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This procedL ;e appl 1 t~s to t ,';}·f'T 1merjt .ttion oo human subjects if such 
mentation is C•)l:,ductr:od b;: or •Jr; bdul f of a DoD intl'lligt'nce compo11ent. 
procedure dues not apply to exr~~ i~rnt?tion on attimal subject5. 

experi­
This 

1. ~~l)_!:_r~rll_e>_J~~~-~~-~~ in thiii- rontrxt means any research or testing activ­
ity :involving, llJ!.itarl subjects tLJt 1oa:,· expose ruch subjects to the po:.sibility 
c.fjpermaneut or tc!1·porHy.injur:r (Jnclud:ing pltysical or p!.yehological daruge 
ao~ damage to the a-rutauon ot sn:.h ;_.Jersonc) bey<:~od the risks of L'ljury to 
\.;hich/s.uc.h ~ub,;er:t.:.; iHI' ordio;Jn:y (X;·csed i.u their daily lives. 

I 

2. L:-<pt>ri.r:>t-~ttatian is OIJ 1 h;.~t~( 1 ()~t_bt_:~a.1_f_~~ a DoD 1:1tdligeoce com­
pr)twnt if it 1~ ~·.::n!c1 ,tn ·d un.lt'r ·:< .. nil r.Ht to tt:,n cc.mpont:Dt or to ar1,Hher DoD 
compunf'nl for tLt· hc-<~t·f;.t of th•· i.ute:l.li.~,t·nu~ coroport'nt or at the request of 
such a rompon••r:t teg<!t·~lcss of 1 h~ c-::~stence uf a C'PUtrartuill reht·ir;nship. 

3. !1~'5:.<:r1 __ :·:~~hj~'~.~-~ ll\ thi~ .L''I1n1. includt•s iH1y pet::;on \o'het.!H~r or oot 
~:.u·.~b person l!; .:1 Uni :.cd Str.te~- i•t> ::-~.CHI. 

C. PROC£Dl'R1S 

lt ExperHr·f·otdu>u l>U lwrua:t :;ul.;I'Cts cc>riduct{'lj by or on Lehalf of a ))1)D 
int dligenre co::Jp(;~;e:lt m,:;y l>t> ;..;:•d<' rt.l hen only v:i th t :le .:iUcf£Hiil~?d ·'-LIU!i,:ut. .. Ll.f..,t.lus 
s u~1j e,c;t.,, i p . .A c c w rJonu~ Ioili. li.l ~;u i ;it', .. 1 .. nc: ~ . .. issued by tl,e Dq .u tmea L oi .. H!:':al.th,.il o_d. 
}i,l.;.ll.aJL..§~r'I.:J-.f.~;>,l ~(: tt.J. Of> .- ... ~ ... CC•U•.!.i. !. i .:011:;; t h.i t. SJ f C f,Uat d t.ht~ wel.t,u: Q .. ~jl~::~i;:;·tlfl• 
j4r..t.,.s. 

2. Dt,O int;·•ll 'i !l.,eu..:e L'•J:nporH·r,t.• ·;;1y !10l t'r:gagt• in or contract fcrr experi~ 
~tl.!lltation ou hu:1nn suhjt~cls \l"it.!J·1•:T <tpfllOVa] o! the SHret.ary or DE·puty S«!cre· 
t11ry of D~fense, or t 1Jc Sr.·~n·tary M" Undt:>r Secret:11-y of a Hi.l ita:ry VepartJ::ent, 
n~ ~'~A'propdate. .
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, ~.;~·~o;AJ:lp~yekii f1UvRJ&•ea;S&'12Q90lQ8~0.8 
-, . .-qc:e component? to ~;b!e :m,l J,,,~,tJ la'\- · n­., 
J ; ,·,·e~n(·nt authoriticf', Oitl/ whL~n lin•:t an· ' " 

: :·~~·hC1i and Only plll'SILUH ttl H l•'•Jli'Sl by i'l•' 

·, .. ! nf 'such authority. :3uL'll l'•'lJUt'c>l:• H~Ll:·.t -' · 

1• .J\'f.'d by theE\~ Tdnr;: nr U:.likl' ;o:;;•cn•t;.--\ 
Ill· Army. Under t.he:-;,· c·in'\llllst:ulc'e~ .,, l'' ; . 

,·:·••nm·l may be provid;·,·: tn :o.1:~h <went·y p:··· 
.;,.d partidpation i1: law l :Jfnrt'•'l!1t~.nt adi·; · 

:-< limit~d ns follc;ws: 

(.t.) Only P"l':illnlld with ft'1'1lJ:ical sk:l::­
. c·:.ddy available !n :llt('il 1:1\\' t'llforc<'rllt'!l! 

.. : · · .urU.ie:·:, which ca!l h• ttl W::ct.d tu pr•·•·,., 
. ·· il or ~~el'iouR injm·y, .tw;: 1.ll' ;1" \\'idt>d; 

(b) Provi;;iol! uf .-.t,,t \lt't~-:~ iltld win l .· 
:,,:~~·d to that nen·.·1s:u·y :,, JFt•v,•nl :Jw r1·:.:~· 

:<tiou!' i11jury thnt i:' tll!t:::tt'l~t~J. hnt ill 1:1 

.>IJ<,H ~;uch a;-;sistullcP lw proyi;lccl for n:.cr.· 
! . · . -. :' hours; 

. , 

(c) Such p:·rdO!:Jkl an· not ust•d to ar­
·,· t•·:;d JhWtiOl1~ ·whn arc: ::u: prdt d oi coE · 

"i:tlJ.~. o1· who ure nlxn.: L t'~>dllltit, a cei ~~~. 

(d) U:oe of sud1 pn~- •'l!lt~l d1 ~ .. ~. ll·lt 'j, .. 
i ~!t~ f"o··L~t~ CornLat u:1 .{.\ct. 

I;~) l!:hlo'Tge11C!J a.;-:i: t l !.''r'. lu t)!tlc'J'f!,('!lt',\ 

· .:· :,,•;:•, where life i~ t·td.l:·.~·: ·<nl, ill•.} reqt.~.•·:.· 
1, .; r•·:: i!l (1) and t :~} ,d,.., ... " n1:1y bP ol:l . 
i 1' ·· ,;,,d that it is rrdtwe_; l•l '.o'l'll il~c!· •t;Hi 'i\1 ~. 

'· it<} IiQDA(DAl\!l.('!( ) <vith•. 'i'2 hiJurs 
.
1 

· ,. ld\.~ i~ ~~rulaogcrPd, d·l.d)t. as t~~ tbt~ IevnJ 
:'!d propriety qf the l'C:;lH';-.lt!d .t''l'li·;Lu:n 

·; ·!1,• · Lldb }lfOC(~dt1!'f' ~huul.J t •: r·_.,..,,;\'c:ti in L,\ t>l 

: .widing the as~lisLince. 

·• 1'~. l1roceclure 17. A~:signmt•ut of lntelligf'IHt' 

,,.J,.•:mel to otht•r agench·~. "· A_t!Jilicab:llfu 
·.• :·c'dfh'. This procl'dUI't' ::pplil!.'l !o tl1e :1!<­

l• • .:c:nt of DA intelli;:·clWt pv:o,:nnnd to o1i:..•r 
· ,::t·~; within tht~ feder;d gu\·el'!HLellt. TL i~ 

·,; ,·,·:lud' (!N~H not apply to----

1, I. l A~·dgmnent to st:tt,, or l(Jc;d t;•JYPl'L· 

,,,J. : .• eorpo:·atiol!;> or <'!h.::· pri·.-a~c: ,,;·galliz.;. 

~·) A~signment to ;;notfwr ar\~r···y '\ith.11 
·~re!ligetH:Q (:o:mmmity ,,-!t-·n l'·~:·t of ti. .. · 
·. t' of the a~mignment i' to g:dn ,.X)·Hi'l<''l•··· 

cl .1wwl0dg-e about tlw ac!ivi~:.~s t•i' ibe oUit' · 

. :;•',.',\'. o:epcrting- or rep.:d Jll tb;, ~nnten 

AU afH--10 

~~&~RB~§nQ;QJ~Q~rul~~~~Ri~~qg,~~f~he 
tli wratiou or JWr;·;unnel of an age neJ' ·~hat is .not 
:•\·.tilablc puhlielJ·.) 

!•. PoU,~y. Employees of .\rmy iJ:t.eiliget;re 
,·: •lllPOIWil t>. who 1 re a>•:·dgned k W(H·k for nml 
ll •Jd,•r the di red io11 of a notJa"r agN•<'Y of th:~ 
i'.·dcral ~~n\'t:rmm'nt will eondnct Uwrnsdvcs 
for ilw duration o; their a~uignmcnt Hi" if tlu:y 
Wt•rn Hnployt·es of that Hl~l'n·::y. Any rc;~pcnai­
llilit it>~ to pro\· ide info:m:d.i(•n to or servi.:?e~ 
i'or liA will hL~ !'ltatc~d expr,:H:--ly nnd matk a P•lrt 
.: th:· tenil!'· of tlw a;;!-iigmnent . 

c. Prucl' lw·rJ . 

\ 1) r\f"il!.llmcnt nf t!ili)Jioree~ of 1\ rmy til· 

:r 1
: t'<!llCP componfnt:; to ~·titer agen'!ie!l willd!t 

i h .dnal government i~. governed ],,y DO I) 
;;:rPc'ive 1000.17. Thr memorm1dwu of Hgr(~e­
:n•·nt <·ont·t•ntiug :;uch a.lsi•'nment and t·u:airt(i 
by ~llh~<c·ctior• D(f;) ((') 0) of the lJired ive srl.Jil 
iiJ··Iade--

(a) /\ll ilkll1i!ic:ttiOll nf tlw Anry inkl~ 
lig~·n<·e l'Olll!J•ment from whkh the c~mployel~ 
!,,,; t.~..,m :Li~d!med i·r DA . 

(l1) ,.\ :;talt•!1WiJt. dr:ltno:atmg t:w cm­
;.l·.,:·~'\:':-~ n•:;p~>nRil·ihliP:-,, if any, for J'<:portitlg 
1-1 !'w DA Hh•Jt:t Ll~ I LC'r:~ t},,t., come 1.(, the £·m~ 
:• n!'\\t''l-> at<<>nt.ion while r•n a:·;:~ignment outside 
llu.· i kpartructtt. 

(2) Othn th:tn i:> pt!nnittecl fly t':w term!> 
"' ,)},~ liH'!m•t·anrlum of ;tr~·rZ'e:•l•~nt pm-~:H:aut !.o 
1 lnP 1 lirt:eL \'(' 1000.; 7, an t>:nploye<: of an Armj· 
i, .• ,·llig-Pnl'•.' cumpon<>ut oz1 ·.~aig-mnem: to r•n·· 

, l! h.~r ngen<'/ nf the federal government may not 
n•pol't tll any Army component the opt:ratiom: 
O! !Wrsonnd of the :tgency to Which she em~ 
pluyt·e iH il'-~signed. 

(:n Aft>;r ~·omplt•Lion (.(-an assigument t.<J 
:n.o;,h,~r hgt.'!ll'J' of th1~ fe.Jr.ral govt·rnn··~nt nnd 
rd ,;;·n to PA, an Prnplnycc ruuains um!er the 
~1::me t·e~trktion:;, 11·1 lo rtpt1fti1"1g', thnt. applied 
\\ h·.'ll lhe cmrloyee '\\'a:; (J·Il :mch <t:rdgnt:nent. 

