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. UEPARTMENT OF THE ARMY 
" UN1TED S,1 ATES ARM"( INTELuaCNCE AND SECURITY CC,MMAND 

MI'1.Y'I'O 
"l~;o;N1'IO'" 01' 

ARLINGTON BALL STATION 

AfU.ING1·0N, VIRGINIA U%11 

'l"lEMORANDUM FOR ASSISTANT CHIEF OF STAFF FOR INTELLIGENCE 

SUBJECT: INSeOM CENTER LANE Project (U) 

17 July 1984 

L (U) We have completed a review of project CENTER LANE with a focus on 
resources involved. results obtairled and the role of INseOM in this area. 

2. (5) INSeOH has invested considerahle (~ffort mler a long per:/.od of time 
to d0~elop the remote viewing technology. -As a result th0 Army enjoys a 
morwpo1y on "his revolutionary concept 1'('1' intell:i.gcncc collec.tion. {ve must 
insufP that \r'e do not J08(: t.115s kno\A1ledgi;' IHI!.J experience in any action taken 
t" cl.anl',(>. INSCOH i s rnJ e in Ow U~';l~ and (1f~ve] npmcnt of the 12chnolrogy. 

j. (S) I am concerned nhouttbcsc three a~rccts of the progra~. 

a. \.::.<2.:!t}n~.:L2:.:':~~.3 reh ~.~:~~l._c!.~:'::.~l opm£.£!:.. \.)"e:' f:<1nnot abandon the we rk 
alu.ady done H for no other r('i3son than to keep pace with the effort being 
expended by our 3dv~rRaries. 

: 

b. 5·.~:i.!E~ . .r::!.~-T_e~_~!2.!!:~' Intell.igil1ce users in the Army. DIA, NSA 
and C1 A have all t.asked t.his melhodulogy to augment established disd.plines 
a~d [(IT missions that would be extremely difficult or impractical for any other 
(:oll("(~tion resource. The JntelligE'nce Communit)' cannot afford the loss of this 
capability while it waits for a total refinement and understandIng of the 
ohsel'ved phenom(~non. 

e. }~£E~.E1_£._~Ev()lved_. C'hi~t)~n~~ INSCOl\1' s r~)le affects the dedicated 
personnel involved. vic flll.lRt insure the timely and fair reassignment of our 
t'.xc.el :tent cadre who, mayor may not ,·!ish or be able to particIpate in some 
further continuation of the prOrr~1ITl. 

/.}. (S) In spite of these concerns it 1.8 my opirll.l'D that INSeOM. who has 
~upported this project with Sand IA funds and persoDwdl assigned without 
!01pa.ces, shouid discontinue 0111: invol vemt.~nt tvith psychoenergeti.c rese.arch and 
operations. To mitigate adverse impact in the areas of concern expressed 
above I intend to cease INSeOM CEtiJ'TER LANE Project operations on 30 Sept 1984, 
bllt allow c.ompletion of olJt!~tanding contracts and trail1:Lng by 31 December 1984. 
'.fbls 'IolGuld: 

WARNING NOTICE: CE~T~~~!~~ SPECIAL ACCESS I'~ ArlO "IN~e.l'''' 
l'ROGRAH RE3TlnCT DISSEHINATION TO THOSE WI TlLCL!S;,lr!ED ar~ ~~!.\,..<- -.-,----------:v ~: 1.1, ASs .1. ... '/ ,. . 
V E R 1 FIE D ACe E S S TO CAT EGO R Y .L~~~~~_(~) !m~.{t\'(1 :..:;.; __ l~.I±n .... J~ ..... -.--, ___ . ____ .. _ 

SENSITIVE INTELLIGENCE SOURCES AND HETHODS 
INVOLVED NOT RELEASAP,LE TO FOREIGN NATH)NA1.S 
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17 July 1984 
SUBJEC'f: INSCOM CENTER LANE Project (0) 

o. (U) Al 1m., the reassignment of ICLP personnel on an equitable basis. 

h. (S/CL-3/NOFORN) Permit trainees to complete training and become 
60% operationaL 

c. (S/CL-3!NOFORN) Permit timely and undisrupted transfer of (1) 
ICLP operations to a national agency such as DIA or NSA and (2) JeLP phenomena 
validation and technology extE~sion to the US Army Mpdiral Research and 
'Development Command. 

d. (U) Permit preparation of comprehensive after action reports, 
th(.!reby preserving vital institutional knm.,lf1dge and technical details that 
would otherwise be p.ermanently lost" 

5. (U) Accordingly. I request that: 

a.. OACSI coordinate this action to :insure that there is no objection 
at Department of Army, 

b. INSCOM be authorized to coordinate direetly \..'ith DIA, NSA and 
l"iedical R&D Cormlldnd with rer,ard to para. 4c. 
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[)EP,r:,i :TMENT OF "'(HE ARMY 
OFFiCE OF lHE .... £$15T .. NT CHIC .. (11" IITAo,.. ... FON INTnJ..IGENC,£ 

DAHl-ISH 

/'..,. .. 
MEMORANDUM TURU VICE CHIEF OF STAFF, AP~ ~ 

AHNY. GE~1E:RA.rw-.('.ooN5.Eh---(;r.,{(. ? 7 f) fJ " ().:rt..j 
.. _- "", .'-. <,.1_. -··d-\.,.. '1 () ! 

. .,'-\ 

1,'OR SECRETARY Of THE ARMY L)k/ 

SUB.TEC'!': CENTER LANE (U)--~CTION MEMoRANr;~~jr( 1 

1 • (51 CL-l /NOFORN) Yu rpoBe : TQ ob taln your approi )' for the ' 
discontinuation"of Intelligence and Security CottIDa.nY(INSCOM) 
i.nvolvement with psycho€.oergetic n~8ea'(ch And operations. 

2. (U) Diucussi()n~ 

a. (8 I CL- t INOFORN) tENTER LANE 1 s an lNSCOH Spec ial Access 
Program which utilizes an Rspect of pi.1.n:\psycho}ogy known 88 
Remote Viewing (RV) as the co11.ection l1lt.,thod inl' obtaining 1n­
fornBtion of intelligence intf'n'Ht~ Y(llJr approval for the Army 
to engage in' CENTER LANE ae t:i v itiCF ~cL'"; most H'cently obtained on 
1 5 ep 83. '" 

b. (SjCL-l/NOFORN) CD~ INSCO~f ha:: revi(~'W('d the project and 
n-:,oc hed the dec i oS ion to d i nC"'on t: tnul'! t b n comm 'md' fl involvement 
Hi th psychoenergeti('! n:Bca rci1 and opt:· L! r. lons. keogo! zing th~l t 
INSGOH has it\vcsted considerablE' f'ffo~?~ CVi;.T ii 'nng period of 
time to develop the f<V t('chnology a.nd hold:,:,~ .nonopoly on this 
revolutionalY concept fox:" i.utel1ip,f'lIce '.~o1:0.ctionl he desirec 
that we not luse this knowl~]ge and cxrcrience. 

c. (U) As such, mSCOH intends to do the followin~: 

(1:> (Sf CL-l/NOFORN) C£'8se (;r<NTE!~ LANg .yperations on 30 
Sep 8 ft, but ;,:dlo\..J contracts dnd t'!-,lir:ing tZ) continu~ to 31 Dec 

·84. 

(2) (S/CL-3/NOFOf:'N) Tn:'nBLe;:- ;n:,ojcct operational aspects 
to DIA a.nd tee hnol ogy ex tent: i on to the US Army Med ical Research 
and DevelopnHmtG.'1wJilann. In rh~ ~vent DIA is not. inter~sted in 
the tI~ansfer, N"SA will hi': C(}!1Bide!."(~d 4- • 

CENTER lANE 
U.ASf.lFIEll BY CG INSeOM 
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.,. 1 AUG 1984 
DAMI-ISH 
SUB.}gCT; 

d. (SjC.l.-1/NOfORJn It l~ anticipatl.:~d that discllssion between 
INSC(!M ,1fHi the ar>',)uf' ingi::Hiizfhi'~ns wn] rf"sult !:~ a Hemorzndum 
\)( !':~n:em£nt transr.::'l'.ing all CU.rI~::} LANE a(~tivit:v QutsLde of 
INSCON, while insutitw; tf1t t" .. 's,~,n'ch and op~r(1tfo;lal c3pabilities 
an,~ p~.otccted pnd tlH: DecpLe ;n\Jclv,-,d m-E: n::;i~sir.rH:d on an 
f'q"itable basir> . 

. " I ('1 'I ,\1 .) .. ,. ) I) "1 ) U d ~. 0' f '" f h _" (~}i ••• -' I~l.l:'I_~l~. "",-':',;:'ml<:~-L:lt~OH:' ~1 iC tl1e .,,~·cl'ctary o. t e 
Anuy ap~,n'Dvf: the l~SCOH ;~~mcf'::t fc:: diB,::'11itinain9, involveJ:uent 
',.;3 th pt;ydlopne:r~~£tic lesl~:i';'h cl'~d oper;tiYlb and transferring 
CENTER LANE fun" ti,)fl6. 

"', ... 

LTC Fox/50114 
Typed by C. 'Huggins 

!J AUG J984 
~ ..... '-PPROYEO BY 

SrCRETMtY OF THE ARMY 

. (tlviA,~~~ 
Cr:ARfJr":1 !!. OOlfLlIff l;----~/ 
(:lL, as ';" 
t~t::'~CUTiVl TO lHR 
;:':Cl~n/\FY OP 'i:n;: A};'I,{Y 

. 
• 
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Approved For Release 2004i~~)lJi?ll~096-O0788R00150~oU-T[ R l" AN E 
nETAf,n MENT OF THE /\RMY U L r~ ., 

CH'FICt: OF '-HI. 1,:" ... 1::.-1 AN r CHII::I' Of tH'M'T nJr'l INT~:l.LlGENCE 

'N.'\SHIN("TON. DC 2.~ll(\ 

l'iI':I"I.VTO 
,U TltNnON I» 

SUBJEC1' = INSCOM CENTER LPNE PrQj ect (lJ) 

Commander 
USA Intelligenc(O am! Seculity Coml(l~,md 
Arlington Ha~l Station 
Arlington, VA 22211 

,In SEP;]S4. 

