--, end points 'T characterize safeey, efftclc), C~ equivalenc.y). 

15. Departu,re from protocol for Individl.la~_.·_;\.bjects. - r 
(rse fleXible, but definite criteria. If none is to h~ 

,I 

a. ~l\ allowe!!.. 
allowed, so rtate). 

b. YJ'ho ...... will be notified. (Include bot.h thos!' rcgardf.ng the indivtd\"li 
~ubject, if 'kPprOPriate, and tho~:e elsewhere .... ithb the INSCO!'1. }fust notify .1: 
.;.east the HTrB). 

1.6. Ad'Jerse,reacttons. (Must currelate wi.~h raragr.lph l::J1,. above). 
\ . 

a. De flY, t ion .. of sub'lcct l.'E'i'lC t i()ll~ • 

b. ImInE;l 1a te .:-epoc·t i ng --E!.£~:.€'dure ~~. 

c. ROUt.ire!. report ~ng pr(lCN~:~. 

d. Poten,t.i.11 post··'proj,~ct a'\·/t>r:'l' r",J(" ; ·"\S' r ---
i 

B-1 

Appro~ed For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 

T 

1 

I 



J l ",\ 

Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8 

:~ Febr~ary 1984 
• 

Sec:tL(')n IV 

AD:Hn;:S7RATION 

r'1od1fication of pcc·t.)col. :DetiCl"ibe the prtJ(!edure to be follow(~d tJ 
,dify, terminate (;~:-···~~~teII~Tthe· prutocol). 

,Ii. Publications _lOel repc rts . (De:Jc rl be use, including potent '-'11 res eric--
I: i ons .o.~lf;r;W-0~;:'.lnd-;;;~~bll(:H 1"05. ,mel reports arising from the: project). 

::0, ~ding. (Identify s(JlIrce .)f t:und::: and any :3pl~cial or unusuc:l funding im-­
F --; ications). 

2l. Medfcal monitor. (State the nnne and telephone number of medjcal m~nitor, 
~,I i:n applicable) :----

::;'. Protocol revi,!'''. (Identify I-h~ Luman us,~ committ<:c or instlt 1ltional :::-n"­
"'~UJ board which w(jl provide 1n1Ld, continued and anmHit review of this pt',)-* 
j <. I: () 1 ) • 

/,~ tachments 
.-~ -.------
~ - Proposed Volunteer Agreement 
II Propo'.ed Expl.ln'ltiC'll Portion (If ;he Volunteer Agr~erllent 
~ - Review of Scientific and ~uman Research Issues (jf applicable) 

Blographic Sketch of prlnclpal a~d aS90ciate investigators 

1:--5 
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APPL:--;orx C 

VOU.";';'EEk AGREEHENT 

Pa.rt A 

, having ntt.:::i1nl-:!d 'ur elghteentll 
birthday ;--<uld-nthC'-r:··:Ts;~ h..,.~L"·lg--fi;11 capacity to consent r do here:hy vol--
to participate in a:; lllV€':"tJ,."lthn study entJ.tl,:d: _____ ,. __ ,_. __ ~._,_ .. " __ .. 

-----.. ----..... --... -.,--.-........ ,. .... -.. -~ .. --.-.-.-------~. --~ .. --···-·--·-·---·-·:-nna· 
,: .,-~ r-t'"!"h-e -;rrr;; c t J 0.1-0 f-·--···'·---·' ._- ----.. ------.... __ . __ .. _ .... - ---.... --.----.-­

-_ •.•• _-- ••• «-, -.-.-.----••. --.-~ .. ---•. _.-. __ ._. __ ._-_._-_. 

~" ri ~ ' ___ "C ___ «_."'_."'_"" __ .''''_.' ..... ~.~ ... __ .. _.~~~ ... ~ ....... _._5 .... ' .. _____ , ___ ..... __ ... ""'_~""""'.'. __ ._ 
The :lmplicatt()n~: of :11,/ volun!' "'r:: partici?at:!on; the nature, (:qration fmel 

,'J';Jose, ~md the mechod::, dl:! Cleans ~iY '"h1.ch it 19 to he con-.:ll1c;~ed; Hnd the in·' 
"jll\'cniences and h:lz"rJ~; to b(~ ('Zr(' :::!d hd.ve ~f.!n thoroughly j~Xpl'l L,<!d to lle hy 

, and ,He set fr;rtr tn P;:.rt: B of this 
,~.: ~:;;;-e!Ile n t) wh: r. h -C·;~:1v-::;·""s1·,:;;·~!~r:-··· C;' '~V;!'-1:x!e n gi ve n the oppor.t: l1 nil:)' : c· ask ques" 

j'!;,IlB concernJne thIs J"vestlgati'.'., study, noe any such ''1uestf.O'1:. hav:J been 
.i·I:·i\.rered to my full (jlld c(w1nl(,te ,J.e! lsf:act lon. 

I understand th,}t 1 may at: anI' t l:TIP .. lllring the c(')urse of t:hl~l !llve~ttg(\t1ve 
';J,.dy revoke my cOfl~i<!nt, a::d witl'('r':l'M from the study wi;:hollt pre.··Jdic~; h()w-' 
'.:-',,1:", I may be recn1red to uncetj.u cr'rtaln further exallinations, If, in the 
,):) i 1',Lon of competent: author J ty, !; leI i e'wminat ions a re necessary f (,i~ my health 
"( l>!e11 being. 