:,! ... 1:;. Pron:-dm·<· 1 ~. E:.w.:rinH·ulatwn o; flumnn 
:;uh_ieds. a . .\ jiJ Jica{,iftl]f rpuJSi''I]'P, 

(1) ThiH l'''>cHlure :1ppli•·:; tt· cxp rimPn­
';tlit•n ()Jl hurmt!l S'lhjects tf tit:Th l!XIJC!'iiiiCllb·­
r.i,Hl 1~; t'ulldtt·rul by or ott h;~h.df (•J an;' Arm:-' 
iJJtt-llit•.eneP <·o•:Jpotwnt.. This prcwe<hre c ;es nul 
app'y to expt l'iPWllfatirm Oil animal ·'!Dbjt:Ct~ . 
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... 
a research. (hweioprne111, or rda tui at ti\· ,, , th,ll h•llh•t•nn'; 
may expo.se an individual to the iJn:·l~ibtky of (c) Atty functions in f!Upport ;,f the 
injury (incl11ding physiet1l, piyrhc,.,,c,;.::l('ld, nr collc!ction m1d production intelligence; or 
social injury) thnt incre<L~et'. tht• ordi1wry n~ks (,J) Thr: (:ondu<'t of Hpecial activitie:< by 
of daily life for the s•JbjPct (ind11ding !h.· I'Pt'· thf) military ~ervices in armed conftict or to 
ognized risks inher.~nt in a chosen O•.·•,'llp;\t illll milibry deception operations targctt~d, fiJt' H:ili-

or field of sen0:rr 1, <.·r that tc:mtw:·:•ril,.· 'HI· tary purposes, again:>t a hcmtile foreign pov. cr. 
vcrsely alTects a per:;;on'5> mental (•r ph:vMical (2) Com.piraty in thil' c!ontext hnM she 
eondition. ~arne nwaning ag i:l tht: criminal law cont·~xt 

(3) gXp3riment::.tion is condur1~ "tell be- m1d requir(•g an (n.·ert act. :-.Tdther the h:nn 
half of" an Army in!.<~lli~reuce componr·nt if it is "agmu~sination" nol' U~;~ h:nn "<·onspire" in-
conducted under rontt'nd to that ·:··)!i!p•)f1frtt c•r elude military or civilian mch:•un:f1 aguinnt on-
to another Arm;· compon<:nt for tile ho~JWiit of goirw international terNrist activitie:' (which 
the intelligen~·e comp(•ncnt, or at tbe 1l qW:!st of L; a defined term (<.ce tloHsRry) and should lw 
such a component Jr~\~adles:~ of lh•• l'Xi>1Lenee com:tnwd strif'tly), air·~raft hijacking:>~, or in 
of n contractual r·~lati.unship. re-sponse to danger of sub:1tr.r;,tlal physical h;Hm 

(4) Human subjects in this cont8'11: in- to nny person. Thesf~ 1•~rrw~ do not apply to 
dudes any pers.11, re~ardleEs of '>'vh·dw1· the Action~~ d the militarj' services in th{~ HX•.·~u-

l ·• tinn of lawfully ordered military operation~. persop qulllifics as a I~ person. 

L. Policy. Army intdligenee eompul1 •t'~Jh:. may 
coudud experimentation 011 hun,au ~;uh,iect.s 

onJy when an important f~1;·eign intt>lliV•c'llt'C f•l' 

Cl purpo~:e }.; to be ::crvc;J, only <!ft. r tJ;e ill­
formed constmt of tlw .subi~'d has h•'l'll (lht.•.ind 
·iu writing, ai1d only in ae.~or.:1ance wif<1 r;uiC:e­
liue.s issued by the l\;parnwnt of 1J..!::ltl aml 
Human Sc>rvkes ::;eHing- •mt con:.!ii [en:; Hwt 
~afeg·uard the welfar'" of tilt! ~:uLju:Ls, :uHl ,:tlwr 
upplica.ble r<"gulatiort:l. 

c. P1·oc(;durc. Army i!:lt•:Ji~:<'rtce eun,p<!:Wr.ts 

may not engage in or COIJ'nwt for <!\J't•riutetl­
tation on human !'lll:j.:.ci.,: \dthot.t. urior H]J· 

proval of t.hc Se~.:retHry or Ut:der :·"~,·:-··L;,:·'' of 
the Army. 

Cl) Diplomatic and minlnry attadw ar:'.iv. 
iUe~i means the n•preBentati·);ml, information 
vatherin;~. and rrport.ilw ac: i i'lities performed 
by diplomat ir and milib.ry :\ttache pe1·~tormel 
a IJro;J d. 

( 4) l'rodudi:-,n of int<.J: i~~E!IlC'~ m.;•nns ::;Hl 

rn·oc·t'8:i of devdoping "inbldgence pl'(Hlur.L'I" 
which i" a defined term. (sr~., glosHary I. 

(!1) ~pedal activiLF.s HPLn adivities cnn­
liuclcd abroad in f;Upport of national fore:ivn 

I 

'!~ tl 
, r 

p. 

T. 
m 
fu 
re 
f8 

2-·19. Procedure l!l. Spedal n!'thi.tk-1. a. Ap­
plica bUity a.tt·tl SCP pc. 

p(ll i•·y nt.iect ivcs that a t'e dr ~, p·ned to fur-:h<.:r 
oflkinl US J'l'O) . .rram{ and poh:it;S l\hroad; 'lLat r 
are planN:d and exe·~uted so t'1a~ the ro;c of the f 
U.nitcd St att~s t~ovct·l'lment. if n,)t apparent, or / 
ucktli.IW!edged pull lit ly and .fu ndions .in st•ppuft .~~ 
of such activities, but not inchuling diplomatic j:i 
nrld military athH.Jte activiticM c•r the coll(!C~ion i,. 
rmd production of intelligelwe :1r related ~11p. 1,. 
port fumtions. I;·· tit! 

.' . (1) This pro.:eliuro applie:-~ to tJ,,~ rondud 
and support of sp'cial actidti<:3 by A: I.l.Y ,!;td­
Jigence componentol. This prOl'l.''bre :d·:r, applie~ 
to other Army COJ11POilPntx thal.Jn·o"'':de ~'llflport 
for special activi tie;l ··onduct e(l by lio D 'i ntel­
ligenc.e componer.ts tmd other a.p:er:cL·~~ within 
the Intelligt~nce Comntl1llil.:J'. Tlwse p.:·nc£ dan~s 
do not apply :o-.. -

(a) Diplomatic or uiiilt.ry ;;ttndh) r.c­
ti\•ities c.onductect by DOD. 

( 11) Supp(1rt, when us·~d in this ':ont>G:d, 
mean:i the proviRion of hBHist:nlce in the for~ 
of tnmHpol'tation, training,. g1iflplieH, eq.;~ipme!lt 
nr expert persomwl. 

1J. P,oli.c'y, No Army intE·Higence componer.tt 
will participate in the conduct or suppo:rt til 
spedal adivitins. ~~o other Ar·my comp(llle~ 
will provide support for Hpedal r~<'tiviti<!t; eJ:cq;~ 
uron the HJlf'(·itic directi011 ••f the S<~cretury f'' 
Und(·r :-.;eerctary of the Al'my and the Secrftal'!" . ' 
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Boards, Conmi11Hions and Commit:tees 
HIGH PE:tFOf~'i\!';CE REVIEW PROCEDURES 

i'·. 1 ',ng 1982 and 19H3, :l.n keeptn~: wLth the US Army IntelHg·~nc·~ ard St:~curity 

C, ·~<:nd (INSCOH) r,oal of "ex::raorrl!.·~:~ry performance,," and se.~ki:1g to move the 
cc.r;;and to a level \.Jhich ex:ceeds cor~;monly defined param•!ter3 of I~"·~rformanc·~, 

~:1 c INSCOM conducte(~ a :;tudy of 1: L;h p•:!rforming org:mizat lon:3 <lnd l:·rog:cams in 
tb> public and pd. vat0 sec tors. Sr- veral technologies, rannagement t:ech;~lquc:J, 

t :·;:"i.nf.r~g experience~ 21r.tl pro~:rams '-'·~re 'lcientlf.lcd f1H' fur-the~t:' ;:valuation w.l.th 
···~- ~,ect to their potent t;,l to cofit r l htrte to the development of e>:t:raordin;rry 
',,,:-tvidual and un'.t pert'orm.wce w' ·.hin r.he C orn;nand. 111!.s re~ula':icn contains 
::-.::=·coH ·policies and 6Ui.dar:ce for ::hat t?'.'aluation, establ:l.sh·~s pr·J:,~dun~s l=<:>r 
tlw· use of INSCOM P•~rsonnPl as vr>1 <tn~·eers in evaluating and imr;le:H :tting high 
performfne human sy::;te~s and pro\ !.'L~e: guidance for comma'lde:rs and :;upervisors 
in further implementing and eve~lu:Jr:ing those h.igh performing '·mnan system~;. 

;:q·plementation of t:tis rei?,ulatioc f..; r·ermitte·d only aftPr prior a; proval has 
bt!t:1 obtained from this Headquart:c · ;, ATTN: IASJA. 
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GllAP1'ER S 

APPErfDICES 

POLICIES 

General -----------------------------------------­
Approval ----·-------------·------·····---·-----·------·----
Risk determinations -----------------------------­
Risk venllls b•~nef it -----·-·---- .. ··-·-·--.. -·-------·---·----
Moral, ethical and legal conce]'t:J ---·-----·-------­
Fully informed subjects -----· - .. ·- ·-·---- ... - ... ·---· ··----·--·--
Use of non-US citizens --------------------------­
Use of prisoners of war an.J de': ;.l.Luees -------------
Medical ~are -------------·· .. -- ·····- ··------------------
Stated objectives -------------------------------­
Physical and mental suffering ·-------------------­
Quali Eica t lonEr of invest ig~.to r·:; ··-------------- --·--
Minors -----·--·----------·-·--·-,.. -·· --·-------------·----
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GEN·~.:-U L 1 'ffOHMATION 

·; · Purpose. Th1..~i regull1tlon ~oru:ainH INSC0~1 pol1.cie9 and gu:Ld,~uc:.e fc)r the 
C\';:luation-and ioplementatJon of 1-.~g::~ performing human systems vdtb.in the eom­
mand. It 

a. Promulg<ttes ;?rocedures .1·1d guidance for the use of INSOW personnel 
.>:: volunteers in th(' evaluation of hJgh performing human systems; 

b. Establish.~:'! and impleme.~ts a review process whtc:h is c:on!• lstent wlth 
AR 70-25; 

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

d. '' Establislw:> procedures to .::·bt.l in a health hazard assessment prior to 
<~r·:)roving an INSCOH protoc0l lssu,·l a~l required hereJ.n; anci 

e. PromulgateB INSCO~i polld·es and procedures to assure that ::NSCOM cam­
P'· :H'nts do not engage in or con:-:rdct for experimentation on human ;ubjects in 
vJdatton of Procedn;~e 13, AR 381·-lO • 

. ·<~. Applicability. This rer,ul<H [.,,n. applies to all ·~lemcnts of the INSCOM. 

1··1. References. 

b. AR 381-10, US ,\rmy Intt~l' Lg{~nce Activities. 

c. AR 70-31, St.1ndards for ·;\~chnical Report in~. 

a. Nothi.ng in this reg,ulat i('ll ls intended to supersede requ1 ·:-ernents for 
hc.1.lth hazard or ott:er s:.lfcty rev ,c:o,.;·,·; r·~'{ulrcd by any oth~r regulations or di­
rec::ives. 

b. The procec.ures, policit~'l anci guidance contained Ll thL3 regulat ton 
p2r~ain to the following: 

(1) Behav1.ora1 studit:s, research and/or te-sting invol·ving hu:nan sub­
j ·< ts, regilrdless of whether r.:ondLi(Jed l'Y INSC011, a contractor, •:lr other agency 
••LJ_1izing INSCOM func's. 

(2) InctL~:;tc·•·· of human ~;<J:lJtc~·t~.;, whether as thl~ direct ur inr:lirect 
,,; .'"ct of rc.>t.!<'lrch, r.:•(';ardl<':,:> of : ·,,~ 1.·.>vel or risk inv<;lved, in th.:~ de'lc1op­
r:" ·.-c, testing or stu' y of m.Jtcers ;:s.;ccl.lted wlt:h th~· mission.s ;m.J hnct.:.ons of 

l··l 
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~:he INSCOM, ot thrl af•plica tion of non--trJ,; ~tiona l :i.de,Js 1nd technologies ·· 
I 

.1c~1 i ~~vi ~g h .I ~:rr perf o rrrt.l nee of human rc ~~our .::•' :; . 

! 

(2) The investfg;Hion of prog,~ams r·1d t·~c::.nolo.~;ies to enhance org~ ,_, 
!zational a~t·~ individual ex:cellcnce whai~e s"( h investip.,ati~·n imrolves the h-· 
:::lusion of h'T:m subjects as their object. 

l-5. ~xempt l.•:ms. - ·-r 
a. Rr:::.~arch, te·Jting aP.d studif'~; Ln ·,:r ! .. ~h h'.1m.m subjects are involve~.; lr1 

one or more o\ the following categories .&re ~>.nmpt from thtR regulation. 