1. (U) Reference memo,randum, I1'iSCO~1, lACG, 17 luI. 84, subjec.t: 
INscm~ CENTER LANE Pl'o'ject (U), (S/CL··3jNOFORN). 

2. (5/ CL-l/NOFORN) The SecI.etary of the Anny has approved 
ending the IY\;reJligence and Securtty Command's (INSCOM) involve­
ment wi th psy:c.hoenerget ic n~Rf',u'ch and opera tions. A copy of 
the OACSI, DA:u:emorandum to the Seclctlu'y on the subject, with 
hi (.I, noted .rtpproval, i. 8 enc:! osed. 

3. (S/CL-3/NOFORN) YGU are authorized to coordinate directly 
wi th CIA, DIA., NSA, and thf' Al1l1Y Mf'd l'(~:ll H&D CommRnd regarding 
transfer of G1::NTEn LANE opcl'at lows MHl n~scarch. Imy transfer 
"f proj eet rH~rsonnel r fi 1 £'8, equi pmE~n t, c:;.mtracts J etc 1 should 
be covered by'. a Hef'lorandum of Agreement. (?-lOA). My such MOA 
should b£.: pro~ided fot' lcviC\1l Ly the }\csr prior to implemen­
tBtion. 

L~. (S/CL-l/NOFORN) ThE.' CENTEP LANE Sp'2cial Access Program 
(SAP) should b·" tcrminated ''',!-IT trangff;'t"n'd; a.s appropriate, once 
INSCOH involvHnent is diE~contintlc.d. 

l-i. (S/GL-.:l/NOFOR\i: Ii thc M-(\i.c·'] ':;:,;0 Ccmmcll1CJ hecomes 
involved and de: 1. 'i..'eB ~: l\P n ;-0 r: e(' t i.on I I ~!(' P r{)j E'C t URm c shaul r! be 
changed and rl':.e' Seen-ta:,'!' Cif lbc Anny dul:l f'otifi.pd. 

b. (SjCL-2/NdFOF.N) If a non··,\rmy agency ap:sumcs the pro--
jeet functiot15, the Sill' :':;!I()uld hE:' te!llJ1:-uH-:ed. 11:: that agency 
desires SAP nr:n.cetlO!i ::m:l SUDDort· f-:J~- c1t) inter"im period this 
sh~:uld be pr.~jvidi!d tmt1c'J: <l nc~' rl~mF'. 

1 Encl 

, . 
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",':f·I.'" To:) 

j\'f r""m <J4'i QIJ 

DAHI··ISH 

Comm(.md(~r 

DEPAI:tTMENT OF THE ARMY 
Of .;C!c£: or Ttlf. '~;~,I·HANT CHIFr CI" sr.WF FC,R INT£"LLI(-;;I;.NC~ 

'AA.:~~-Iln;"10~' •. ;X: 2'1310 

USl1. Intcll igenc!:, ,:md Scem"] ty Command 
Ar!.im;ton HaLt Station 
Arliniton, VA 22212 

. 

4 . OCT 79::: 
. ! 
~: I 
~: l 
I. 

i. (S/CL-2/NCH'OHN) 
:~6 Sf~p 8·:\, Stl) j f'C t ; 
C,·:~~:.·ER j~i:J,NF l:' r::j f'e t. 

R.2fen~!')ce !I1c!liora;,dum, INSCO~~. lAGe, 
M('m()l~.-mdum of Ag:n:;ee1cot:, Transfet· of INseOM 

( ... "'I .... ) .- "'I'A /\' I ("' ", !NO' F~"n""'T) _ 1 '" _,t.. :.') t· \,)" 1..·1...0-1 .' ',J~l' •• 

::,' (U) E{~f.'""tCr~ce p.rnposed l'lemorandum of /·,g:cerl'lcnt (MOA) is 
,f.pprC}\lf.'d. 

~~, (S/CL~2/NOFOHN) Reqt;est you conr>lnl..'t' the lncl.usirm pf some 
d('~,d.l on t:hf.~ p:cocedur:e to be red lO\<Jf'}l in tr-anSff';YTing personnel 
L:) DIA. INSCOt'l.rnay dete.il the indivfduals inv()l''(cd for tip to one 
year to al10hr time for [)LA rn icl""~Ptify spaces. Once such spaces 
;!'~'e available, the det£dJed personnel rna? bt:' given a Permanent 
Change of Stzl.tion. If DLA desires a ch[mge in authorized 
Rtr('ngcb to allo\v for llUf:lcdiatc pes rC<:1.3si.gmil€'·nt. they ,may apply 
l:or i.t through .res. OACSI. DA will f'JpPOr:t such a change 1.n 
stDtu~ if the ~Jbject becomes an issue. 

CIa 38 i f i i~d hy Cc: I, lt~S CO~1 
D~'clas~:lfv on: (liVlf( 

Lv \4;\ L~ 
\II.! AM E. OooM :. 
t ~nt Gent""'! USA 
ACorS for jntJi~.U~ 

.. 
;". , , 
, , 

l ~ 

'H" r.rt -: 
, t ; 
,,;. ~-

.~ 

Ii , 
; 
I 
'; 
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US ARMY 
INTELLIGENCE AND SECURITY COMMAND 

CENTER LANE TRAINING AND APPLICATIONS PROCEDURES 

. 
# 

WARNING NOTICE: CENT~~ LANE SPECIAL ACCESS PROGRAM __ w, ___ , ___ ••• _~_ 

RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS 
TO CATEGORY TH~!::~ __ tl2_ 

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED 
NOT RELEASABLE TO FOREIGN NATIONALS 

CLASSIFIED BY: CDR, INSCOM 

DECLASSIFY ON: OADR 

c::a .... = 
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IAGAP-F-SD 6 June 1984 

US ARMY 
INTELLIGENCE AND SECURITY COMMAND 

CENTER LANE TRAINING AND APPLICATIONS PROCEDURES 

1. (S/CL-l/NOFORN) ~EN_~_~~~: The procedures set forth herein 
detail the acti.vities of the US Army Intelligence and Security 
Command (INSeaM) Special Access Program (SAP) CENTER LANE in 
psychoencrgetics. These procedures are in effect for the period 
required to train and apply psychoenergetics. They are 
effective and do not involve any practices ~'I7hlch expose 

-.:J participants to harmful circumstances or substances such as 
drugs. 

2. (S/CL-2/NOFORN) DEFINITIONS: 

a • ( U ) !.' s y <:}~_? __ ~~~_EJ; e._~~ c s. : A men tal pro c e s s b Y w hie han 
individual perceives, communicates with, and/or perturbs 
characteristics of a designated target, person, or event remote 
in space and/or time from that individual. It does not involve 
any electronic devi.ces located or focused at the target, nor 
does it involve c.lassical photo interpretation of photographs 
obtained from overhead or oblique means. 

b. (U) Psychoenergetic Source: 
c 0 mm U 11 i cat e s wf'tli'·;-"-and70-;:··--j)ertu rOb s 

/)t. person who perceives, 
characteristics of a 

designated target, person, or eve11~. 

c. (U)- Psyehoenergetic Trainee: 
be a p s y c hoe 11 e-rg e Tfcsource:-----'-----

A person being trained to 

d. (U) R..f:l.2'E..~.o_~~e rJLe._~_i_c:_ .. _S_e_~ .. ~!.9?"': A s i ngl eat temp t by a 
p s y c hoe n erg e tic sou r c e and "I...p in t e r vie w e r / In 0 nit 0 r top e r c e i ve , 
communicate with, and/or perturb characteristics of a designated 
target, person, or event. 

c. (U) Interviewer/Monitor: The indivIdual 
c1 ire c t 1 Y wit hthe--p.s"y-c. h 0 -en-e-rg-et i C sou r c e be for e , 
after the session. 

who interacts 
during, and 

WARNING NOTICE: CENTER LANE SPECIAL ACCESS PROGRAM _._.-_._ .... _ .. , - _._¥_,.----

RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS 
TO CAT E GO RY T[~R E E.j .. 3..2. 

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED 
NOT RELEASABLE TO FOREIGN NATIONALS 

APprOV~Q,frr .~ele~ .. ,. ~4tplI09 : CIA-~j). fJ§&.-9()18t/R~'1500d9l}.lhO-1-NS COM 

Ow."""" 'f,.,.;~ II \ 1:",1 DECLASSIFY ON: OADR 
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f. (U) .Re_mott:' ____ y_~~_~~_~: The name of a method of 
psychoenergetic perception. A term coined by SRI-International 
(SRI-I) and defi.ned as "the acquisition and descripti.on, by 
mental means, of information blocked from ordinary perception by 
distance, shielding, or time." 

g , ( D ) Coo r din ate Rem 0 t e V 1 e.~_~E g_J£~ Y1 : ARe mot e Vie 1,01 i n g 
t e c h n i que t h at---re-qu i r ;s----th-e----;;~ e· 0 f coo r d Ina t e s a s tar get I n g 
informatIon. 

h. CD) Targeting Information: 
rep r p sen t s t he'--~t a rg e -:-tQf---liltere-s't-: 

An abstract ref~rent which 

i . ( D) I~E_.g_~_!:.!~~ .,0. : 

specific time. 
A specific area, person or event at a 

j . ( U) .!)i :'_c:_~ e t_~ __ .~~ a t ~_ : A t Y P ~ 0 f p s Y c hoe n erg e t :L c act 1. v i t Y 
i.n which the source perceives his consciousness to be located at 
the target. 

3. (S/CL-2/NOFORN) MILITARY OBJECTIVE: It is the objective of 
these procedures to maTntaTil-t:Ti-e-"'-qll-a-fity of psychoenergetic 
training and applications so that CENTER LANE will continue to 
support the broad spertrum of intelligence and 
counterintelligence requirements in collection, target 
acquisition, and deception. 