---.'" .... --,-~-- .. ~ .. ~-- ......... -.~ ,,~- .. --.---,------.. --~-.-----.--.,-'--,-. 
Signdtut.'e Date 

------__ •• _--::-___ .0 __ • _.'" •• ____ ._ ....... 

W.1 tn,,!s t" .~~ ) i ::[1L! !:u ·re D<."te 

c··· L 
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, .. 
!'PPDlDIX D 

VOUf;rEER AGREEMEN~" 

Pa rt B 

Expl'1nat1..Jn 'Port lOl: of the Volunteer Agret:!ment 

1. Project tltle. (The title ('If:he project and the pL1ce when! it ls to 1')f~ 
c I)nd~ed):'----

:? Principal investtgator. (MUf;t ilgrcE: with the protocol). 
---..:.-----~ .. --'- -_._--, 

,J. Discussion. (A statemr't1t thdt the s.tudy In'lolvcs research. An explanation 
\,,~, t'he pu;:pose" of the :;tlldv and Lh' expected dUi:-ation of the subjecr:'g partie!-­
[-:ltion. A description ()f tht! pr.;)c~':'urcs to bl~ followed. An ldent Hic[ltion of 
a~y experimental procedures. A st:lternent giving information about prior, sirol­
l:! r t or ("elated studies that pl"o\lide thl~ raticlnale for thIs project). 

4. Risks or discomforts. (A des,.ription of any re,lsonably fores-:!'[!ablE' risk~: 

,)1" dlscomfort-;t~E~bjel~t). 

5. Benefits. (A d(!9Cript ion of ,'lny bencH ts to tl1e suhject or t-J others that: 
In],' r:ea~biy be expected from th' studr). 

~ f). Alternative pr~~.?du~. (A dls,~lo:jure of proper alternative pr:)eedures or 
) C')Urses of. treatrnen:, if ilpplic;I')l,.!:, that might be advantageous to tr"e sub­

;'d). 

(. CO'!'lf:l.dentiality of recorJ:i. (.\ Hatement de~cribing the extent, If <Illy, to 
v_'ll chconf'IdenTI;ITt·y"-;)'["--;:;.!(;;rd!; l. 1 cnt If y ing the su b jec t w1.11 hE! rnaint;\ ined • 
,1,::,0, if more than a minimal ris~ .Is involved, a statcrrent that ~lI1thcrities 

I,;,:: :.>ide thl~ US may inspect the rC',:,-:,rc\::;). 

Subject's_Tight:~: (An explan,]tion of whom to contac.t for ans\",~r:1 to perti­
"'il'> questions about tlr.? stully and t11e Bubject's rights ;111<1 "'Thom to contact in 
t\~ event of study-r~13ted injury to th~ subject). 

a. Participation is voluntary. 

b. Refusal to ';>artlcipatc wil1. involve no penalty or 1099 of ~)eneftts to 
·,.;h! ch the subj~~ct I:; othL!:-wi::e ent t tied. 

l~. The subject [,1.1)' dL;,contill,:~ prltttcip<ltion ,:It any tirre \o7ith'Jut F'nalty 
:':' :~oss of ben • .;ff.ts to Nhie1t the :.;Jbjo~c!: is otherwise entltled). 

C::;t:lr.~.:~l_~~~_2..:~~_E~~IJ.::~:~_...!::::.:::',= .,:,>,~.:!_. (Fo r a stud yin \'01 v 'l ng TIlU :,,~ tha n :'j in-
:'1. risk, an expLl'L1llol1 ,J:, to I.h·~he[ any compensati.on ,1i1U medical. tree,;:r.'02nt 

D .. ·L 
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ate available if injury occurs and, if SCi, ,,"'\i>t tlpy can:JiSi: of, or where fnr" 
trler informnt:ion may be obtainl!d.). 

1 '.. Addlti,onal comments. (When appropri.ate. on(! or more of the elements c" 
1Ilforma::ion,l;-iow;:;ill also b(~ given to c",ch :ll:bjcct:. 

a. A 9~iltcment that: a certaln treatileC" or pr,=,c"rture m;lY involve ris'ks !'. 

the subject: 'i - Ol~ to the embryo or fetus If t:If' qubje.:t Is 01" may become prf'g '. 
n:mt - that (l'e currently unforesE:eablc. 

b. The, anticipated clrcumst<:tnces urde:r w~11ch the s'Jbject's partlctpatic:', 
m3Y be term~nated by the investigator without regard to the subject's consent. 

c. Any additional costs to the subject tlVit may result from particip~t!(· 

in the studY', 
\ 

I 
d. The fons,:!qucnces of .1 subject t s dt!c1!3! (1'1 to withdraw frlm the study .J::: 

procedures fit' the orderly end of the subJect", participation. 

e. A st~tement that ne~' findings devel"p''! durlc.g the course of the stu:~,' 
l<Ihich could ,.l:.f fect the subjE!ct I s willingness ":) CO'lt tOile will be given tO

I 
t\' 

subject. 

f. 

g. 
study.) 

The l"proximate nlJmber of subjects lnvolved il\ the study. 

The \precautions to be obserVl~d hy rl:l! suhj.>ct before and after tL' 

0-2 
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The proponent of this regulation is the Staff Judg~ Advocate j 
Users arei:l1vi ted to f()L'I{rard conm\ents and sU~JgeE;tHd imprO\1e~· 
ments on, DA Form 2028 (:r1~;!ct:l!:nmend€!d Changes tci PubJ . .L,,:::ati,cms 
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