(1) 3on.:~fide activities under th~: ~;ponsorship of another Depart:.,r:;• 
I 

of the Army c.::?mp.:>ne:lt and involving surveys cr interview; wh•:!re all of the fc L· 
lowing conditions exist: 

I (a) Responses an~ recor.:.e~ !n such a wny that subjects c.1nr-· .. 
be identified d1.rectly or indirectly. 

I (b) The subject's rcspoqsc:;, lf t'1ey bo_~((me known, would :· '-
place. the su9ject: at risk of criminal •>r ,:: ·lil lia~ilJ ty .:'r damage the S' 

ject's finar • .::'al oi· soc.ial standing or ·.~r,;->1<:,-,:.tlity. 

(c) Th·~ activity doe!J not .-. t.L wtd1 sensit:tve aspects of t 11•· 

i;ubject's Q1,.;>a
1

bt!havior, such as ille!;:Il :on:,1.·::, drug use, ~;exual behavior,,, .. 
use of .1lcob: ]• 

(2; 
1 

Research which involv-'!S t:hc urt of educ1tfonal tests, pr~;v·r, 

!:he data is rf!COt"dcd in SUCh il Wo'f th:.!t: ttl~· i:tbjt•rt:··· C::lnr.ot be identified 
rectly or inclrcctly. 

(3 ~, \ R<>se::trch in n·'n-I.'l'::coM 
1 

"' , v - cclucat l l!c3l setting:J \.!•:ich involve noc·.: 
educatir)nal ~rae t iCE:~s, such as ----

(b) The effectiiTeness or tl·,e <:or.Jpart:wn n~onr: t(!chniques of h 
struction. curricula, or classroom methods. 

I 

(I+) 
1 

Follow-up debriefi1gs, int•?::-vL··~·s, ~ests, or evaluations to <1·:·· 

termine how V(\1.1 particlpants r.ave J.ear:wJ t1H! infon:.ation or skills transm i c. 

tF~d by train:fr1g or lns~.ructional activi::i.~.:; r···,q;fousLy attended by the subje;~ 

thereof. I 

b. Exc:mpti.ons of other actlvitle>:-: f1·,·::1 •:lds rr~gulatiot1, even where sue>, 
I ~ 

activities m~y be exempted from others mll r ·c~~l.Jtlons or directives, sh~l· 
not be cons:: ... (~red v.1lid for I~ISCOr1 pur;'::!':vs 1·less and unt.il confirmC'rl b; tl·~· 
I~/SCOH lh.lmall Tt~chnology Re·.;lew Board .\:. r~ '>.;··ibHl ,,•lsewhtre in this n~wJLr· 

tJ.on. 

1-2 
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Ch;1pt11r 2 

RE3EONSIBILITIES 

:.:--·L Ape_roving o~~~cials. The Cor1ma·1ding General, the Deputy Commander, In·­
t ~lligence, and the Dt::puty Commandt r, Support, are the designated INSCOH ap .. m 

r•: c•ving officials. Only t.h~.~se off f,:ial~l may approve the use of hurnan subjects 
l . research. 

;_ ··<:.. Commanders :lnd Staff r:lemeut Head~?. Comm(1nder!.l at all levelH withi.n the 
! ·:~;::oM·-, -l;eads-oTT!~·ad(i·;:;-,;;t~;-t:s s t \t T-eTenents, office ch:f.ef s and program direc-.. 
,. Jt'S (hereinafter referred to only as eommanders and staff element heads) are: 
r ·~·ronsible within their respcctiv•~ func:tlonal areas for-·-

a. Insuring th.1t the provisl.c·ns of this regulation are instl::utionali;~ed 
i :Ito their organizat ~~mLll pr·,Kedur· s and practices. 

b. Insuring that no pPrsc:n·~ eng~tge in or contract for e>ep•:!rimentatton 
:!·;v.)lving human subjects wit:hout "::!tc ,,~>(press approval of an INSCOH appr.ovlng 
,)'iLcial. 

:~<:. !NSCOH H'-Jman T•:!chnology Revi~:,::_.~~~~.!~ (H~~-~· The INSCm1 HTRB is respon--­
:; 1 ble for 

a. Observing written ~roccdurcs for the following: 

(1) Initial and continuing review of research. including the reports 
ot= findlngs and act:Lons to the in•;estigntor and the approving offielal. 

(2) Detcnuin:1tion of t''ws;~ projects ¥Jh!ch must be ··-

(a) Reviewed more ()t ten than anr.ually. 

(b) Verified from sources other than the investigators that no 
· ·'rial ehanges hJ.ve oc..;ur:~ed si:lct> <:h.:! previous HTRB revle\.r. 

( 3) Prompt rep•lrt log :o the HTRB of proposc<i changes in the re-
,.ch, and to the W~RR and approvtnr: official of unexpected prohler~s involving 
\s to the subjects or others. 

b. Insuring that changes h approved projects (during the period for 
·.:.:.:h approval has alr.~.1dy been r::tv2n) an! not initiated without HTRB review, 
,·~r.:'pt to ellminat.·~ 'lmrncdi.:Jt~ haza:~!!; to a subject. 

c. Reviewing propoS•'d pro:~oc<~ls at meetings attended by a najority of 
:···'.I:.Jers except wh•:>n an expr:rl Lted r.•v',e~<' is used. For t~e protocol to be ap-

-,.\·cd, it will r0ce:~v.~ the <lppronl of a majority of those rnernbE·rs ·prest?nt. 

d. Rc.portin?, ro the CG any;. r .. (>ut> or cu;Jlinuing ncncor·Iplianc·~ with HT!tr.. 
r. ,_,drer::Jents and det,:rmtna.tio"\s f(•·Jmi by investigators. 

2-·1 
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I 

I 

e. Coa 1 i,J<:ti~t:~ a contLnuous revte•..' of ~··:;eardJ ::t 1Ci!t'~' ;1t lnt£>.rvnl:; pre··· 
per to :he d(~r~(·e u. risk, but not le:.icl ld~: ;J:.cc pc!\ ye. 1.r. 

f. I1B1~ring the observation by a :hi::-:: rnrty of the .:onsent proce~1s :t:· 

each inves ti;.;~iti<)n, as apprC'priate. 

g. R£:com;ytending safeguard·3 or sp·~ci.l condlt i.ons to a protocol. ~lh·. 1 
I 

such. recomme:v~ations are rnade, the appr•)Vi:1,, officL1l tnilY t3ke the followLr: ~ 

action: 

(1) Not reduce t:1e safeguards or ~·>·l·littons, .1.nd approve the pro::-(· 
CC>l. 

(2) Require additional safeguards. 

(3) Disapprove the protocol. 

(4) RE!fer tl:e protocol to a h!p,ltcr t!Chcl,·n a,)pro·J'in!Y, authorlty fo · 
I 

action and rev\ie:w. 

2-4. Chairp<:rpon of the HTR_~· Tite DCSPF>i L; '~~;igna::ed Cha lrperson anJ a r:T·· 
u:ar member (1f

1 

the i-lTRB and is responsible :cr chairlng HTRB meetings, keepin 
the CG info::11~d of HTf.B activities, and r·~c:,):n:tendt;--.g appro'lal/disapproval .n~ 
HTRB regular nfrnbere~ to the GG. 

2-5. Execut ~:!L.. Sec!~EZ.~~:_-~rRB. '"he 'J<;pPM '·d.ll des! gna te a member (l 

his staff to l~e the: Ex.;cuti ve Sec ret3ry of ·:'k HTFtB. T"·.e r: .{ecut ive Secret H · 

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

a. Inl'JFinB that the rcsponsiblliti•>; -:>f thf' HTRB pn~scrihed in pa~;; · 
graph 2-3 ar·· ynrit!d o'lt. 

b. Pr'paring and distributlng th1! ,-~;·~··d.l f:>r e.J.:h meeting to .::tll HTl: 
I 

ro.e.rn be r s • 

1 c. Inn1~i.ng that all HTRB members ar•.~ ;,::forded the q:portunity ·~o COil ... 

ment on HTRB; 1tfon5 conducted under expe~it0~ review procedtzres. 

2:·-6. Re~ular HTR:B memhership. r:,e INSCO~{ r;t;;:;H'S, DC~1PER, DCSSYS, SJA, Comma,··,' ____ ._ ____ . _____ ,_ 

C'1aplain and ),1RCON LNU, are each respon!; 1b LL> !"or no:nlnatio1 of an indi vidu :. 
t·:> serve as a regular member of the HT~.H. ~;u,nJ.nee~ nay be from their respe,· ··· 
ti'le staffs, Jubordinace command function.:1l c :~:nterp.ut sta::fs, or may be ti,,, 

I 

n·::>ruinating elu·1~nt lwad. Nominations will b(• fit bmitteri tJ the HTRB Chairperscu 
(:DCSPPM) for .c.pproval/disapproval by th(! CG. f~,)minations may he by letter, m 
or message, ar,d will contain the information required by p<lr~:graph a, below. 

I 
a. Nomlny.cs will he 1dentif1ed by Il<HTh., (.Jrnr~<.l ,J,·~~t"Q•2', current posttio· 

a~1d duti~s, ar.d,expc·rience, such .1:; board c.r:ificatl,)JS and lir.enses. The ic .. 
formation in :h

1

e nomination will ~e con;; L•~u· •'CC'Uf'h to describe each 111ernber' :; 
chief expected rntributlons to HTRB n:·;le\!~. 

I 2-2. 
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b." Nominees ·;.~ill nor:nall::· hv r,1~1itary officers !.n the grad·~ of 0-5, !)C 

·~ :· t•:JVe, or civil i~tn e'nploye.~s, GS·~l ~l or .:.hove. Nominees wtll have c:i,ler~f' hii.clc­
~ t:::•unds to insure thor(nu;:;h revt~\~ of research studles involving h•.tman volun·­
t t~ers a.s rese:1rch Jubject!:.. Non.i ~~·e~~ should be of 'Taried racial .and cultt:ra.l 
i.·,,.:Jrgrounds. Nominees stwuld hl'lf' d1spJayed sensitiV'ity to such issues as c·:m··~ 

~.·.:r::!.ty attituries, a:1.d respect f·:"lr >·JvL:e.'! and counsel and for t:ht: rights anc! 
\,··~!fare of human sul;jects. 

c. Confirmed no~ine~s will ~erve as HTRB members for an indefinite term, 
''ld will be expe,.:.ted to ha\.'f.! fi'1al a.uth:•rity to sp<~ak on behalf of th.ai:c J.ctiv··· 
: t:y • 

.~~ .. ;~ Ex officio HT~n m .. ~~~bershjp~ Th~~ inct.tnbents of the follo~MLt'lg po:Jltl.or:s 
(,, f 1J. serve as ex ofTicio .--;.iO·n-vol!"ng mc•mbe rs of the HTRE: 

a. Chief, CENTEX. 

b.,· Command Fsycholo,_;ist. 

C• ChiPf, Human Techrwlogy Office. 

d. Chief, Public Affairs 0ff:ce. 

> L Ad hoc HTRB membership. Tit·! following will serve as ad hoc member.~ of 
t·;: ~ INSCOM-H'fR·:a:---··--~-·--·-u·-· ... -

a. The St.:.tff Advisor for Sd c~ntHic and Cryptologic Affairs. 

b. A phystcL~n, <:-xs nprrovr'd b." .:tn INSCON approving officlal (pant 2-1). 
1'11ysician nominees for a.d hoc rnc!ab~r-~;h lp will be provided as reqcu:ted by the 
C1vti rpe rson. 

~"'9. Pri.ncipal ir:vestigator. The pri11cipal investigator for (.itch pr.oject 
covered by this n'~::llatTon. Ts-· re:; ~on::; i b le for 

a. Maintaini::ls adequate reconi:s on the following: 

(1) Receipt. storage, !".t' .md disposition of .:d.l lnv(:~3ti.;~'ltior:al "''la­
~e~lals and devices. 