." 
4. (S/CL-3/NOFORN) MILITARY APPLICATIONS: CENTER LANE _ .. -.. --_._ .. -._-- _ ... _-- ----.- .. -....... -.... -----_. __ .. _ .. -
applications of psychoenergetics include hut are. not limited 
to: (1) targeting of key enemy military personnel from covert 
agents to key battle commanders, (2) monitoring hostile military 
movements, lines of communication, and specific technologies, 
(3) detecting changes in the state of military units, (!~) 

detecting and assessing hostile intelligence efforts tar.geted 
against frtendly units/miss'hQ,ns, and (5) detecting and assessing 
hostile technological capabilities in specific locations. Since 
DS Army personnel) units, materiel, and operations are subject 
to a similar hostile int~;11igen('e service threat, CENTER LANE 
can assist in devising countermeasures to eliminate or' reduce 
vulnerabilities. 

5 • (S/CL·-2/NOFORN) APPROVAL HISTORY: 

A. • ( S / CL- 2/ NO FORN) S:~~_~_,§,J~~_.~J~.pr_~'y'~ .. :!:.: Th e Comma n de r, US 
Army Materiel Development and Readiness Command (DARCOM) 
approved in principle the US Army Haterial Systems Analysis 
Activity (AMSAA) involvement in the project GRILL FLAME; which 
began in April 1978 (G,ULL FLAME was the predecessor to the 
CENTER LANE Project). In May 1978, the Assistant Chief of Staff 
for Intelligence (ACSI) accepted lead responsibility for GRILL 
FLAME applications. Effective 14 January 1981, by approval of 

Approved For Releas~,2004/07/0~'i'''9I~Rq~96-00788R00150009001 0-7 
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the Under Secretary of the Army, INSeOM became the only active 
operational GRILL FLAME element in the Army. Program management 
for GRILL FLAME was transferred to Commander, INSCOM effective 
11 February 1981. OACSI, DAMI-ISH remained the Army focal point 
for policy matters and interface at the national level. Overall 
000 responsibility resided with the Defense Intelligence Agency 
(DIA). Also in 1981, a joint services GRILL fLAHE Committee 
consisting of DIA, the US Air Force and US Army was formed. 
Later the Air Force Chief of Staff directed that the Air Force 
withdraw from the committee and all psychoenergetic programs. A 
comprehensive program was designed to determine the operational 
parameters and usefulness of psychoenergetics and assess the 
threat these phenomena posed to national security. At that time 
DIA was R&D oriented and INSCOM's GRILL FLAME Project was 
a p p 1. i cat ion s 0 r i en ted. In the. F Y 83 DoD bud get ["e v I e w the Bud get 
Subcommittee of the Senate Select Committee on Intelligence 
curtailed all psychoenergetic activities funded by the Army in 
the Nat ion a 1 For e i g n In tell i g e n c e Pro g ram ( NF I P), but d ire c ted 
that DIA could complete the third year of their effort and that 
all future Army funding be budgeted outside the NFIP. INSCOM 
terminated formal involvement with GRILL FLAME at the end of FY 
82; in the fall of 1982, in keeping with congressional desires, 
the Commanding General INSeaM provided funding from Security and 
Investigative Activities (S&IA) monies, and continued its 
efforts under a provisional compartmented SAP nicknamed CENTER 
LANE. On 1 September 1983, the Secretary of the Army approved 
continued Army participation in CENTEW LANE activities wIthin 
INSCOM and with appropriate contractors in a cooperative effort 
with DIA. 

.. 
b. (S / CL- 2/NOFORN) l!~.~:~_~_~~~ ___ ~PP !'_~_'!~_: GR ILL FLAME was 

designated a "Human Use" program as the result of an Army 
General Counsel decision in February 1979, which determined that 
the Project involved "Experimentation on Human Subjects," and 
that relevant Human Use protgcols did indeed apply to Project 
procedures and technologies. Conduct of the Project under Human 
Use regulations was first approved in April 1980 by the Under 
Secretary of the Army. Appendix A contains an historical 
summary of the Human Use issue, as well as a list of the 
pertinent regulations, which govern CENTER LANE activities. 

6. (S/CL-3/NOFORN) SELECTION OF PERSONNEL: 

a. (S/CL-3/NOFORN) Current Selection Criteria: After over 
<:1. year of participation withintlie--psychoenergetic project, 
source personnel were tested by the INSCOM Staff Psychologist in 
a nat t em p t t 0 d e t e r min e a sui tab 1 e pro f i 1 e b y w h i c h f u-r the r 
participants could be identified. The specific tests 
administered were (see Appendix B for test descriptions): 

(MMPI). 
(1) The Minnesota Multiphasic Personality Inventory 
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(2) Gordon Personal Profile - Inventory (GPI). 

(3) Fundamental Interpersonal Relations 
Orientation-Behavior (FIRO-B). 

(4) California Psychological Inventory (CPI). 

(5) Edwards Personal Preference Schedule (EPPS). 

(6) Personal Orientation Inventory (POI). 

For the most part, the group presented itself as· emotionally 
stable with no marked trends. There did appear to he an 
interesting similarity in defensive style, a tending toward 
artistic, aesthetic, and cultural interests, and an introversive 
style of emotional expression. From these test results the 
INSCOM Staff Psychologist construc~ed a test that may be used as 
an initial screening tool in the selection of new 
psychoenergetic participants. This new Lest is called the 
INSeOM Factor Questionnaire. This instrument is used to compare 
individuals with CENTER LANE sources. A high score suggests 
that individuals have similar characteristics to operatlonal 
personnel and may be potential candidates for the project. A 
score of 20 or higher is considered to be sim:i.lar to CENTER LANE 
personnel. Individuals who score within the parameters 
specified by the INSeOM psychologist would then receive personal 
interviews wi.th CENTER LANE Project .personnel. From these 
intervlews new project participants would be selected and 
trained. 1I!t 

b. (S/CL-3/NOFORN) Projected Selection Criteria: SRI-I 
ha s been con t ra c ted to i nve s-t-ig~te-a nd----r-epo-i-t· -'O·11··-A-'p~1 t i cu la r 
aspect of psychoenergetics relating to operational management of 
personnel; that is, to determine if a personality testing 
tee h n i que can bee rea ted w b} c h, w hen a p p lie d t 0 age n era I 
population, will delineate specific individuals who exhibit Cl 

higher degree of talent for psychoenergetic abIlities. 

c. (S/CL-2/NOFORN) Voluntary Consent: As required under 
the regulati ons governing "-iTunlan---:-Os--e-'-"'·-THs--ee'· para 2. > Appendix A). 
all personnel operate on a strictly voluntary hasis, and may 
withdraw at any time without any form of prejudicial action or 
consideration directed against them. Further, participants are 
informed of any known or potential risks that might be inherent 
in program participation. This is accomplished through the use 
of a verbal briefing from a knowledgeable CENTER LANE official, 
and the execution of a personalized Statement of Consen·t form 
outlining all pertinent information and considerations. The 
voluntary consent requirement pertains to individuals assigned 
to the CENTER LANE Project and contractors/consultants. A 
sample of the voluntary consent form is attached as Inclosure 5, 
Appendix A. 

Approved For ReleaS· 'e ~TP96-00788R00150009001 0-7 
1/..,.", ;, 



.. aUiWS! a; ,,, .. 

~ .. r.:, :."~l'.. r'tVIl r ...... 'J.""'I\il:.~~' 

I Approved For Release ,20d:4;~~'1,I~Jp96-00788R00150009001 0-7 

7. (S/CL-l/NOFORN) :rRAI~:..-....."_P~~~"EDURF:S: To provide a 
framework for the standardizing of the task of pHychoenergetic 
learning, a number of methodologies are being utilized and 
conducted within the CENTER LANE Project. These are as follows: 

a. (S/CL-3/NOFORN) 

(1) Purpose: To provide new personnel with an 
introduction to training and applications procedures. 

(2) Administered by: CENTER LANE Project personnel and 
selected contractor and subcontractors. 

(3) Location: 
designated locations. 

(1+ ) Duration: 

Fort George G. Meade, Maryland and other 

One to six wonths. 

(5) Description of Procedures: Orientation 
testing/training is developed from the practical application of 
state-of-the-art psychoenergetic technology drawn [rom academic 
institutions, scientific laboratories, and research 
establishments around the world. It 1s an eclectic approach, 
using those methods which have applications potential. 
Orientation testing is designed to determine if new" personnel 
have aptitudes which would be of operational value and could be 
developed through training. This orientation testing consists 
of a series of controlled exercises in psychoenergetic 
functioning. New personnel may be-asked to attempt to perceive, 
communicate with, and/or perturb characteristics of a deSignated 
target, person, or event remote in space and/or time from that 
individual. Orientation training is composed of practical 
exercises in Remote Vi.ewing, lectures, literature review, and 
o b s e r v H t ion q.f 0 the r s . I tin c 1 u des the use 0 flo c a 11 y 
significant sites, as well ~~~more remote geographical locations 
as targets. A target pool consists of a controlled group of 
sites or targets and their associated targeting information. 
Prior to the beginning of a training session, a target is 
randomly selected from this target pool. Information available 
concerning the target is kept from the trainee until after the 
session. 

(6) Training Session Preliminaries: Before a first 
trainlng session is scheduled, the person being trained is 
oriented fully to the procedure to be followed by the monitor. 
The trainee is instructed that he or she should state only raw 
perceptlons, since experience has shown that specific 
definitions are quite often wrong while initial raw perception 
tends to be correct. Personnel being trained are alwf.l.Ys 
encouraged to express their feelings and ideas for enhancing all 
aspects of the psychoenergetics collection process. 
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(7) Training Session Dynamics: During the 30-60 
minutes prior to the agreed-upon time of a training session, the 
monitor offers some encouragement to the trainee in the same 
manner that n coach might give a pep talk to his team. During 
the 15 minutes immediately before the session the trainee and 
monitor are generally silent. Experience has shown (unpublished 
data) that this quiet time enhances the training process. The 
training room is homogeneously-colored, acoustic--tiled, and 
featureless, tvith light controlled by a dimmer, so that 
environmental distractions can be minimized. During the entire 
process the trainee and monitor function as a team. The monitor 
provides encouragement wIth words of reassurance that the task 
is, in fact, possible. At no time is the session conducted by 
the trainee in the absence of all other persons. If the trainee 
does not have any immediate sensory lmpressionl3, the monitor 
applies no pressure. Rather, the monitor reassures the trainee 
that there is no time limit for t\)e training session. If it 
appears to the monItor that the impressIons are in some way 
contradictory or inconsistent, the monitor may then attempt 
clarification hy asking questions in order to verify what the 
trainee first describes. All sessions are tape-recorded, and 
pen and paper are available for the trainee to sketch his or her 
perceptions. Experience has shown that some trainees prefer to 
combine written and oral descriptions, while some prefer to work 
sequentially. The average training session for orientation is 
approximately 15 minutes of actual perception. Trainees 
g e. n era 1 1 y are not per mit ted tog 0 b c y<6 n d 30m i nut e s a s t his 
leads to perceptual confusion and eventual loss of the training ., 
affect. 