(2) Case histc)rfes tha':: 1~-:~cord all cbservations and o:>tl !r data im-
po:tant to the study. 

(3) Voluuteer agree!ment clocur:tcnts. · 

b. Preparing prot,ress repo,-,,~, :~ncludi.ng annual r.epor.ts, a~. determ:ined 
·)y t'1e approving aut 1od ~y .tnd tht: r:;::;co:-1 HTRB. 

c. Promptly n.otityft.g the ar:'rolfing authorlty, througl, the I'~SC01~ HTRB. 
)f <lny adverse efft:!c :s •. ~.1used hy t:'l•? rc~;l:arch. 

2--3 
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d. In'lfli'f.ng that the research has b<'cn approv•2d by the proper authortt: 
and the INSC':T HrRJ before starting, chan3log or e.xto2nding a study. 

e. In 'r~ring that all subje.;ts, inc1u.:lj:1;', those used as controls or th<' 
representati .:ts, ar·~ fr..1lly informed of ;:he n;:ture of the research to inclu 
potential ri:.c~s to the subject. 

f. ln3~ri.ng that invE!Stigat:ional nate ::-i .ll.s and devices are administer:::d 
only to sub}:·•:ts under his or her personal sup rvislon and that of a previou:::d.y 
approved ass•>j ia te investigator. 

g •. In:3~ring that volunteer recruiti.ng t(:J.ms <H•.:! briefed as to the natur·2 
of the reseac1h and the ethical pdnclph;: i.r. c.his and rel.ltE:d regulations. 

2-10. Member~ of volunteer recruiting te3rns. Members of volunteer recruitin~ 
t·~am.s are-re~;~onsible for ·-- -----··-·--

] . 

a. Est,blishlng volunteer requiremen~q prior to recruitment. 

b. Undlrtak.ing recruitin~ in a rnorall.y, ethlc0lly and legally accepL1b · 
tnanner. 

I 
2·-11. Medical, monitor. TI1e medical mod tot· y· each project is responsible f• 
.aod is hereby deleg.lted the authority ::o \:e.~ •. tte t:l'.! cfror~ tf -·-

1 

a. Subjects .J.rc at risk of life or 1 i: 

I 

b. It appean the risk. b signi Cic.1n': 1 y gre,,t,~r th ln anticipated at ~l · 
time of rev and approval of the proje~t. 

', 
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I'OUCIES 

'J···l, General_. E:-:perinent:ation l'ltolving human ter.hnology or human subject::, 
>.ducted by or on bt~;wlf of any .. ~;SCt:l1 compo•1ent may be uncitH'tal<'.E~n only wttr• 

' ·-- informed conseat of the sub_~··· t, :wd in rc•cordanc.e with guld,~U.nes isstH:~r: 
rv the Dep.u·tme:nt o:= llc;tl:;, and 1: •:·1.in !'ervice!l (D:iHS), scttlng ou: cor.dition:': 
:·.':safeguard the <,.;elfar::: ~.f s1"1 ·:u.b.~:·;~ts. ''i1w provisi .. ms of this rt~~:ulatior· 

rstitute INSCO~ imple~en•a:ion r• the~~ guid~llnes. 

~~eprov~].: u::iCO:·i cc:in~one:1~ '~ na7 :l,)t enr,age in or eont::·act any researcr. 
:· test 1.ng lnvo 1 vL-.g human :>u) jcc t :. \o!i t hO!lt advance appnwal throu :(1 the INSC.CW 
. :g by an INSC0~1 a;.1proving offtd ·, ''r id.ghcr level ofH.cialt .,..lu~re app;:oprl­
. '• Thi:~ approv:1l iJ rr:•~•Jtr.•~J tc;;.•rdl2SS of the dcg·cee of risk lllVOlVcd, 

.... 1. Risk determtnotions. '.f11e rr-·::C)!'! HT:{B will render a1.1 rlsk <l·~t<!rmfnatioM; 
1•";3rlinfllisco·i1~-s.::::ir:Cil- or t:est. 1 c;; 1!< •ulving l,c,·:nan sub~~'!ctn. 

·•· Risk ve!'su; ~~~:::_fir:_. The ,>·.':··~e </: potential ris 1 ·. :involved tn any pro-­
·.,, :t will ne·.r~~r ~:<c.c:ed the :~>: 11ect·n ·~..:-n·~f Lts of that effoy·t. 

', .rJ. Moral, ethical and le·;::tl con.·::cr:ts, The r::nral, f~thical .;nd le 1;R 1 cvnccpUJ 
,. : the-;-.i·~ze--;r-h\.~.-subjeci;---wi:Jj'-~-~=.·-{;)llowed .1S out.lined ir: this regul<lt Ion. 
1' ,~,.mtary consent of each human subj"-!c::: is es~;~ntial. ~!i.litary pc~rsonr<E!l are 
·.;~: suh:ject to the iJC'liforrn ,:o.Je of >Hlit:ary Ju~Jtice (PCHJ) f~n· choor;1ng not to 
t ~,:.e p.1rt as hum<m :o•Jhjeets. 

>-r,, Fully infor:11ed suhic';:t's. On!y ;H·rsons \Ji'o are fully jnformed and volun­
r.c>·r tot31~part :"\.1;;-}:,:;-~,-::::·;r :1:-::. rwna::1 subjects in INSCO~ rf'~·earch "tnd tPscing 
,,.:; l.vities. 

~--· 1. Us:::_.£_~ nor.-u~:....E_!_~.!:_~ns, f,:t·~;e.;:r.:::h may bt:· conductPd out'JH(~ the IJS th.) t 
:; C·lves non-US cittzens; howeve<·, :1ll requirements of th1s reguLttlon appltc-· 

:c to human subJects ~;hall he eqt.:ally applicable to non··~JS citlzr:·1 human sub­
. ts. 

~ed ical care. Vo lunt.::e rs '·• ill be aut hod zed all nece5sa r:7 c:t:dicn 1 care 
f,.~~ injur'yor diSe7ise tl~at i.s the proximate result of ta1(1nf; part :_n appro;.red 
n.: .. iCmf research or u~st1nr; activlt:!.<::!'l. 

:·- ·_::;, .:?_~~_!:ed object.~~..:~· Each pre J•!ct will l:e desi;ped to achi.ev1~ its :::tat1::d 
''I .\i'ctives. The propo~.Pd no~;nbec nf ~.ub jects will he the nini.'llUm n+:;dled to ln-

. ~ '- ~ t ha t s t a t 1 s t i. cal l ~/ _r; i :;.~ ~~- i f i c a n t r ~.t s .J l L s are o l) t n .in e (r . "'· 

. ·-: L Physical <l:ld :·e:-_ta l •;u t fer i ·:··. :::1ch p: c J<'(: t wll.l r > c:,nducL~~l in ~'.UCh a 
;, :.•ner as to ·av"0T-;j--~1~1;;c:·e-s-.;-z;ry ··p·~-\' tc.·.l and mental suff,'rill'S· l'repal:;Uors 

3·-1 
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\ol'ill be made
1 

and adequate factU.ttes pc·ov:f.,ll'·J to prote:-.t the subject ancl L­
'H!Stig<Hors •tgainst all foreseeable injuri(~~·, disabtlttles, or death. A pr' 
ject w:!.ll no~ be conducted 1f any reason ex L:~t£. to believe t~1at death or inj;.Jr:' 

"1111 r€:sult. 
1 

The degree of pott:~ntial r.i~k wl U never ex.;eed the expected ben -
f.its of the p'toject.. 

I 

3-12. Qualitic.ations of inves~JJ~.!:.£.::..:3_· 0:1ly persolls judg,:·d qualified hy tl. 
appropriate approving au tho ri ty will con :.u"' t ;! u:nan subject !:: : udies. Tl1e phy.s 
cian respons{bli~ for the health and w•l f<HC )f the subject may or may not 
the principnl ir:vestigH tor. The physic L,n L·; authorized to !3 top the projec~" 

I 

any time he o

1

r she believes that: injury, Ji.~;:tbllity ot· deatl-' may result. 

J-13. Minor:;t: Minors may not be in·,ru1 ve1~ 1; humclr. ccse:.1td1 subjects wttho:J•:L 
advance approv;ll. in each c:.:n;e hy the r~;s~m1 111 r;n. 

I . 

3-14. ~~4,~_!ng <~.L2_:>1unt~:.~.: Volunteer recuithg wlll he accomplis!Je.:: • 
personnel res

1

ponsible for the conduct o! en·: partJcuL1r p-r:::·ject, or as ott~;· 

\JlSe specificrtll; approved by the lNSC<Hf l!TR'I, 

3-15. Protocol guidance. 
1 -

a. Ea9h approved protocol will bt! re .-\ ,,,.,.ed at le.lst annually .1nd on 
continuing baais as determ1.ned bv th.~ l!~SCC''l liTRB. Annually means once eLl:· 

I • 

12-month peri<ld. 

I 

b. Thi deci~Jion as to wh1~ther a rc!>·-~ . .rd• protocol involves more t', 

minLnal risk ~hall be made by tht: INSCm1 IITTW. 

c. ThT research protocol will b•.! -pr1~pared ln ac.c•H·d0.nce with th2 l -

structions tained at appendix B. 
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Chap te :~ 1.; 

PROCEDURJ\ L GUIDANCE 

4-1. Technical reports. Technical rE>ports will be prepared as pre!scribed .. n 
AR 70-3"'i:"a~.U1folf,)wthe format of MlL-STD··84::·A. ··ffuen appl~cable, these reports 
will contain the following statement: 

For the protection c.f hun\an ~:;ubjf!cts, the 
investig<HOt"S haw! adhered to the polieies 
of AR 70-25 concernin~ the use of volunteers 
as research subjects. 

4-2. Advising the Hedical Research and Development Com'll:md. Two copies c·f 
t•:!chni.cal -·rt!ports o(- study wilfb;;-for,:~1rd·~]to-theCo~;-;riia!;,(fer, US Army Hedicdl 
Rt.;:sear.ch and Development Commn.nd, ATT!~: SGRD-HR, Fort Detrick, Frederick, 
Maryland· 21701. When HQD~ approh11, or h18her, !s requ:i.red, :l.nfon1aticn 
copies of material forwarded for appr;)v;tl ~·1.11 also he furnished to the off!.ce 
above. These will include as a mlnlmum, two copie3 of the protocol, a copy of 
the volunteer agreement and all minute! of INSCOM HTRB meetings reviewin~ the 
proposed project. 

4·-3. Informed consent. Subjects will he given adequate time '.:o re .. rtew ann t•.r.­
d.ersta'~Uia'11irtfo!:-;;a::-ron before agree lng to take part in a project. The volur­

; ~~ t.;;er agreement documents will be \oiTl t ten in langt:a,.;e that is eaB ily unders t;.:crl 
·~' b:r th<! subject~ The documents listed he low will be df.scus:-:;ed with each subj~~ct 

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

'i' ,,p 

a. The Volunt~~~~r ,~grel.!rncnt (apJH'nd:x C). 

b. The Explanatiori Portion of ::be- V:.>1unteer Agreement (.1pp•::!ndl;-:: D). 

4-~!... Mini:num standards. The la,.,rs, customs and practice3 of the country in 
\,rld.·~h the re!H~arch-isconductcd will Ltkc preceden~e over procedures' rt'quir.t·.l 
b:; thi:• regulation, I.Jhere applic:ahle. 'l":le project mu::>t mr.::t the :;arw star:dnds 
of ethics and safety, however, that ;;pply 1dthin the US in'lolv!ng trS citlze·ls. 
Whea standards vary, tlH>. more ;;tringr::tt ;.,ril' apply. \ mintrnura agt~ of 18 is n:·­
quJ::-ed for US citizens taking par·~ in .-esearch conducted ')Ut:sid·~ the U:3, ;·e·­
gardless of the laws of the country in l,thfch thL' effort is be.!.ag undertaken. 

4·-5. Horc than minimal risk. Wh·~n lt hn::; been determlned that the rL;k h .1 

ht~man subje'CtS-study~rnor(~- than ~Jirdtcal, then advance ;~pp·rov;ll i::; requl·~~i 
through HQDA (DAMI-CI) hy tht! Secretary or l.'ndcr Se(:::t!tary r)f t:he Army. I!"' ad·· 
ditic:n, a mcdir.::al monitor shall be rec:oc1m•.'nded by t;1e INSCm-! HTRB ard apprO'Jed 
by :he CG. 

!+-6. Cont:C,:lC~~-2.!~--;:.~_nd~_.r:.;?_· c,,~tr.:t;:::t•r:; or vendors h1lJ!n.g .1ppr:)'!ed ));:if; 
assurano~ of compliar,ce shall be co;1::i .. :,.re.J in compliance Pith thi.s regulatio··t .. 
Tn the absence of such an assur.1·1ce, .I ~;pecial i1''sur.1ncr.• wtll he nego':lat:·~·l 

4-·1 
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with the con raetor or vendor. In all - i!'l~:::;, however, the Ir-.:SCOM HTRH must ap·· 
prove the IN~Cm1 participation in or utUiz 1tion of such contractors or ven-· 
dors. 1 

4-;. Req ue J!__f or ~.<:Pt ion_:J_. Req ue; t9 for e"ce p t ions to this regu 1a t 1 on will 
be c:ubmitted to the IN')C'CM HTRB Cbairper~;on (DCSPPt-1) with full justification. " I'-" I 

!.-8. F.xpedtted revic"l•' c.ate·gories. Cat•'god.e·J which may be processed in the - t---------·---·--expedited re11ew procedures are as follows: 

a. Re 1cordi:1g of dat.1 fr•Jl~ ::;ubjtx::s ~1ho arc 18 years of age or older, 
L·.sing non-tnyasive procedures rout:Lc·~ly emplo:;ed in clinic,ll practic:e. Thts 
catq;ory doe~ nJt include exposure to electromar,netf.c radiation Clutsidc the 

I -

vis1.ble rangr (e.g., X-rays, mJcrowJvea). rt does incl~de --

(1~ The 'JSe of physJ.cal sensors that an! applied either to the sur-· 
face of the '[Jdy or at a distar.ce anc do not lllvolve input of matter or signif­
icant amoutiti' of enr.:rt;y intJ t'11~ subject or an invasion of tb~ subject's pr:l .. 

V'lC)". I 

(2) Guch pt:ocedures as --

(a) Weigh:lng. 

(b) Electrocardiography. 

(c) Electroencephalogr~phy. 

(d) The rr::o graph y • 

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

(f) Diagnostic echogr~phy. 

(g) Electroretinography. 

b. Vo~ee recorc.ings made for re:>earch pt:rposes such a:J inve~;ti.gations of 
~;pcech defect

1

s, lmprover.1ent in languagE~ u::iUzation, etc. 

c. Mo1~ratc exercise of he~lthy ~olunteers. 

d. St~dy of existing data, t!oc.:.lW"lt:;, records, pathological specimen:;, 
cr d1agnosti, specimens. 

e. Hi.1.or chang.::s tn rreviou~;l.f .:q:pr:)\·ed re~e.'lrch dur·in,g the J:erio(t fo·:· 
.. hi :1: approv;ll h.Js ':>e('n authorized. 

I 

!.-9. §xpf'diSed rev1e•"' pr11ce.Jurcs. Un(lc·r CJn expedited revie•; procedure, tl1• 
HTEB Chairperson, or ,:!-:t~ or more HTRP. re· .. f, ·..:·"rs de::;i·~natnd hy the chairperson, 

I 
n1ay carry out the revit"..J. Tl!l~se redt"::l.l·.•:s •nay e>:erclsc all of the at:tl1oriti•·> 

I;·-:· 
I 
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,, the HTRB except thdt of disar!~r•Ha~, which m.:1y only be exercb~d as pre-
scnbed elsewhere in this c~gul;:,t t ·n. 

a. When the expP.dlter:l r~::viE·IJ procedure i~~ used, tht! r~.:!v1nw<!i"'l will fur­
:1.' :; h complete copies of :1ll t:hei r c.::: tons and related mate rials (e.;~.? researcL 
:· :.:1n, protocol, etc.) t~) all ott,,•r ·::t:mb.~r.5 of the HTRB. The HTRH Chairp•:!tscn 
"''!11 sub:nit a written r•-'!r~:~::-~ of .:::.;cdH.ed rev:le·..1 actions to t:lw Ct; within ten 
~Jrking days of apprJval action. 

b. A..'1 expedited revt.~~~ prcct!dur·~ may be: restricted or :3u~•pEmled to pro­
Lt•::t. the rights or \o'€:lfare of su\j,!::~:s at any time based upon e:ttht!.t' direct:io'::'l 
~;· n.n approving offl:.ial or reque.:;~ by nny membe~r of the !lTRI~. 
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. . 
Chapter 5 

lNSCOM l-U.JHA~ TECfl~!Cii CIGY RE\'lE\~1 UOAfte- ACT lVITIES 

Composition of the 'lT~B •. ·ie::b0·ship :fn the INSCOr< HT:\8 wUI. con~ist of 
:. ,~ chairp8rson; at·-·le7:~sTx- ot': .r r.£>.glll.ar members, ap;;v,inted hy the CG frou: 

·,,··ng the norninath111S suhui.tt:cd ~:• ~":.c0rdance wi.th paragraph 2·-1) a'1d 2···H, 
'··ve, or fro;n other sour:::.~s; .'1:1 '.:~t:cut1ve secretaryj and su~::, other ex officio 

t 1 :·"~ ad hoc 1nernbers as ;:r~sc:ri.bed ~n ;.hapt1:-:r 2, above. ()ne regular rnemb(;r wi1J 
1•·' not affiliat .. ~J 1,.;rith thP IS'S~) :! 1n(1 not p.-u~t of t'le lmm::odiate famil? of .:' 
;· :. '3011 affiliated wl.th the INSCO~!. 

c· .. ,~ General crtteria f•1r trJelnbt~r~·lti.p. At lea~1t ont! member of th•! ~-lTRB tTill be 
r r <·m a r~of ess ionJi.~09"ft'tonT1-C"ti ~i ~·~;-r;·rl.M rUy c:onc:e rtlt~d w t th th~.~ 1o~•;:; !.fare of hu-· 
r'•1r: persons. At h:ast or~ ncmbe-r· V.'ilJ. ~ non-sclentific, such ;:s a :'.awyer, 
·~'thi.ci3t or member of the cl,!rgy. ·;:HE L'lSCOH liTRB may inllitt~ p(~rso:1s wit.~l spc-· 
clal co:npetence to .1ssi.st in the ~·:Vil'~l of complex issue;:; that: re•r,dre exper­
t i~;e beyoi1d that av:lilable on thE' iiTPB, These person:~ normally w'l.U not vote, 
.. ;Jless he. or she is servlng ns the :lon--I~SCOH member •)f the HTRB. 

'5 ·3. General commj_::tee activitir:>"'. ~:ach reeulJr .and ad hoe committee rnembC:r 
sh:~ll have one "eqt!;]T-vc;te, ·-:lildt"i~.;···~·~:ti.re committee :.~ill he vest·2d ·..ri.th the re­
~·;l~·nsibility to determine if a prq:;o:,:ed activity is acceptabh~. A::cept< .. h!lity 
~d ll be .ln terms of Army i·!edicnl f·.'·pat'tment (AMEDD) comnittr.ents and reg•.lla­
tfJns. applicable law, standards cf conduct and practice, and wi:h full consJd­
Pr.d:ton for the particularl:; sensi: !.,·~ nature of the INSC'.H1 1 !i role JS an i.ntel.-

a. At le<wt five votfng :n.:'J!::Jers w:lll bP required t0 1:ons-:=it•Jte a quorum 
,r: ~-Jch committee m•;et tng. 

b. All actions c·f t:h€~ com-:dtt•·e ~,.;ill be hy mujodty vJte of m!mbers 
;!'. · s,;nt. 

a. Except to provir.e lnfoc: .. ,• tc-1 requcst(~d b; the ;nRR, ::w I.~iSCC:~~" HTi\3 
• :1ber moy ta~e part i;1 a r;~v:~ew qf .Jny p:·oject which ic; ';poruored ·:,;· th.c:t: nem­

l,•;'s •)rganizatlon or uffir:e of e::JpL>trn·,!nt or <lssignrncnt, or ln 1•h:!.:·rt th(re 11'1.Y 
o•::1erwise be a conf:Lic.t or .:lpp.:~ar ... ·ce o:· a confl"!ct of intere:lt. 

b. The lntr:~n.!..:c' appr;lving •.>ff ;..Ci.tl may not he a member of the HTRt. The 
.:"pproving offir..ial rn3y not appro\·,~ n:s.~olrch for which he o: she J'.s ·il.so n prL\­
d:lcll or 3Ssociate invc:;tig.H::~r. A higher echelon of ccnu~1and must rev:!ew and 
~~<;prove sach projects. 

a. In evaluacin!3 lt1•! risk~; and h<::nefics for project~ un(ie1~ con~ddera-

.. J.Jn, the INSCOH H"~RB ,:hould con~~fd.~r oaly t~1ose that ,;~ay resul~ fro:n that 

5--1 
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particul1r project, unless a cle,1.r lf.P<.•~=! h:t; hf't.!:,, e~;tahltshed to otl:er 1:: 

jects. 

b. To approv<: an effort cov-=r·~d J,,· this rer;ol1t:l·:n, the INSCOH tn,·; 11 

determin'.! that all of the requirement~ b~l..::tiJ are met. 

(1) Risks to subjects are .nin :ni::ed by using procedures that .J: · 

(a) Consistent with !'Ou::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 trc' .c 
when ap~ropriate. 

(Z) Risks to subjects an! re.t~;:1::.able tn relation to --

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

(b) Th.: importance of !:1 ..:~ kuowl::.dge that may be exper· ·~ ,•d 
result. 

(3) In making an .1ssessruent t:or the s~:lection of subjects, th:} ·:r·• 
sor has adequately consldered --

(a) The purpose of the i;·I.''Sti?,<ltl.on. 

due ted. 

( ~) Informed con~;t:- :~t wll:'.. bt! ,;,,, 11ret' r r·o·n t:',tch subject. 

(5) Informed conse1t will be. J• ... <:lwrly docu;r.·~nt:ed. 

(5) The pro~~ocol takes a·!equ .• te provisions :'or monitor,ing '::h · d. 
collecte~ to insure the safety of the suh!:cts. 

(7) Adequate provlsions e:cbt: 1 .) protect t:he privacy of suh}!• 
to m.1intl.in the confide:1tiali:y of d<;ta ~;l;,·n arHoprL1te, 

.5-6. Sp~ci1l consideration<; ,)f sensiti·r~;::. S·vn•:> or all of the subj0.ct<: · ' 
vulnerabre-tOSPec i.ilc0Mid€~ratrorl~-:)t ~ ~·)·t~ ··1~; it i.vi t y bee a use of past ass 1'..~-=:' · ·>t 

affiliations, ttc. In such case'J, addi.tLonal >>afe>?,U<His will be inclt· 
protect r:he rights and welf.1re of tht:·~;.• subJ~'·~t::~. I1 no instance vi I 1 
INSCOH he a party -.:.o any research whlch Involve:; the ust~ of persons wit:: ,'t 

or severe physical or mental illnes:;, ,...: those W~iO an: economically or :::'uc 
tionally disadvantaGed. 

a. The LNSCOM will SllSpenrl or r:ermi:1ate a ;no.Jc,~.t th;~t --

.--,_. 'l 
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' . 
(1) Is not h>ln~:, •.::onch:ctc>rl. ;::,.:cording to the HTRB's requtr·~ment:s • 

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

b. Suspensicr:s or termtna:.:; 'In::: •)f a project will inclJd(! a statement of 
tr:;:• rea~wns for the HTRB 1 s .J<::tior,) ;<nd \vill be reported wtth5.n 2·~ ~·~ours to the 
prtncipal invest lgator and the:> ar r ···:ving offic tal. 

"· ..... b. Records e 

a. The HTRB ~xc-::.utiv:: secretary ·,d.ll prepare and Baintain ad.:;quatH docu-· 
:· •:-.ts on HTRB actl.viti<'H, inclucHnr, -··· 

(1) Copi~r~s of .:~ll pro <>.>.11!: :-evie'l-lect, scientific evaluations that 
:1 •.. ·.,· ompany the prop•) Sa ls, :1.p :•rov.,·c! <;a:ro le cons<•nt documenrs, progr·,~ss reports 
s.1brnitte9, by investigators, and rcr·~Jrts of inj!Lries and erlverse reac:tionn. 