(8) Post Session Dynamics: After the training session 
is over, the trainee and monitor obtain specific information 
about the tarRet, either in picture descriptive form for remote 
geographic sites, or--as in the case of local sites--by actually 
visiting the target site.~be trainee and monitor then discuss 
the SE:'ss1.on resni.ts. The purpose of this post--s."ssion activity 
ls to provide the trainee with the satisfaction of knowing how 
well he or she did while mental perceptions of the targeted site 
are still fresh in mind. 

b. (s I CL-- 3/ !\fOFORN) 

(1) Purpose: To provide trainees with the requisite 
skills necessary to perform certain psychoenergetic applications. 

( 2 ) Administered by: Contractor and subcontractor 
personnel. 

NY; 
(3) l,ocation: SRI-I Nenlo Park, CA; 

SRI-I Washington D.C.; and other mutually 
SRI-I New York, 
agreed locations 

as requi.red. 
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(4) Duration: 12 to 18 months. 

(5) Description of Procedure: CRV training is a 
contracted service provided by SRI-I. The training involves 
lectures on theory coupled with practical exercises and drills. 
Particularly effective instructional procedures include active 
participation wherein the trainee interacts with the curriculum 
materials by responding, practicing, and testing each step of 
the material to be mastered; information feedback, wherein the 
trainee finds out with minimal delay whether the response is 
correct; and individualized instruction, wherein the trainee 
moves ahead at his or her own rate. The training procedures 
have been broken down into several stages representing various 
elements of CRV phenomena. These stages both facilitate 
training and actually follow the predictable" course of 
increasing perception which builds itself in specific increments 
and impact. Stages I through 3 appertain to general site 
features, which become increasingly refined as individual 
competency with Stage 3 techniques develops. Stage 4 involves 
perception of specific site elements, a good portion of which 
may not be available to any other intelligence techniques, save 
for actual penetration of the site. Stage 5 allows the trainee 
in 11 sense to reverse the procedure and "interrogate" his 
perceptions, allowing clarification of various specific or 
subtle features of the site. Stage 6 permits the construction 
of 3-dimensional models of major si.te characteristics, with 
1 n ere a sin g ref 1 n e men t sin d eta i I . &x 11 e r i en c e and the 0 r y 
extension indicates that additional increments exist beyond 

'11/ 
Stage 6. Research is underway to develop and define the 
parameters and potentials of these additional fields. 

(6) Session Dynamics: In conducting a CRV session, a 
remote viewer or trainee ilnd a monitor begin by seating 
themselves at the opposite ends of a table in a special remote 
viewing room equipped withp~pcr and pens, a tape recorder, and 
an overhead TV camera which a110\17s either recording for 
documentation, or monitoring by individuals outside the room. 
The room is homogeneously-colored, acoustic-tiled, and 
featureless. with light controlled by a dimmer> so that 
environmental distractions can be minimized. The session begins 
when the monitor provides targeting information, in the form of 
specific site coordinates, to the trainee. For training 
purposes the monitor is allowed to know enough about the site to 
enable him to determine when accurate versus inaccurate 
information is being provided. The session then proceeds with 
the monitor repeating the targeting information at appropriate 
intervals and providing necessary feedback. The feed-back 
procedure was designed to reinforce the trainee's contact with 
the site but not to assist him by random cuing. The remote 
viewer generates verbal responses and sketches, until a coherent 

Approved For Release 2~j/t~?:: ~ -t:P<fS-00788R001500090010-7 



, • ""t, ;" "\ <-

Approved For Release 2004;OZ/~-': CTi.-~C~6-00788R001500090010-7 

response to the overall task requirement emerges. The use of 
the quick reaction-response procedure has been found useful in 
minimizing imaginative embellishment. 

(7) Post Session Dynamics: After the training session 
is over, the trainee and monitor obtain specific information 
about the target. As in the case of orientation training, this 
is presented in picture descriptive form for remote geographic 
sites, or in the case of local sites, may involve actually 
visiting the target site. The trainee and monitor then discuss 
the session results, again '''ith the purpose of providing the 
trainee with the satisfaction of knowing how well he or she did 
while mental perceptions of the targeted site are still fresh. 

(1) Purpose: To enable a~vanced trainees to integrate 
and expand acquired skills for psychoenergetic applications. 

( 2 ) Administered by: CENTER LANE Project personnel. 

( 3 ) Location: Fort George G. Meade, Maryland. 

( 4 ) Duration: Continuous. 

(5) Description of Procedure: Procedures for 
applications training are essentiall~ identical as those 
previously presented except in the style of target presented. 
A 1 " t 1" f 'I' i p P 1 cat :t 0 n s tar g e s are act u a . tar get S 0 m 1 _ J. tar y n t ere s t , 
such as US facilities or USSR sites f.rom ~]hich dRta are 
avai.lahle or can eventually be obtained. Targets of this type 
provide a basis for judgements regarding utility. accuracy, 
calibration, and depth of detail for any given trainee in a real 
world environment. 

(1) Purpose: To provide experienced sources with 
advanced individual training to meet applications requirements. 

( 2 ) 
and selected 

( 3 ) 

Administered by: CENTER LANE Project 
contractors and subcontractors. 

personnel, 

Location: Fort Meade, Maryland and various 
contractor locations. 

Duration: Continuous. 

(5) Description of Procedure: Individualized advanced 
training programs are developed to meet specific applications 
needs. Such programs may involve training in biofeedback, 



• 

Approved For Release 2004/~tj~~ (~JA;bh6i0788R001500090010-7 
\ - , ''-''~ .... '.",.w - ": _ _ """ t 

communications skills, perturbation techniques, discrete state, 
,.-' hemi-sync, sC'arch, Neuro-linguistic Programming, and alternate 

target acquisition methods. One program of particular interest 
is hemi"'sync trs'lntng conducted hy the Monroe Institute of 
Applied Sciences (MIAS), Faber, VA: 

8 . 

The MIAS hemi-sync techniques are used to tea~h sources to 
control highly specialized mental states conducive to 
psychoenergetic performance. This form of advanced 
individual training is only used with sources of proven 
performance and a recognized degree of maturity. Training 
is accomplished in four essential phases; (1) application of 
the Monroe "Discovery" series done at Fort Meade to screen 
personnel and prepare for phase two; (2) Attendance at the 
MIAS Gateway program for qualified personnel" conducted in a 
seminar atmosphere; (3) One-an-one training sessions with 
Robert A. Monroe at MIAS, whicl} are designed to "customize" 
individual techniques Eor specific individual needs; (4) use 
of specially designed herni-sync environments during 
applications training done at Fort Meade. 

(S/CL-2/NOFORN) PSYCHOENERGETIC APPLICATIONS: CENTER LANE 
sou r c esc a n be use d t-o-p e r {o-i=-m p-syC:ho~Tler g e-tTC'a-p pI i cat ion sin 
support of intelligence and counterintelligence requirements 
(see paragraph 3, above), The dynamics of applications sessions 
parallel those of training sessions. The sequence of events 
eon sis t s 0 f the foIl 0 win g : ( :1) t ask i n.1'; ; ( 2) d eve I 0 pm e n t 0 f a 
collectIon plan; (3) conduct of psychoencrgetic session(s); (4) 
reporting; (5) evaluation. i\ppli~.ations sessions are always 
conducted under the controL and manage·ment of CENTER LANE 
personnel. Sessions may be conducted at Fort Meade or other 
locations as deemed necessary. Psychoencrgetic 
consultants/contractors may be employed when required to meet 
applications requirements. 

9 . (S/CL--3/NOFORN) ADDITIONAL COMMENTS: 

a. Selected personnel may use the hemi-sync environment in 
conjunction with psychoenergetic applications/training. 

b. Sources and trainees may be monitored using appropriate 
non-intrusive biological monitoring equipment. 

c. The maximum number of applications sessions for each 
source will not exceed ten per week. 

d. The maximum number of traini.ng sessions for each- source 
will not exceed 20 per week. 
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c. CENTER LANE procedures do not involve the use of drugs, 
substances, or circumstances harmful to partjcipants. The 
INSCOM Staff Psychologist provi.des continuous support to the 
project. Facilities at Kimbrough Army Hospital, Fort Meade, MD, 
are available if required. 

10. (S/CL-3/NOFORN) CONFIDEN~J1\g.:!,y": Individuals performing 
as psychoenergetic trainees, sources, and monitors under the 
CENTER LANE Project will not have their roles identified outside 
of their parent organization without their specific. prior 
consent, and they will be referred to in project reports only by 
an alpha-numeri.c designator. Products of CENTER LANE such as 
tapes, drawings, transcripts, rosters, or other materials which 
might reveal the identity of the source will be coded to assure 
the protection of their identity. 