(2) ~hnul:es of HTRB r~~··t!.ng:J showi.ng attendan~:e; actlcns taken by 
t ;1·~ tNSCmt HTRB; Ue vote c< th( ~.· a('t:ions, lnclud5.ilg the number of r.tembers 
••:)t.~ng for, agaim;t, <u~d a[~:~Lllnin:,·· .1 decision; the basis for t'equid.ng cha:1ge.s 
nr· disapproving :1 p1':ojer:t; .:llld a •.·:-i.tt.:~·-L summ.uy of the dtseusni.on of contro­
v~rted.issues anri t~.~ir rcG~lutio~. 

(5) A cu:~tt::1t 1J.st of FTc:~B rJembers. Hembers wU1 be .Lc.:!ntifie(l by 
h~, (',:lrned degree>, ·.cpr:~s.::•ntn~tve ca;1acity anrl experience, su~h .:w bo.1rd 

,·.,·r:tfications and Jicenscs. The information '"'·lll he cor.1plete en•):Jgh to des-
:~:,? each rot~rr:ber's chtef •~xpect •. !d <:on'trihut:lons to HTRB revtc•..;'B. tmy ·:!r1ploy­

:.· 1t: or other reL1t t·Jr,;htp hQf:\·Jec:l r:h~:::l·•'I"S and th.::: INSCOM vill be noted. 

(6) l.Jrill:•~n prc, .. ,durc. [nclnrHng <H;endas, e: .. p•'di.t.cd 'ri'Jiew prnce­
' ,·::.;:>,etc., for th•' I!T.~lL 

(7) Statt>ment:;; Ol sir~nU .. ctn.:: n~w findings. 

b. Tiw records requi r~d by t'll.s rcr,ulat ton will be retained permr.mentl.y 
'n ~t.~r t\R 3·~0-18- .. 13. Such ri~cord3 \.:tll be reas<~-nahly 1ccc~sible f(;~r inspE~cticn 

"'''- copying by authorized DA per :>r:·1·:1·~l and representatives of the F~~dera.l. Food 
: •.• 1 •• Drug Administrat:lon. 

. . 
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A PPENJIK A 

TERHS ;\~·c ABBREVIATIONS 

Sect10n 1- Terms 

A·-l... t-..PJ?roving of ~-~~1_2!.. The USC:C1 ~t Command inc Gene r.al, Deuuty Co "1'11andP r, In-· 
t d 1 igencc, Deputy Conm.:tnde r, Su·:'l·:Jot·t, or higher level off ic:ia.l, Hho has be! en 
d., Legated authot·ity tu <lptJrove the us:~ t:lf human subjects in rese:1rc-1 • 

.\··~. Associate investigator. A wr,;cn who ma.y be dc~ply in·11ol•n:!d :ln tbe e~xe-· 

cur.ion of research ·b~t·d·ncs--;wt ha•·e ov•!r.1ll primary responsthillty. 

t\-3. Consent. Tht~ lt~r;al1y effccLJ:ve agreement to take pal"t as a human suh­
j.~c t:. The agret:!rnent 1:Wy pertain Lo orlle' s own part icipat .ton or be tn behalf of: 
another person. Three terms assco:lated with this meaning that din•:.i.nguish be­
tl<ecn th.e' legal validity of sucl: agreements 'are subject consent, permissior., 
<Jnd assent. Th(~se terr.1·3 are defin<:d bt~low. 

a. SubJ!._ct ~::~~~· 
l~gal capacity to consent to 
geni: pertains only t:> adult~' 

Agreement by an adult person 111ho h<:1s autonomous 
t:akiniJ. ?·lrt as a human subject. This (•)t'm Clf con-· 

... 1hc !uve not lost their legal C<!.)fl<: t 1:y to consent· 

b. Pertr.ission. Agre(~rnent ty ~ "legally authorized repres(ml:ative" fc.r 
"• Ltking part as a hum.m nubJec:t cf ;:mother person whCl does not pon:><!SS <.mtono­

" u:;s legal capac:!. ty to const:!nt: in r. i.s or her own behalf. A legally authorized 
'··'l:resentattve is a person or jLtdl.clal body authorized under applicable la•N" to 
., Hit pe:rmisslon (also knOt,.";1 as third·-party COI1Sent). 

c. Assent. T~c: :tffi:rmativ·~ r1grer~ment to take part as a humnu sub~ect by 
j person not possessing autonomo1·~ legc.l capacJ.ty to consent in h1.!i or rer own 
·:.,.>:lalf, but who is capable of understanding wbat is proposed and able to ex­
;1r .. •s!3 an opinlon as to wtll:lng•w:.:: t:o particlpate. Assent is !!N .. currence in 
'..Jilt is proposed, h1:t i~; net a S·l·)s~:Lt·~Ltc for subject consent b(;cc.use, unlike 
... ':,sent, assent has "Hi le/;<>1 eff~.:c. 

A·:.. Experimentation. An~' rese '~~,:.1 or testing activity tnvohd.nL human sub­
}.:<::ts that may exi1o:.i.;-· such :;ubjectE to the possibility of permaf!ent or tempor­
<'I"Y injury (includin~ phy~1coLl or :.: :ychological damage anc damap.e t:1 the rt~?u­
' cion of such pcrs::>n!:l) beyond th( risks of injury to which such subjects are 
ordinarily exposed tn their daily lives. 

A-·5. Expedited revi.~u procedur12:;. Ti1o:<~ procedures used in 1~esearc:1 involvlng 
n:;~ .,,ore than minima]~ risk-and--thos•! w;e.i for minor changes ln approv<!d investi­
g.:> dons. These proc~~dures m.in iml•~ ~ t.f.m: required for review. 

,1.-t), Health cnre pr·.<ctltton('r •. \1 it·,Jividual trained to interact with p.1-
!: l .. :11: s to p r ov i~h~ ,f(;;;71~;-;~z:-···-:·r- L t ••.1 ti"'t~ ~' t proce>Ju r cs 1..rit hi n es til b 1l. d1cd prof e::;­
'';J ·l:ldl standards. 

A·- t 
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A-7. H'1maq subject:. Any ~Jerson, wheth.·r :r :1ot :luch perscn is a US citfz;:,:', 
about whom f:i-Ii:~m:igator conducting r~!lC;.trch testf.ng <:)r s·~udies obtains d~:_1 
through !nt

1

e ::-a•: I: ion with that person. ·aot·, :i1y~:d.c,1l procedures and manipuLl­
tions of th~ subject or the subject's envir<:•r:rn• nt are includ•:!d. Human subjec:; 
rr.:.ay be thought of as direct ob:}E!Cts when th1~ research .is to determine th,e e'' · 
fects of a ~.:£w systt~m on man (for exampl~:•, th·~ psyr.!hological effects of a, par-­
ticular intrc::ogation technique on an indtv·.(u .. l) or as indi1:-ect objects when > 
test is conp'Jcted to determine how man .:~.ff.~::t:.:~ th12 ultlmat•~ performance of ,1 

system (doc~dn«~, ctmcepts, training progra:1~). 

A-8. Human, Technology Rev1ew Board (Hn.B). .\ bo(~Y set np to provide initLil 
and continu+;'igrevTew of n~search invo l,;r;;_~~ r. te u~;e of hum.m subjects. HT \ l 

fulfills al~ the functions of a human u~1e c ··llnittce a!J described in AR 70--:: .. 
It is fundarF':ltally similar to an Inst!tn;:bn:tl Rcvic,,r Board (IRB) discussed !·1 
guidelines t3'3Ui~d by the D!I!lS for human rt:~e;lrch, but has some1...-hat differ~··­

authority as
1 

.:~O."lpar·~d to an IRB. Within our, <luth·Jf' i ty t:o approve the usc ·. t 
human subjeC .. 'I in research ls vested in com·.: •. 0.!f'rs. In the ::.NSCO~·t it is ves::-::1 

I 

ill the CG, ;n·td has been delegated to the r--cc:-I and Df:G-S for matters un·'· ·· 
I 

their respective functional control. App·o.,r1ng officials act on recommer.•l ·-
I 

tions of va1
1

1dl)' cons tltutetl HTREB. Out~~ id ,~· UOD, Illl~s tend to be vested w I· t 

this authoryy· 

A.-9. ~esall>y auth~rized re~pres~1tativc. A P':!rson or judi.t::ial or other bod1 
BLtthorized t1f1der a~plicable law to consent on behal [ of a prospective supjr.:~' : 
to the uubje·::t taking part in the procedures :L:volv-ed in the research. 

I 
A··lO. ~J~.l oon~tor_. This person is a rr(: ttar;r '-'r Departr,1ent of the An;: 
civilian phyncian who is respon:,iblc for ')hs··rving human !>ttbjects during t:.-! 

I 

conduct of r1search. 

A-ll. Minirn<~l risk. t.fhen used i.n the contc•:i: of ti~is regulation, this mea::~ 

that the ri::.r.s of harm anticipated in the pt~~tposed res~~;Hch are not greater, 
con::liderlng rrobabllity and magnitude, than ::hose ordinar::-.ly encountered In 
d::dly !He o~ during the performance of rouLJn1~ physi(~al or psychologic-al exam-­
inations or trsts. 

A--12. Princi.,pal im•estigator. A personj r•:·gar.·dless of titlP, who is primari~:· 

responsible ftr the actual executlon of the research • 

.A·-13. ~~· The written, detailed p)an by which rc<JC'arch is to be cc 
d .. Jc·ted. The rlan contains, as a minimum, d'~.::·.:ssion c~f 

a. Th•! \objectives· ot the project. 

b. Th·~ \information to be collected. 

c. Th•2 \mean~; by 1...-hich it w~.11 bi? c.ll :t -_,:f~d .J!l.i evJ.l1nted. 

d. An 1s:3essment of potential risks .. tn.l benc~i.Ls to s,;bjects. 

, A-2 
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e. Safety meJ:3\lre:3. 

f. Other mea :1:3 t:o be uE.ed t· r.•!du·:e the risks to subjec: ts. 

:\ • 1 ~. Research. A systl!n11tf.c in,··.>::tig<<tion designed to devE~lop •)C' cont:rlbt:.te 
to general-knowledge cone~ rni ng mi 1l ta ry or intellf.V;,ence problt~IU:3.. The te m: 
l!~o:·s not include indLvidual •Jr gro11·~, ·~r:ttning of personne!l sueh as ·~ombat: read-·· 
ti:(''IS, effectiveness, proficienc? c•r :~Hness exerci'Jes. 'l1lis definition is 
·u.lqlte to this regu:!.,ltlon L'lnd is r.:Jt lnt··~nded to identify an effort for funding 
'~1,r·!•~r approprL1ttons intended for· lkst:>~:rch, Development, T.:!st anc Evaluation 
i.~>TC). "Research" b th~ sens·.· applied in this regulation rwlll. be fun1ed 
, • ··rding to the project, effort, .~":e., to which it .appli(?S • 

. , :. Research :md cJ..:velor:nent. Any scientific inquiry, i.nvest lgationt or 
lldatlon per(orrue:i or--dlrecte,j tc U~:t hypothes<~~~ or dev<!lop cc:.cepcs con­

', r:dng pl~ysical or blologic.'Jl princf.pals or l.:n•s. aescarch :ts a rHjor expll)r­
;;: ·' •)n of ,-the unknown a:1d con1:ains unpredir~table eler1ents. Developr:'.mt ,osu.:tlly 
: :. confined to the qual'lfication >Jr •.•laboriltion of kncnm pdnetpal~r. 

·.·16. Systerr:atic lnve~ .. tir, ;::ion. ·\ formal inquiry zenerally det~•:tibeci in a 
e:· ·~: ·: ocol-that-sc t s-'f J rth ex j~ILc it o .~ .'' r·c t 1. vcs and fonn<1 1 procedm es c!es J. gned to 
,., ::ch those objectives. Tlk teri~ .. ir.c]udes clin:!cal inv"~Stt~at:tonL. bu:: rloe!; 
~~~ t: include post-tr;·, ~n t -,g c·r post···'- 1\C rap:~utic it1qulrt('S intenrl•Yl or.J y to ~valu­
;.r .~ individual progr<~!Hl \lr respon~1 ~~~~·~tc!:·:3 to tr:1ining or therapy. 

, .. .;7, Test and •:valunt:Jon. An c.•!t(~rt: or ass~~ssmer;t to va:,Ldate propo:;:ed or 
• '<>;ting st.:tndards---;:;t:-·-c::·c;~)c(:·pts of c)'"fonnance) either of hur.1ans or d ma::~r~.1l. 

/··1:3. Test parttcipanu:. Hum<en> ':!rct~tly involved in -:es1: and t'Valuatlans, 
ln r who are not thl:~-scf\;es the dLL'ct: ·)hject of such act:iv:ltie:;. Gent~eally, 
t,~r participants are noL rc:gardcc .Js receiving any direct benefits as a result 
<>f tht:d:r participitlun ln the te:>t (fc~r example, a OE'W doctrine t)r tr,:dni•lg 
< :H'.(~ept). 
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A :{£1)---------~-· ----------- ----------···---

I 

A~I----------------------------------
', 

C !~ NTEX -----~---------·-------------·----

' I 

C I~R ----·------ -----·-- -·-----------------
• I 

'I 

D ,~---------i .. --·-----·--------------·----
D.\RC0:-1------;·· ---·---------·----·----- ·· ---

D~SPER-------------------------------

1 

D·: Sl'P!f-- ------ -·-··---·-------------------

DCSOPS------------------------------

D: IUS---···----l·-·------·--- -·-··------.. ··-·-­
H ?TF---·-----~·---------------------·----

H~RB--------r------------------------

1 ~ISCOM------r--------------------·----

M..\C0!1-------r---··---··---·---------·-.. ·-­

SJA---------r-----------------------­
T:G---------1------------------------­
u ,)-·---------~·-·--- ------·----- ---·--·----

i 

24 FebruaPy ·1 ?i • 

Ill·;art·,,_nt of the Arr·:· Assistan.t 
Ch~cf ..)~ Sta.Ef. IntL~l!.igenc.e 

Ati'JY ?-\:2 .: leal r.:~partment 

US Arm( R~seaL:h L1st i.tute for the 
BehaviJrnl and Social Sciences 

Th~.~ I rr;cmt Cer:ter for Excellence 

Code oE Federal Regul~tions 

t:S Ar~: Materiel f'cve·.opment and 
Re~''-';; r .:!: Com·ncJ.nd 

The~ I~:~CO~f D·:;p11ty Chief of Staff for 
PerHon•t•·l 

The T'::;cJ~1 D~.~puty Chief of Staff 
for J:l.tns, P1·0·.:ram3 a~·.d Hodernization 

TI: · I:; ;c;~t D·:~puty Chil f of Staff 
f 0 r c r! ~ ~· 1 t i 0 "l s 

Deptlrt.wnt of !!ealt': , nd Human Servicl": 

Th,:· J~;:;.~xf !Hr.:'• Perfo::nance Task 
Force . no lonr.··t const i.tutcd) 

The l:1:)C0>1 Ht:r.tn T;:chr.ology Review Boa::! 

lJS ;\r::: lntelltgc·.cc dnd Security 
Corunz.n.l 

Na l a r r\ r -~l.Y c mr .. n a nci 

The v;sCOt-1 S:.a''f Judge Advocnte 
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FOR~1AT FOR PR.EPARATIO:J Of A RESEARCH l'RO~''lCOL 

St>.:::i:1.on I 

CENF:KAL INFOl{~ \TlO~: 

L Projec~ tltl'':.: (Enter co:uplet:e proJect title ·• if th1s 13 an amendnent: t~:. 
an existing project,, identify by indicat f.ng "Anendment No. to" imme(liatc 'y 
preceding the title). 

a. Pdnci pa:I inves tlga tor. 
and te 1 e ph .:;;;--;;w;s-er·)-. --·-------· 

(Enter fuU name, rank, tltle, organlzat i·.m 

b.' A::!2_oeiate :~nvestip,.1tot·~-· (!dent Lf)' all assocLo:te lnvest[gators and 
area of the project for ~;hlch each ts responsible. lncltde full name, rank, 
title, org.wization ;md telephone 11llrn'Jer for each). 

3. Locatio1 of the proiect. (Identify all locations at ~1ich the project wtll 
le carrie.r~rutm;;1specTf):---,.,h.lch 1:ort io ~.s ,,.i 11 be done at ::act1 locat ton and who 
is the point oC Ct)nLtct at each locat ton. Include telE'phone number for Poe:~. 

4. Period covered r•y tbe prcjt~ct. ::c:Lvr.~ r.1onth and ye:1r of exp~cted start ,J:d 
co mp fe t ion- da t:c-s-r:--··--·-----·-·-· 

IH'IRCDUCTICN 

a. (Enter a ~;hort, or.ce-pas::;.; or o:v:~·-p.ttarraph, smnrnary of the pr~lposed !1"(·-

je,:t, simi:.ar to ::he alJ~.tra·.:t of a ~:cient Lf lc paptH). 

b. (Eater a liH anJ bdef de;;~:r1.pt:l.or: of safety meilsures foe human :;.t:)·-

jects involucd ir:·. th.! pr..:>ject). 

6. Medlc<=~~...EPl!.catto_::":: (Expla::n br1 ef ly the mt.~dJ.cal impn rtance, includ f.ng 
psychological cor.siderations, and possible usefulness of t~c }reject). 

7. Objectives. U;tat:e bdd1y but speo:if:.calty t'le objec':ives of the rrc-
jeo:t.- Inci~Jde._itr·rns h·~lo..,., ',,1]J,~:::-l3 J.frltc.!bl,,). 

,'}, St:udv design. (:Jouble-hllnd, c,·,_>:;s<)ver, etc.). - ......... --· ----·---

B··l 
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I 

b. !fchul<) logi~~ to~~~mplo Yt!'~-· (l. ts t th.• generic technologies to Lf>. en·-
pluy ed in I tlH: pro jed). 

c. Tvpc- of popuL•tLm ·Involve!. 
~-------------------·-

. p ""\'-"•d) - .. , ...... .. 
( u~_~t th•! subject population to be ob-

_Stacu,s. (State ~o.-har ·I,<:H3 hec:n ,1cco11pl i!·llwtl or publi!>h·~d in the proposP~ 

re·. of stud'" and d:;sc:rl..b~ how tlds proj::ct '"Lll t't!late to, dtffer f··:om and/c11:· 
.dv.~.~1cc t~at. '"hlch ~1.:1:1 all."eady been aco::or:plL:Jhcd). 

I 

?. ~!.!:_lioi~E.::J>l1)~· ·:LLit all refere;:ce:J u>t•cl in preparing tht! prot:oc:o1). 

tO. Authsri~_L• (Cite the sn~ciflc .:mthodtv for the INSC011 to engap;e in this 
pro~.ect. InJ.lcate da::l! of ap:noval) ;1nd Lf not yet approved, indicate specifi:: 
approval aut>Drity nee:it><l fo• this projl::t. Identify any POC in approval a·.t­
thotlty',!:i f;rganJ.zati..on 1.1ith whcm coordln:-.tion kts been effec::ed. 

S~?rtiou ITI 

PROTOCOL PLAN 

a. 
::ourse: 

(Ort1lne expec::ed accomplishr·;ent:> in Sllfficient detail to show a clear 
of fiCtion). 

b. (Include discu::;ston of the te:hno·L)[ical va1.1dity cf the proposed rc:-
search pro~edures). 

(:. (Llst th•.: chronological s~c~s to he take:o.). 

12. Pro1ect :;ubjects .. (Give as a minJ.m:n t·hc "!:·,formation helowr). 
-----~--·-..-:...-

a. Nu:pber _ _?_~~.:.-:.~ .. J~:_~ts. (Indicate th·~ trJtd number of subjects expect•~d t.J 

~·')iT·r:lete th·~ :;tudy). 

b. Ag¢ ranr,e. 
"~-----·-

e. Sex. 

d. ~-!_:~~iC:_!1 edt:.::_~~· t, Stat·~ s;;cci :ic .?.Pd detai:LE·d re.tsons for inclusio-. 
): subj•:!<::t9 by clas:;, or inc1ividually, as a.r·prcpriatE>). 

I 

e. Di,gnostic crjtt·ria f~::E cnt'"Y· 

! 

f. Ev~luattons. _ _E.:_i.':'re en~.E_Y.· (L1clule any phys1c,<l or psychological o:x1~~ · 
lr<.at.Jon:5 1 ~C'dical history, etc., "hi:b. l:.; to be done on l~.1ch subject 11-:--.for.• 
entry l~to the proj~ct). 

h-2 
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g. Exclusion criteria. 
c~ t St!ases, meJlcat t0";1.3;-ec(:-·., 
t:Lc project). 

(Tnc' .t<~f· n :omplete list detailing th~ subjects, 
1.1hicb on:;t 1 tute the cri.terLt for excl uslon from 

b. 
'1(•d) . ~ .. ~· .. 

L Subject ide::!.;:.~:..~l~::.atJ.\1.!1~· (:lescrtb,~ code system, i.f any, I.Jh1eh will be 
t:.'d in the project). 

.. 
I • 

j • ~.u b j e c t _:;!_:.,~~.~..:'..~':!:.~ .. 
obj ct: of thi9 re:;t~::trch 

(D~~~;,:r:be the r.~ethocls 

to partL;ulnr subjects). 
u3cd to assign or allocate 

k. Risks and benefits. (Dl!::uss the analysis of risks and benefits to 
'' ·.: L .)ec t s and to --t};';; ~:--c~d~~: t i ng t l: •· reDea rch) • 

1. Minimization of ri:-;k:3. (JJscu~;s the. precnuti.ons to be taken to mtnt-
-------·-----~-~··... •• \1 

r~~:;:e or eliminate ri~:ks to subjec!"!l .1nd those conducting the research). 

m. Corrective at.:t ions. (Descri he hypothesized adverse react ion:.> and cor­
r,~ct:ive ac:iori'S-C:xpe(Te;rto be ta',..n H such adverse reactions occur). 

n. ~ecial CI"]U~.E_~~~~· (Des.: r UJ('! any special r:tedlcal or nurs Lr:g cn:ce or 
Pqutpment needed for subjects adnlL10d to the project). 

a. (State the ::.omplet;~ name ·1r::l c'.escriptton c.f all tt~chnologles to be 
u~2d, including procedures fo~ their application). 

J. ( IdentJ fy the source of -=1 L technologies and related 
et:. List all co~ponentR and m~nuf3cturing and quality 
r•t ": ..!dun~s, wbe re :a.p!lic.abl(') .. 

f. tenw, devices, 
control plans/ 

·:!· (IdentHy the r:1ethod d.ogy [c,- appltcatio;J., if diff~rent froiD procedures 
d··;cdbcd abo·;e). 

d. (State the sd1tdule, .1dHiir:LtL1tlnn and durat1.0n c·f Each aspect of th1~ 

.' 1 j-.~ct) • 

·~· (De.:3cribe Jn d.·:-:ra.i.l ·:ccomp::.n;lng rlevices amd their Intended nse. IJen·-
. r' wht!tber thcs<: ;i.n~ clas::;lfied ,.,3 racdical (levice~; and whzt:h~r the medical 

r' ·.'ccs amendment to tl.e feJ-~r.11 :~:•od, I'rug and Cosneti(: At:':. applie~::l. 

f. (Discuss l:1beling to lli::!di.c.;l ck~v!ct>s, wbere app?.1.c.lblc). .. 
~ £:::~.1.:.:!:~~_12_:3_.2::!.:_1 ·~--~J, :.'~ ~~,~~.: 1 nc:!__ .. ':- 1 __ ~.~)~:53: ?• __ t he ___ J:.l~_o j c~!:... (A p r·o j e c t sc h<• 111a t: I r: 
!\C.:/ be includeo, c.r- l. 1l•' It•·::::; m.n' 1,~ JL:tt~d as indlcatt·l h·:lo•.,r. In ~!l.tht~r 

c.::e, it fs impcrtllll t<J ldt>.:tify :.l!•' pc'!~:onwho \.Jill perfonne<J.C~\ E"':iluatl0n). 

B-: 
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a· Spr:_;~~~':o be collected. 