11. (S/CL-2/NOFORN) PHYSICAL ENVIRONMENT: Psychoenergetic 
s e s s ion s wi 11 bee 0 n d u'ct e cf"---in' an" 0 r din ary- room a t a III b J en t 
temperature and humidity during the normal waking hours of the 
participants. The only limitations on these parameters will be 
for security from electronic eavesdropping and elimination of 
ordinary distractions, such as radlo, office machinery, and 
outside noises. 

til 
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APPENDIX A 

US ARMY 
INTELLIGENCE AND SECURITY COMMAND 

CENTER LANE TRAINING AND APPLICATIONS PROCEDURES 

Historical Summary of "Human Use" Issue 

." 
HARNING NOTICE: CENTER LANE SPECIAL ACCESS PROGRAM 

RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS 
TO CATEGORY !~s>. .. _._.(.?:1 

S~NSITIVE INTELLTGENCE SOURCES AND METHODS INVOLVED 

NOT RELEASABLE TO FOREIGN NATIONALS 

CLASSIFIED BY: CDR, INSCOM 
DECLASSIFY ON: OADR 
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Al'PEND1X A 

Historical Summary of "Human Use" Issue 

Counsel FOIAB5 1 (S/CL--2!NOFORN) In February 1979, the Army 
determined that GRILL FLAME activities involved 
subjects, I 

General 
tCBting on humanARMY 

In March 1979, The 
Surgeon General's Human Subjects Research Review Board reviewed 
the GRH .. L FLAME protocol and concluded that it -represented 
technology transfer and validation of the technology transfer, 
rather than research or clinical investigation, and as such, 
GRILL FLAHE activities did not require approval' for human use. 
However, the Board expressed concerns that future Army follow-on 
work might be classified as resear~h. and as such, plans should 
be considered to establish credible human use review procedures 
to oversee GRILL FLAME activities. In April 1979, Army General 
Counsel determi.ned that. the Army could continue/proceed with 
GRILL FLAME activities as long as HEW guidelines and other 
appropriate precautionary measures were taken. In April 1980, 
the Under Secretary of Lbe Army approved the continuation of 
GRILL FLAME activities. In October 1980, the DoD, DIA, and Army 
General Counsel jointly agreed that it would IH! prudent to 
obtain written approval from the Deputy Secretary of Defense to 
conduct GRILL FLAME activities. ACSI,/DA concurrently initiated 
action to obtain Secretary of the Army approval to conduct GRILL 
FLAME activities. In September "1982, INSeOM GRILL FLAME 
activities ceased because of NFIP restrictions; INSeOM 
psychoenergetic activities were reinitiated in December 1982, 
under the INSCOH CENTER LANE Project (ICLP), an S&IA activity. 
Secretary or Under Secretary approval fot' GRILL FLAME/ICLP 
activities has been granted on 14 January 1981, 1 February 1982 
i't[Ld J Se p tember 1983. Ap p-r.Q"v''ll s are generall y va 11 d for 0 ne 
year. 

2. (0) 
Subjects" 

Regulations governing 
are as follows: 

"Experimentation on Human 

a. (U) 45 Code of Federal Regulations, Part 46, "Protection 
of Human Subjects" (Incl 1). 

b. (U) Procedure 13, DOD Directive 5240.1-R (Incl 2). 

c. (U) AR 381-10, paragraph 2-18 (Incl 3). 

d. (U) 
CommIttees: 

USAINSCOM Regulation 15-3, "Boards, Commissions and 
HIGH PERFORMANCE REVIEW PROCEDURES" (Incl 4). 

I 
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CODE OF FEDERAL REGULATIONS 

11TLE 45 

PUBLIC WELFARE 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
NATIONAL INSTITUTES OF HEALTH 

OFFICE FOR PROTECTION FROM RESEARCH RISKS 

PART 46-PROTECTION OF HUMAN SUBJECTS 

REVIS~O AS OF MARCH 6, 1963 



Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7 

! F~ART 46--PROTECTION OF 
HUMAN 
SUBJECTS 

Subpuf'C A.,-Basic MRS Policy '\Tor 
Pl'OtC"dlop of Hum:itrl fh:st'arch 
Subjects 

Se~, 

·u'. 101 T,) whal (ill th~5e regulations IIpply? 

-to:>, 1HZ Oefini!ion~, 

46, !OJ "ullrance~, 

46 ill4 Sec linn res(rv~d, 

46, jI):'i Sccflon reserved, 
.. 6 106 :it-clion r~su\led, 

46. HH IRS melllbership, 

46,WK !RB fun'!ion~ and o Jl'Cr;' lions , 
46. HN IRe r(~"l:W of reseal'ch 
4"'.110 Elpedilctl review proc~dure~ for 

,tria;" IIInd§ of r!:search in\lolvlill<l no 
r''ifJre than minimal rid" ill'lll for minor 

dlllfiRU in OlPl'fovetl re,,~ardl. 

46 III Criteria fur IRS appro""! "i 
It,can:", 

40 II ~ R~".":,,, by 10.lllulion, 

,Ii!, f l 3 SU'lX's"wn or ICllllinAllul'I of HUi 

"p~rl)VBI of re'ear..:h, 
,t(L! 14 CfKlperallvl: re~ur<;h, 

·10. '15 11001 rt:,o(d~, 

411 116 (i.:ncIIII requiremenh ill! Il\lormed 

'Ofl:~cnt. 

~t, 117 DoCUmenl;<lion of infllrtll"d 

(uo\enl. 
~6 llg Applic:II;,'ns and I'Tl1[,,,),,ils lad,in~ 

d'~"lllle plllll> for In~o"'em~';! of human 
,ut>jecl$ . 

41 .. II 'J it .. s<:~r,h ulll1t:nallCII wllhou( ,he 

ilHenllUll of mvolvior. humiln .\.Ibiens, 

4(, 120 c¥lIlulItlOO and dnposilll)l\ "f 
""I,h.:all<H1S and proposals, 

,16 t 21 )lIvesltl!lfllon:.t1 flew drug (If de~'ice 

JH-dQ~ delay reqlllfl::nlCOIli 

.It. 12:! Us .. <"f federal funds. 
,,/j I DEarly lerrninalion of res('arcn 

fundlo!!; cvalUallOt'l 01 SUb~r.'lllClit 

appll.'.:w"n~ Jnd pWI'Hsais. 
,~ 1:4 Londi/ions. 

Suhpart 8-,Additionlili Protections 
jf'i\'i"taining to Research, 
Dnt'lopmcfll. lind Relat!i.'d 
.\divWes Im'olvhl2 "'tlu~I'S, 
Pn~n,j/jnt ·Wom~~i. aod Hurmm 
hi Vitro l7ertilizati(lll 

Sec. 
46,201 r\ppli"abjlity, 

46.101 PU'l"us<': 
46,201 Odin. 1;..,flS , 

46, ZIP' Eltiiul Adyi~ory Board~, 
4'" 205 Addillonal dUIie:. of Iht! louillulional 

ReI( ICO"'" 80ards III COllnt:<:'lion ..... ti'l 

IICli\ilies lIt,olving felllles. pregnAnl 

women .. 01' human in vitro fc:~tihnlion, 

46.2M General limitalion!, 
46.207 A{liYiric~ directed tnwllrd pic):nillli 

women liS ~lIbj(CIS, 

46,;W8 AClivilic\ direcltd loward fc:lu'l4:s ill 
Lltew u subjecls, 

46.209 A.tiYlliel direclI~d toward fetu.es '::!I. 

IIlem, inclUding nonviable fetuses. lOS 

slIbjecu, 
46.210 '''':Iivilies involvin, Ihe delli! felllS, 

relal mlllotrt&L at Ihe pla{'Cnla. 

46.211 Mlldificllion or waiver of specific 
rcqLllrelllcni~ , 

Subpart C-Additlonal P~'otections 
PftE'taining to Biomedical and 
Behavioral Research In .. oJving 
Prisotl4:'n as Subjects 

Sec 
.16,301 
4iUO:! 
46.)03 

Applicability. 
Purpose, 
DefinilionH .• 

46 304 Composilion of Inslitul.ional Review 
Boards where pris.onen are invoived, 

4b.305 Addilillnal dulie§ of Ihe InstillJllOlidl 

Rt"ic'" SUJr<is where prisuner~ ate 
invo[veJ, 

46,)00 Pernuurd aclivilie5 Inv()lvlOI! 

11I'isol'lcrs, 

Subpart O-Ad4itional l'rotecUolls 
for Children limJived .d Subjects in 
Research 

s.:.'C, 
46.<1{) I To what do thes<: regu!alion~ ,~ppfy? 
46.402 Definilious. 
46.403 IRS dnli", 
46.404 ReY.&rch nOI involving greater Ih\lll 

minim" risk. 
46.40:5 RMeJlI .. ~h involVing grealer Ihan 

minimal ri~k bUI presenting the prrnopec( 

of direct bene/it to Ih~ iodivirluJlI subjocl.$. 

46.4.D/i Rf'SC:4"h involving greater thaT. 

minimal rid afltl 110 prospect of direct 
bc-ndil to individUliI ~ubjt'Ct!, but likely !o 

yield gClleraliz,lIble knowledge about Ihe 
lubjee!'. di.~rd(f or condition. 

46.407 Rt:Sean:h nO! otherwise approvable 
whIch prl'sr.olS lUI opportunilY to 
Under31lmd, prevent, or aUevulic III seri';)LIJI 

problem af1l~cting the hcallh Of welfare of 
t~hi liken, 

46.4()1l Rcquircmenl!l for pz:rmi .... jol1 by 

l);lfelll~ or guardian. Md for "sllen! by 
children. 

46.400 Wards, 

AUlilority: .~ l!.S.c. 301; .ec. n4(al, 88 
Sial. JS2 (42 U,S,c. 289/-}(1)), 

Subpart A - Balle nBS folk, fG'f 
Protection or HUfWln ReHlIlrth 
SubJ«ts 
So\Irce: % Fit uab, January 26, 1911, 41 Pi(. 
1,1269, Mur.:h 4, IIIIB. 

t 44. un To what do thest: 
fegulaUolU apply! 

(a) Except as provided in 
paragraph (b) of this section, lhh 
subpan applies to all research 
involving human subjects conducted 
by the Department of Health and 
Human Services Of funded in whole 
or in pllrt by a Department grant. 
contract, cooperalive agreement or 
~ello\ltship. 

( I) This. includes research 
conducted by D~p.rtment emplo)'ees, 
except each Principal Operating 
Component head lTIay adopt such 
nonsub!itanrive. procedural 
modifications <is may be appropriate 
from an administrative standpoint. 

(2) It also includes re~arch 
conducted or funded by the 
Depanment of Health and Human 
Services outside Ihe Unired Stales. 
bllt in appropriate circumstances, the 
Secretary may. under paragraph (e) of 
this seclion waive the applicability of 
some: or all of the requirem~n.s of 
these regulations for research of this 
type. 