(1) Sched,lle of cdlections. 
', ~ ------------

(2)
\ 

Evaluati(lns tC' be made on ~~pe··~·~~~!.· 

(3) ~torase· (If applicable, s1,;• ..• where 
are re'illir~~- . ) 

(4) ~~lng ~lispos~_. 
( S): L" bor" t od cs r_e r f o r~i n• evn_~ ~- _:_,,~. 
(6) Srecinl·precautions. 

I ---- . 

.. 
24 February 

and if special conditir:r:; 

b. CU,1ical/behavioral assessments. ( lt.c lud·~ how :tdver~e ef fee ts ar{~ 
-·~----)e recorded 

1

1 , 

c.. illf2i~n!:· (State when desirc·d i!lld the fr12qw~nc:y). 

d. ~~;::2.:up proc~!dure:~. 

e. DiS!JE~.!tion of~~-· (State loc..ttl0n and duratton of storage. Inc1t·1·· 
pertinent i I' forma': ion rega :-ding Privacy A.:t md AR 381-10 cons ide rat ions, 
;!pplica;,le) . 

I 
f. Metrtods used for data collectior. (•=.~.1te er1t1cal nteasurements used.~, 

---~--------------------· end points 'T characterize safecy, efftc1cy c~ equivalency). 

15. Departu,re from protocol for individua~-~-bjects. 

1 
a. When allowed. (rse flexible, but definite criteria. If none is to h~ 

allowed,-sQ ltate) .-

b. Who . .._will be notified. (Include bot.h thost• rcgardf.ng the indivtd\,·ii 
~ubject, if ·kppropriate, and tho~:e elsewhere .... tthb the INSC0:-1. Hust notify .• : 
.;.east the HTTB). 

1.6. AdJerse ,reacttons_. (Must correlate wi.~h r:aragr.1ph 1::J1,, above). 

a. 

b. 

c. 

d. 

Deflr. t ion __ of sub·jcct l.'E'i'lC t inll~. 

ImmE;lia te .:-epot·ting ..E!£~:.E·dure~~· 

Rout.ir".!· report ~ng procN~:~· 

Poten,t L1l pos t·:·rro)·~c t a·J:'~: ... .!::.'~.: .. ' '•,\S. 
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Sec:tL(')n IV 

AD:Hn;:s':'RATI ON 

t·1odification of prc•t•)Col. <Det;cribe the pro<:edure to be followt~d tJ 
•dify, terminate (;~:-···~~~tex,~Tthe. prutocol). 

•'i, Publications .1ncl repcrts. (De:Jcribe use, including potentL.!l rcstric·-
1: ions .O.~lf;r;w-;:~;:;-.lnd-;;;~~bll.:u l·,ns. ,md reports arising from th(: project). 

::o. ~ding. (Identify sonrce •)f t'und::: and any sp1~cial or unusu<::l funding f.m·­
F .·: ications). 

2l. Medfcal monitor. (State the nnne and telephone number of medjcal m~nitor, 
~. 1 <:n applicable);----

:::'. Protocol revi,:·o~. (Identify '·h~ Luman us-~ committ<:e or instit•1tional :::-C! .. -
"'~tc\J board which wnl provide inl Ld, continued and anmHit review of this j)i:"'.:>•* 

j <. t: i) 1) • 

/,~ t:achments 
·-~ -·------
~ - Proposed Volunteer Agreement 
H PropO'>ed Expl.1n'1ticn Portion of ;he Volunteer Agr~eruent 
~ - Review of Scientific and ~uman Research Issues (if applicable) 

Biographic Sketch of prlncipal a~d asnociate investigators 

E -·5 
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I, 
( ' •\•·h) .. ' ' .... 

APPL:--;niX C 

VOLi_";-:·EEk AGREEHENT 

Pa.rt A 

, having ntt.::fin.-:!d ·ny eighteentl1 
b'irthdny ;--<u1d-othc-r:·.:T5:~ h..·-~L·,-~g--fiJll capacity to consent r do here:hy vol-· 
to participate in a:; luvt'~t:J;'o:lthn study entJ.tl·:d: -----···-------~--·-···--·· 

-----·-----· .. ··--···-··--·-···· .......... -··-···--·-----------~- --~-----·-----·-·---·-·:-an-a· 

'' _,-~ r-t'"'"h-e -;rrr;; c t Jon-of-·--·····---·-·------·-------· ... -----··-· .. ·----------·----·-­
--····--- ·····-· ~---------···--·-~"---· --··-·--·-·--·-------· 

~- ri ~ ·---.. ·---.. -·.._,_.,,-... "·-··"'- •• ·-~·~·--·-·~~~ ···~ ....... -·-5···· .. -----·---..... --... .... -~ .. ..._ ..... --.-

The :lmplicatlon~: of :Jl'f volun!· ··,r:: partici?at:!on; the nature, c'qration <ll1d 
,'J';Jose, ~md the mechod::, dt:! r:1eans ~~Y ·,.,hi.ch it ls to he con-.:luci~ed; and the in·· 
·,,11'-'Cniences and h:lt,<rJ~: to b(~ (''f:i'( ,:::!d h<ive ~f.!n thoroughly t::!Xpl'll'<!d to 11e hy 

, and .He set fr;rtr tn P<:.rt: B of this 
,~ ·; ~:;;;-eme n t , wh:!. r. h -c·;~:lv--;:;· .. s1·,:;;·~;~r:-··· ( :"~v;;··l:x!e n given the oppor.t: ll n i qr : c• ask ques •· 
J·!:,ns concernJne th!s J,1vestlgati._.,. study. nod any such •;uestf.oq:. hav:J been 
.i•J:·il.rered to my full alld ccw:nlt•te :J.c! ts::act lon. 

I understand th.:!t 1 may at: an)' t l:rw .-luring the CQurse of t:hi~l !nve~ttgntive 
::~.,.dy revoke my con~;cnt, a::d witl·('r·,v..t from the study w!;:hollt pre.··Jdic~; h(iw-· 
'·"''c.r, I may be recnired to undetj.u cr•rtain further exauinations, lf, in the 
·):l i r.Lon of competent author 1 ty t :; 1cl, e·wminat tons are necessary f c•~ my he a 1 th 
·,r 1<ell being. 

---·'"'"'"--·-~-- .. ~ .. ~-- .. ··---·~ "~- .. ------·------.. --~-------·--··-·--·-· Sign:1ture Dnte 

--------··---:--- -··--· --·· ... ----·-"·"·. 
W.i tn"!S t'' .~~ ) i ::11L! !:u 1·e D2te 

C··· L 
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I .. 

!•PPDIDIX D 

Vour:rEER AGREEMEN~·' 

Part B 

Explanati..Jn 'Port iot: of the Volunteer Agret:!ment 

1. Project title. (The title pf :he project and the pL1ce when! lt i.s to 1v~ 
c ')nd~ed):' ___ _ 

:? • Principal investtgator. (MuE:t i!greE: with the protocol). 
---..:.-----~-·--=- ·-·---· 

.J. Discussion. (A statemr·t1t thdt the s.tudy i.nvolvcs research. An explanation 
\ .. ~. t.he pu::pose of the :;tlldY" and Lh· expected du1:-ation of the suhjecr:'s partiei-­
f.:ltion. A description ()f t:h.:? pr-:>c~·:'urcs to b,~ followed. An ident Hic.:.tion of 
a~y experimental procedures. A st:1ternent giving information about prlor, siml­
b r, or t"elated studies that pl"O\Iide thr~ ratic•nale for thls project). 

4. Risks or discomforts. (A des'. ri pt ion of any re.1sonably fore S·:!·r!able risk~: 

.)r discomforts to th~bjel~t). 

5. Benefits. (A dc!script ion of :1ny benefits to tl1e subject or t.J others that: 
lnl/ m~bly be expected from th· stud:r). 

~ f), Alternative pr~~_?du~. (A dls.~lo::~ure of proper alternative pr:>eedures or 
) C•Jurses of. treatrnen:, if ilpplica'Jl•.! :• that might be advantageous to tr.,e sub­

;•o::t). 

r. Co:-tf:l.dentiality of recorJ:;. (·\ Hatement de~cribing the extent. lf c1ny, to 
v.· ll chconf'IdenTI;ITt.y ... ;)'(" ··;:;_!<;)rd t=. l. 1 cnt Hying the subject wf.ll he rnaint a ined. 
,\::,o, if more than a minimal ris~ .Is involved, a staterrent that ~mthcrities 

<.:.:::.>ide th1~ US may inspect the rC'•:,-:•rds). 

Subject's right:~: (An explan.:~t!on of whom to contac.t for ansl>l·~r:; to perti­
·,·;l·' questions about tlr.? stu,!y ano t:lte Bubject's rights :111d .,1hom to contact in 
t\~ event of study-r~lated lnjury to th~ subject). 

a. Participation is voluntary. 

b. Refusal to ·;>artlcipatc wilJ. involve no penalty or loss of ~)enefits to 
· . .;h! ch the subj~~ct i:; othu:-wi::e ent t t led. 

,~. The subject r.:..1y dL,.contin.:~ patticipcttion .:~t any tirr.e \oritl;•Jut [-f•nalty 
:':· :~oss of ben•.:ff.ts to ..:hlc1t the :.;Jbjo~c!: is otherwise entltled). 

C::;mr.~.:~'-~ ~~-2..:~~-E~~ IJ_::~:~ _ _!::::_:;::•.= '':•'.~.:!.. (For a study in vo l v 'l ng mu :·,~ than :'1 tn-
:l risk, an expL1·1:1t lo11 .J:> to ~ooh·~her any compensat:f.on ,1,1J medical. tre;;,;:r.,o2nt 

D .. ·L 
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ate available if injury occurs and, if sn, "-'1<>t t1Py can:dsl: of, or where fnr ·· 
tf1er informnt:ion may be obtainl!d). 

1 ·.• Additi,onal comments. (When appropriate, on(! or more of the elements -: .. 
illforma::ion, t;-i'QW';:;ill also b<~ given to e".ch :mbjcct:. 

a. A s~atcment that: a certaln treatn.:or:r or pr.;:~c·'rture m;ly involve ris'ks !' · 

the subject '
1

- ot~ to the embryo or fetus lf t:lf' qubje.:t Is o1· may become prf'g ·· 
n:mt - that (re currently unforesE:eablc. 

b. The, anticipated circumst<:tnces urde:r w~1lch the s•Jbject's partlctpatic:•' 
m3y be term~nated by the investigator without regard to the 9ubject's consent. 

c. Any additional costs to the subject tlv:t may result from particip~t!r· 

in the study'. 
I 
I 

d. The fOOS•:!qucnces of .1 subject's dt!ci !3! (1'1 to withdraw fr;m the study .:~::: 
procedures f~r the orderly end of the subject'', participation. 

e. A st~tement that ne~' findings devel•·P·.! duric.g the course of the stu:~.' 
'Which could 

1

.J:.f feet the subjE!Ct' s willingness ··:) co•1t inue will be given to
1 

tl · 
subject. 

f. 

g. 
study.) 

The \"proximate n'Jmber of subjects 1nvolved i11 the study. 

The \precautions to be observt~d hy rl:t! suhj.>ct before and after tL , 

D-2 
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------· ·---·------·-·-·-·---··· - -------·--·--·-·- __ .. __ _ 
The proponent of this regulation is the Staff Judg~ Advocate j 
Users are i:nvi ted to f()nra:rd conm,ents and su~rgee:tHd impr0\7e~· 
ments on. DA Form 2028 (:rt~;Ct:ll:nmendE!d Changes tc) PubJ.J..,:::ati.cms 
and Blank l?.:..,rrns) to t.h.i.s Hc:adquarters, ATTN: IASJ"1~. ·- '"'·-· . " --- .. .._-..... ~···-·"·-------·--·---... - ... --.. -·--- -----------"""" ....... .. 

l"OH 'rHE COM11ANDER: 

OP"i:.'l:CIAL: 

DJS':r'RIBUTION: 
1\ i~ C {'2 cys) 

Flus -
S~aff Judge Advocate (30 cr~) 

I,OUIS D. KIRK 
Colonel, GS • 
Chief of Staff 
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