(b) Research activities in which the 
only involvement of human subjects 
will be in one or more of tbe 
following '7:alegories are e~empt from 
these -regula"lions unless rhe research 
is covered by other suhpaHi of (his 
pB\rt: 

( I) Research conducted in 
established or commonly accepted 
educatilmal settings. involving 
normal edu;:atiollal practices, such as 
(i) research on regular and special 
education instructional stralegies. or 
(ii) fe-search on the effecliveacss of or 
the comparison -among inslcu.::tiona! 
techniques, cUITicula. or classroom 
management methods. 

(2) Research involving Ihc use of 
educational tests (cognitive. 
diagnostic. aptitude. achievement). if 
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informalion taken from theSI! sources 
, 'is re .. ·orded in such a mannCir thaI 

suhjects cannot be idenlificd, directly 
nf through iJentifiers linked 10 Ihc 
subjects. 

(3) Rese;lf('" involving surveyor 
interview pnl\:cdures. CXCCpl where 
;111 of the follO\J\.ing conditions exi.<;r: 
(il responses are recorded in such a 
manner Ih3t the human suhjects can 
he ldclllified. directly or IhT(lu,,/l 
identifiers linked to the SUh;CCIS, Iii) 
Ihe "ubjec! 's responses, if Ihey 
/)(',: Jme known outside the research, 

.fluld reasonably place Ihe subject ;.lI 

risk of crimina! Of civil liability or he ' 
dall1,,~ing to the subject's financial 
qanding or employahililY, and (iii) 
the research deals with sensitive 
,lSPCClS of Ihe suhjc{'t '., own t·ehavior. 
'illen 35 illegal conduct, drug U§~. 
~C'~ual behavior. or u~c of alcohul. 
All research involving surveyor 
ilHl:(view procedures IS exempt, 
widwut I:xccp!iun. when (he 
resrondenls an: dec led or appoinlcJ 
puhlic otfil:lah or candid;",:s {()f 

pUh\..: offil'C, 
(4) R,:seard! Irl\!olvin~ !h~' 

(lp\,:n :trillll (including ObSCfV<i(iun hy 
P;ji:"'ip:mtsl of puhli,,-' behavior. 
C'il'Cpt whl~re all t.f Ihe tolhm in!' 
<.'olabtl,lnS cxi~!: (i) (1("'.~c"v;lIion~ .He 
n:l"ord(~d in ~uch J Illilnna thai [h..: 
hurn:m \uhJc~'ls can be u.Jcnlificd, 
Ilim:tly or Ihmugh idcntifiers Itnh·J 
Itl ttl.: ~llbjec!s, ,i i) the ohscrvation~ 
IccullkJ anout llie individual, if IbC'y 
h"CHlle k nnwn IWIsidc t!ll' re~cardl, 

"till,.! r':;I"ol1ably pL.lCl~ tht' subJc..:t at 

ri~k of nimlnal ,)[ civil liabtlilY or be 
J;:'!In"!lIl~ in the ~uhkcl" flnall..:i.1I 
\randllig or empluyahillty. and (iii) 
Ill" ;\:\L:Jfch de:l!s with ~cn\ili\c 
J·,peelS uf (he subject's llwn bchavior 
~u(h a, ilkga! conduct, drug u\c. 
'i,",u.d heha,ior. ,lr usc of akuhol. 

(5) Research invo!ving the 
..:ull",,:tion or slUdy of eXiSlin)! data. 
titJ":UIIlCIlIS. records. pal/lOh)gical 
'1',.~cl!1wns. or dla!!no~lic specimcns. 
If rhcse SOUfl:e~ arc publidy a.-ailank 
Of If '11 ... ;nforma!ion is fl'conkd by 
the In\I~',Hgah)r in such a manna r.hat 

subjccis c.Jnnnl be idclllificd, direc!ly 
or IIH(lU~h identifiers linked to Ihe 
subjects. 

(6) Unless spocilic.aily reqrJilcd by 

statute (and except to the extent 
specified in parngraph (i), research 
and demonstration projects which 
are conducted by 01' subject to fhe 
a.pproval of the Department of 
Health and Human St:rvkes, and 
which are designed to study, 
evaluate, or otherwise examine: 0) 
progr;un~ under rhc Social Security 
Act, or mhi~r public benefit or 
service l-'r03r.:uns; (ii) proci.."dures for 
obtaiJling Ixllcfits or services under 
thos.e programs; (iii) possible changes 
in or alternative:. to those programs 
or procedures; or (iv) po~sib!e 
chang('s ~n mdhods or levels of 
payment for tJenefit; or services 
under those programs. 

(ci The' S.!i:ft'tJry has final 
au!lwrilY !11 dl'lamint: whc'hf~( a 
pafti-.:ul'lr <ll'fivi!y is covered by these 
re~u!ali\)r:~ . 

(.I) '1 he S~:LrC!Jry m:.ty rcquin: thaI 
~pet:ific rc~~cafrh 'Klivl!ics or classes 
,)f rl'~eaf!.:h aCliville~ conuuct(:d or 

funJed by (he Department. »)01 not 
o!hl'rwi~c cov,~red hy these 
rcgulalilms, compl)"'w,th some Of all 
of these r.:gu!ation", 

(el The Sr.~crclary may also waive 
,!ppticabili!y of thest" fl.'gulations to 
specific resl!;1lch Jdivilies or d:Jsscs 
of rl:sl~Jrch 'KtivltleS, (}therwi,~ ... • 
covcrctlJlY these regulations, Noti.:cs 
of ihese ;1,;;'f1ons will be published in 
rhe Fedt'fo/ Rt'giltN as they (X'CUf. 

(f) No indiVidual ma~ receive 
D~Pdrtmcnt funding for resealcia 
covcr~d !Jy these regulalions vllles.' 
Ihe individual is affiliated with or 
~ponsorcd by ~tl inslitLltion which 
a,su{ll,:S responsibility for [ht: 

research under <til &5sur.mcc":lIisfying 
the rl'411ifl:flll~!HS of this pan .• x the 
i au iii iJual makes o:h~'r arrangements 
wirh Ih~' D~par!mc!11. 

(!C) C\lfliPllillJc:c wllh !hc\c 
fl.'gulalinll' 1.\0 III in nil 1.\0;1)' render 
in.ippi !<:Jok p..:n int: II 1 federal, ~(;IIIo:, 

1)1" loc:ll laws or regulallOrlS 

(Il) Each subpart of these 
regulations contains a separate 
section describing to what rhe subpart 
:Ipplics. Rc:sean:h which is covered 
by more tha.n one subpart sh;}11 
.:omply with all applicable subparts. 

(i) If, following review of 
proposed research activities that are 
exempt from these regulations under 
paragraph (b}{6), the Secretary 
determines that a research or 
demonstration project presents a 
danger to the physical, mental, or 
emotional well-being of a participant 
or subject of the research or 
demonstration project, then federal 
funds may noC be expended for such 
a p:mject without the written. 
informed consent of each participant 
or subject, 

i 46.102 Definitions. 
(a) "Secretary" means the 

Secrctary of lkallh and Human 
Services and any other officer or 
emp:oyce of the Depanmen! of 
Health amI Human Scrvi<.:es 10 whom 
authority has been delegalcd. 

(h) "D<3partment" or "HHS" 
mei1w. the DcpanITIt:n! of Health and 
Human Servkes. 

(c!:;~~!lt~t,~!J:£l~~~,_Jr FllU~ic 
Q.r,"pnv~~,~~i!t.4L~~!!!1<ft·iinclllaing 
fe.jeral~ SWtc. ;l111.1. Qdi",,~.nf;je:i}. 

(d) "u;gally authorized· 
represcntative" means an individual 
or judicial or other body authorized 
under applicable law to consem on 
behalf of a pro~peclive subject to the 
subjecl's parlicipation in [he 
procedure(s) involved in [he researdl 

(e) "Rct;elU'cn '. '1I1eans a 

systematic investigation designed to 
develop or '~()ntribule to generalizable 
knowk·dge. Acrjviti~s which meet 
this definicion conMi!ute "rl!search" 
for purposes of Ihes.! regulations, 
whether or not they are supported or 
funded under a program which is 
consiJered research for other 
purposes. For eumplc, some 
"demonstration" and "service" 
programs !lllty include research 
activities. 
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(f) "Human subjcct~:' means J 

living individual about whom an 
investigalor (~hether profcs'itOnal or 
"udenl) ~onductiflg research obtains 
(I) data through interventioll ,}f 
interaction wnh tht~ illdivjJual. or (.'!) 
idcnlifiahk private il1f,mnaliofl. 
"Intervention j' includ{"~ both 
physical procedures hy whkh .. !ata ;lrc 

t~a[hefCd (for example, venipuncture) 
and manipulations of the sur-,jecl Of 
the ~lJbJect 's environment thaI an: 
p.erformed f;)[ research purptlscs. 
I 'Interaction;' • include:­

communication or interpersonal 

contact hetween investigator and 
MJOjcCl. ~'Priyate information" 
indudt~" informal ion about ochavior 
lila! \)(ey(":'1 in a contexl in which an 
individual can reasonably c'q'cct thaI 
IW obsc[v'!lion or recording is taking 
piac'l!, and information which bas 
heell provided for specific purposes 
h:v an individu:.I1 ~mJ which the 
inJ!'>,iJual can reasonably expect Will 

flul he made public (for cUl1lpk, a 

medical rCl'orJ). Private inlurm:Hion 
rnu~! he indIVidually idcnlli"lablc 
(i.e., the identity of the subjc\.·1 is or 
may readily be uliccrtaind by th~~ 

invc~ligalor or associated v,illl the 
infl)rmalion) iIi ,)rJa for obl<lining 
the infunn.llion 1\) con\lilllk w~e;.HI.:h 
l£wolving hurnan ~ubjcc(s. 

I g) ;'MiDimil fi!&.k '~mtilf"ls thaHhc 
rilok:i of nann .ullidpati:d ;(1 ih~ 
prupmwd resean.:h :mz: nO! greatl!'r. 
cmmdcring pft)b::;biliIY and 
magnitude. lhiltl dl(m:~ <l'fdinarity 
cl"lcou'l1!ere\.l in uaily lif~ or during til\~ 
perform;lOce of rm.nine physical IJr 
psycholQgil::l1 c:'tamin:1liow .. or test:;. 

I h) "Certificatton r means Ih.: 
("ITicial notification by the institulion 
!,' lhe Depanmcn! in aCCOhl;lnl'';: wlln 
the requirements of Ihis pari that a 

r~"carcil project 01" activity involving 
hUr!Jan subjC(iS has been n:vlewcd 
and appl'Olled hy the.Jn~~i~utitmal 
Re'View BQard (~fU\) in ilccordance 
wu.h the ;aPl,noved assurafH:e 1)11 fik al 
HHS, ~Cenific;uion i£ n:quneu ..... h~n 
the re~f!arch is funded by t.lie 
Ikpanmenl and not otherwise exempt 
in accordance with § 46.lOl{b)) 

§ 40. j fool AtiSurantes, 
(a) Eac·h in. titlltion engaged in 

rC~i.;Jri. h (l)lIcr(u hy !he~>e regulation'> 
~hall prOVide wril!cn as<;urarll'(; 

~a[l:;ta\~l('ry 10 the' Senctary thai it 
wi!! compl'. wilh Ih(' rcquireln>!nls set 
fonh III these regulations. 

(b) Thl.! Departmenf ",ill conduct or 
I uno ft'scardt -:ovcrco by th('~c 
regulalij)n~i only if the institution has 
an as!>urance approved as proVided in 
this section. and only if the imlilulion 
hilS .... ercificd II) the Scaclary that the 
research has heen reviewed and 
approved hy an IRS provided for III 

the aSSlJr;mce, and will be subject to 
(:ontinuing review by the IR8. This 

'assuf.ancc shall at II minimum include: 
( I) A statcmt:nt of prim:iples 

,:!overnmg Ill.: institution in the 
Jis..:hargc of ilS responsihilities for 
ProicL'ting the rignls and wd lare of 
human sub.iec!~ of research .... onJu(·wd 
.. It or spollson:J by Ihe Hl~tiluti()n. 
re;;ardless of s.ource of funding. This 
m.1V inclul~e an appmpnate Cxi:iling 
.:ode. Jr.:i;lt3Ii()n. or statement of 
d!Jit:al prin,:ipics. or a :,t,w.:mcn! 

furmuiakD by the insUlUlinl1 it:,df. 
This rcquin:mt:f11 does nur prCl'mpl 
provisions I)l" thc\c regLJI:lljl)O~ 
appliclhlt: It) Dl!pafl merH· fu mkd 
re\cJr~h and l~ 1l~1 app!icahlc to .:my 
re~carch in an cXt'mpt cat..:-I!ory lislcd 

[11*46.101. 
(2) nc:-.i~n;I!I\.l1l of ow: or mme 

IRBs established in accordance wilh 
rhe requirements of this suhpJr(, and 
for wh·icn pwv-i:,joI1S UTe made for 

rncetm g··span: and sufficient siaff ro 
:;upport Ihe iRI3 's r('view ami 
rccordkeep' ng duties. 

(]) A I iM of the I R B member:; 
idcnlifi.:u hy n.!me; I"arncd d~~grees; 
rcprcs(~nlalive capacity; indication!> of 
e.\peril.~nl'e such as board 
cc!li;·ii.':ltions, liccn\cs. etc .• 

sutfi.:icn! to Jescrib~ r.ach member's 

dud :mtirip,,!eJ contributions 10 IRIJ 
deliberations: and any employment or 
or her Idali(lnship between each 
membcr and IIH.~ institution: for 
example: full,time employn:. part­
tinw employee. memb.:r of guverning 
pand cor buard, slod,Jwlder, paid or 

unpaid consultanL Changes in fRO 
membership shall be reported 10 the 
S,x.rclary, I 

(4) Wrinen procedures which the 
iRS wi II follow Ii) fl)r conducting its 
initial and continuing re\li~w of 
research and for reponing its findings 
and ,Iclions to the investigator :lna the 
institution: (ii) for determining which 
projects require review more onea 
than annually and which project! 
n~ed verification from S0Ufces oIlier 
(h.m the im'cstigi.llors that 110 material 
changes have occurred since previous 
IRS review; (iii) for insuring prompt 
rep9rting to thl': IRS of proposed 
.-f1anges in a research activity. and for 
ins',ring that changes in a.pproved 

.re.'tellln:h. during the period for which 
IRS approval has already been given. 
may nOI be initialed without IRS 
review and approval except where 
necessary 10 eliminate apparent 
immediate hazards to the subject: and 
(iv) for insuring prompl reporting to 
the IRS and to (he Secretary I of 
un:mlidpa!cd problems involving 
ri~b hI subjects or alhas, 

(c) The U%Ulance shall be executed 
by an individual authorized to act for 
Ihl: in~titution and to assume on 
hchalf of thl! institution the 
onligalions impo'ied by lhe!le 
regulations. and shall be filed in such 
form and manner as the Secretary 
may p,es~fibe. 

(d) The Secrelary will evaluate aU 
3S'iUr"nces submilled in accordance 
wi~h Ihese regularions through 5u{:h 
officers and employees of the 
Department and such e~perts or 
cOllsullants engag~d for (his purpose 
as the Secretary detennines to be 
a.ppmprii.\le. The Secrelary' S 
evaluation. will take into 
consideralion Ihe adequacy of the 
proposed IRS in light uf the 
anticipated scope of the instinuion's 
research activities and the types of 
subject populalions likc:ly 10 be 

I Repom shoo I.:! be filed wilh Ine Omce 
for Protection from Research Risk~. N8IiuDaI 
Int!Ullln of Hc~lth. DepArtment of Hnhh 
lind Buman Se!"\lICC1, Bc!he~da. M~ryl;lnd 
20205 
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involved. the appropriateness of the 
1 proposed initial and continuing 
rC'vh~w procedures in light of the 
probable risks. and the sIze and 
complexity of th.: institution. 

(e) On the basis of (his evaluation. 
!ll.: Secretary may approve or 
disapprove the assurance. or enter 
into n<:golialions W develop an 
approvable one. The Secretary may, 
limi( (he period during whirh any 
panicular approved assuram:e or class 
oi approved assurances shall remain 

effective or otherwise condition or 
resll'ict approval. 

(0 Within 60 days after Ute d:He of 
sublliissiun to lUIS of an appiic;lIion 
or proposal. an ill~titution Wilh an 
approved assurance covering the 
pmpt.>sed research 'ihall cert.lfy that 
the application or proposal has been 
reviewed and approved oy the IRR. 
Olhc:r ir.~lilU!ions shall certifY' tilal the 
applicalion I.'r proposal has ht.~clI 
apPfIlveJ by lhe JRH wilhin 30 UJy~ 
a!la receipt of J request for Stich a 
,.:rtlflcation {rum (he i.)t:p<.IrtmcnL If 
'he I.'cnificalllln IS no! Stlbmlltl~d 

Within Ih:sc lime limit:-.. (he 
:Ipplkalion or proposal Ill,ly h.: 
returned 10 the instilulion. 

* .$(d 04 [Res.:rved 1 
i} ,Hi. lOS [Reserved] 

.~ ,Ud06 [Resen~J 

.~ ,';6.101 IRO membership. 

\01 l Each IRS shall !lave at leasl. 
five members.. wilh varying 
hackgr'Junl,b (0 proml'te cmnpkft' and 
:.iJ~~'lll"le review of research lH:!!vilic'i 
commonly conducted by the 
m~I!ll.lllOn. The IRS shall be 
:mfficiently qualified through the 
cxperience and expenl" of its 
members, and the diversity of (he 
members • b.ld(~rounds i~llldin~ 
C'.::)f.sideration of the racial lind 
~ultural backgrounds of meml:>ers and 
~.:nsJ!ivi!y to such i~sues as 
\'l)nmlUnlly aUimdcs. to promote 
ft":>pCo:t for its advice and counsel in 
~aiq~uarding the rights and w,~lfafc of 
l1Uman suhjecls. In addition to 

possessing the professional 
competence ne(:essary to review 
specific rt'5earcn activitit'!!i, the IRS 
.. hall be able to ascewlin the 
a,~ccplilhility of proposed research in 
terms of in~titutiollal commitments 
and regulations, applicahlc law, and 
standards of professional ,.;onduc( and 
practice. The HtH shall therefore 
include pers,ms knowledgeable in 
fh;!~e areas. If an IRB regularly 
re, .. iew!; n!~e .. m:h that involves a 
vulnerahle ~'ategory of subjects, 
including bur not limited 10 subjects 
(,:ovcred by other subparts of this pari, 
!he IREI shall mclude onl' or more 
individuals who are primarily 
i.:OIlI:erncd with the welfare of these 
subject!;. 

(b) No IRB mllY consist entirely of 
men or entirely of women, or entirely 
of members of one profession. 

(c) Each IRB shall include al least 
one member whose primary concerns 
are in Ilollltcieolific arcas; for 
e)lamph:: lawyers, ethici~t!>, members 
of Ihc Uerg). 

(til £!:ldl lRH shall im:lude at leasl 
one memher WkhJ is not otherwise 
affilialed wilh [he institution and who 
is not p,m of the immedi~!e family of 
a pCrSlln whn is affiliated with the 
institU!ion. 

(e) No IRS may have a member 
parlicipaling in Ihe IRB's initial or 
continuing rc:view of any project in 
which the member hl1s a conflicting 
intere:Ol. c-,cept 10 provide 
infmmai'iDn requested by the lRB. 

(0 An IRS may. in its discretion, 
invite indiVIduals wilh competence in 
special Jrl,;a~ to assist in the review of 

complex issues which require 
expertise beyond or in addition to rh,jj( 
availabl,~ on [he IR B, These 
lndiviuuals may nut 'iDle with the 
IRn. 

§ 46.Hm IUD functions <lnd 
nperatiuns. 

In onkr 10 fulfill the requirements 
of Ihe~c rq;ulations. r:ach IRB shall: 

(:l) Foll,;yv written procedures as 
provided in § 46.103d>l(4). 

(b) Except when an expedited 
review procedure is used (~ee 
§ 46.110), review proposed research 
at convened meetings at which a 
majority of the members of the IRS 
are present, including at least one 
member whose primary concerns are 
in nonscientific arcas. In order for the 
res.earch to be approved. it shall 
receive the approval of a majority of 
those members present at the 
meeting. 

(c) Be responsible for reporting to 
the appropriate insti«utional officials 
and the Secretar)' I .any serious Of 

continuing noncompliance by 
investigators with the requiremems 
and dcteHllirlations of Ihe IRB. 

§ 46.109 IRB review of research. 
(al An IRB shall review and have 

lluthority to approve, require . 
modifications in (to secure approva!). 
or dislIpprove all research a~tivitics 
covered by these regulations. 

(b) An IRH shall require that . 
information givttll to suoj"ts as part' 
of informed consent js in accordance 
with § 46.116. The IRS may require 
that information. in addition to that 
specifically mentioned in § 46.116. 
be given to the subjects when in the 
IRB ·s judgmi!nr the information 
would meaningfully add 10 the 
proh.'clion of the rights and welfare of 
!iUbjC":K 

\1') An IRS shall require , 
documentation of informed consent or 
may waive documentation in 
accordance with § 46.117. 

(til An IRS shall noti.fy _ , 
investigators and the institution in , 
writing (.)f its decision to approve or 
disapprove dl4: proposed resellrch 
activity, Of of modifications required 
Iu st'i.:ure IRB approval of the 
research aClivity. If Ihe IRS decides 
to Ji~;approve ;l r~search ;.I.\:livity. it 
shall include in its writlen nOlification 

I Rc:poru sbould b.c tiled with the Offi.:c 
for "'"leellOn from Re~c:.!rch Ri,ks, Nativflal 
In~llIule~ of Health. !)cpartmenl of lIeallh 
and liumall Service>. flclhc!dl.l. !.hrylltlld 
202()~ 
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. under (be procedure. yy _ ... ". _ • 

,decision and give the ilwesllgator a~ (d) The Secretary may ft:slrict, acco~da!lce With, and to the extent 
opporturuty (0 respond in person or In suspend, or tenninate an inslitulioll's requlfC:d by § 46.11 ~. 
writing. . or IRE ''i use of the expedited review (6) Where appropnate, ~h~ rc£carch 

(e) An IRS shall cood~ct procedure when necessary to prolect plan.makes adct{uate provl.slOn for 
continuing review of rex'Men covered Ihe rights ur welfare of subjects. momtonng the da~ c:o!~ected to 
by these regulations at interv~ls insure the Slfcty I)f IubJeGb. 
approprialc to the degTt'c of fISk, hut (7) Where appropriate, thl!!re at!' 
n;3i ie5s than once per yeir. and shall §46.11I CrilfriM for IR.S adequate provisioll~ CO pr~~ m~ 
have authority to observ\!! or have a approval or research. privacy of f.l:lbjectJ :and to mJlllllliun 

(hird pany observe the consent (a) In order to appro~'c f.;';search the confidentiality of datil. 
process and IIle research. covert'd by these regulations the IRB (b) Where some or all of the ."_._ 

sh.lll determine that all of the subjects fire likely to be vU~llerabte to §4,6.HO E:tpedited revie''t' 
pnx:edures for certain kinds .of 
research Jnvoiving no mOl'\: than 
minimal "ilk, and f.or min.oi" 
dumges in approved researcb. 

{a) The Secretary has ~st",blished. 
and published in the FcdlCm! 
R£gi.~ur. II list of calegories of 
rcszo:arch that may be reviewed by !il,;: 

am through an expedited rcvi('w 
pmcedure. The lis. will be .am~llded. 
3i appropri:.uc, through perIOd!!.: 
n.'r<lbli.clItion in !ht: Ft'(iaa/ 
RC·f.iisler. 

(h) An IRB may review SOUl!:: (If all 
of the rcsea.rch appearing on !hi.! list 
through an expedited review 
prcK:edure, if the resean,;h involves no 
IIwre than minima! risk. The IRS IlldY 
ahll use the expedilc:d I'"t!view 
procedure !O revi.cw minor dumges ill 
preVIously approved research dunng 
the penuJ for which approval IS 

aUlhori2.ed. Under an expedited 
review pmcedurc. the review may be 
~;Hried out hy the IRS chalfpcrson or 
bv ,Inc or more c:\pc:rieoced reviewers 
d;:sigmued hy the chairperson from 
among members of (he IRS. In 
reviewing the research, the reviewers 
may exercise all of the authorities of 
the IRS except thut the reviewers may 
nol Jisapprove [he research. A 
research activity may be dis.approved 
onlv afler review in accordance with 
the -noo-c!{pedited procedure set f0rth 
in § 46.I08(b). 

(c) Each IRS which uses an 
cxpedilcd review procedure shall 
adopt a method for keeping all 
memben advised of research 

fullowing n!ciuircments arc satisfied: coercion or undue influence. slJcb as 
( !) Risks to !>ubjccts are persons with acute o-r severe physical 

minimiz.ed: (i) By using procedul'es or mental illness. or persons who .Ire 
which are CQnsiSlenl with sound economically or cducatiOflally '. 
rC:':t:arch design and which do not disadvantaged, &p~pr~a~,,~itioWl!' 
unnecclisanly eXPQse subjects to risk. safeguard, hAlve been included in the 
and (ii) whenever appropriate. by study to protect the rights and welfare 
uSing procedures aiready being of the:<>e subjects. 
performed on the subjects for 
diagnostic or treatment purposes. . 

(2) Rh.ks to subject'S are reasonahle 
in relafion to anticipated benefits. if 
any. to subjects. and lhe importance 
of ihl! knowledge tilal may ru:asonah!y 
b,~ c~rccted to result. In evaluating 
risks and benefits, the IRS should . 
(!)nsider on~)' those risks jlnd benefits 
that mllY resuh from the research (as 
di<;lingl;i~hed fnm1' risks and bendits 
of lhempic$ subjects would rt~ceive 
even if !lot participating in Ihe 
resean.:h). The IRS should nol 
eonsider possible long··range effects 
of i1pplyin:~ knowledge gained in lhe 
resc:u~h (for example. the possible 
effects o'hhe re5earch on publk 
policy) as among those resea.rch risks 
that fall within the purview of Its 

r,:sponsihility. . 
(3) Sc:iecliol1l of subjects is 

eq!Ji~b'e. In mating this assessment 
the IRS should take into account the 
p,-nposl"'s of the research and Ihe 
setting in which Ihe research will be 
cunducted. 

(4) (nfonned consent will be 
sought from c3ch prospeclh-e subject 
or \he ~wbject's legally authorized 
reprcscl'italive. in accordan~e with, 
:'ind (0 Ihe C~lent required by 
~ 4ri.116. 

t 46. U2 Review by institution. 
Research covered by these 

regulations thal has been approved by 
an IRS may be subject to further 
appropriate "cview and approval or 
disapproval by officials of the 
instinnion. However. those officials 
may not approve the research if it has 
nOl been approved by an IRS. 

t 46.1 U Suspension or 
termination of niB app.fovel or 
research. 

'. '. - 4 An IRB 5hall ha\lc ~~~~t.Y~toj 
suspend or term.m~te approval of 
research thaI is 'no~ beingconducled 
in at.:cordance with the IRS's 
requirements or that has been 
associated with unexpected serious 
hl.U1Tl to subjects. Any suspension or 
termination of approval shall include 
a statemcnl of the reasons for the 

···IRS '..Cti.ofl and sball be reported 
promptly to the investigator, 
appfOpriate institutional officials, and 
the Secretary. i 

, Reponi ,1I0001d be filed wilt! lilt: OffICe 
for I'roleclion from Research ltisks, National 
In$IIIUIC1 of Health, Dcp,utmcI·;t of He:ulh 
.ma Human Senrice,. IJclhesda, IobryillM 
20205. 
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§ 46.114 Cooperative research. 
Cooperative research projCt:IS are 

those projects. Ilonnall y supported 
Ihmugh grants, confracts, or similar 
arrangements. which involve 
IOslillitionli in addition to Ih(- grantee 
or prime contractor (such as a 
.:orllractor with the gramee. or a 
';ubcnnlracIOr wilh Ihe prime: 
conlrador). In such instances, Ihe 
grantee or prime coiltracror remains 
r.;:~pon5ible to the Department for 
safeguarding the rights and welfare of 
human subiecl~. Also. when 
co\.)peruting instilutions conduc[ some 
II( all dl lhe research involving some 
or all of th('se subjects. each 
cooperating lnSlilU!ion shall comply 
with rh.:sc regulations as Ihough it 
n,~cC'lved funds for its parricipaliLln in 
tht: project dirc(·tly from the 
Department. ex(:ept that irl complying 
with !he~ regulatIOns ifh[ilu~io!ls 
ma} usc joint review, rdiance upon 
1'It" review of Jlh)!hcr 4t1aliti~~d IRH, 

'tf .'imil"r :!rrangcmcnt~ aimed :l! 

:l\iOldann.: of duplll.';!lIon of dflJCt. 

~,46.115 JRH ret'o~s. ~ 
«j) An insri(Ulion. or where 

arrrnpfi;)[,~ an I RB. shall prqnrc and 

HlJIIlI:.lln ade'lu:uc documentation of 

H{H activities, iJ~duding the 
following: 

( I) Copies of all research pwposals 
rell H~wl!d, scicntifk evalu;uions. if 
an)" that accompany the proposals. 
approved sample COllsent documents, 
pr,)[!ress reports submitted by 
inv,;slIgators. and reports of injuries 

w subJecls. 
(2) Minules of IRS m~~.!tiflgs which 

~hall be ill sufficienr detail to show 
atlcnliancc at the meetings; actions 
!ahn by the IRS; the vol~ on these 
:.tC!illlb including the number of 
f!lemhas voting for. again~t. and 
:lilsr;lining: the basis for requiring 
.:liangl!s in or disapproving research; 
iWJ a written summary of the 
,fi,clJ~sio/'l of controverted iS1ilH~S alld 

Iheir resolution, 
(3) Records of ~~ol1!i!luing n~vi<C'w 

at:li.uie'i. 

(4) Copies of all correspondence 
between the IRB and the 
inves[igator~;. 

(5) A list of IRS member:;; as 
required by § 46. 100(b)(3). 

(6) Wrillcl! procedures fur the IRS 
as required by * 46.103(0)(4). 

(7) Statements of significant new 
findings provid~d to subjecrs. as 
required by § 46. 116(b)( 5L 

(b) The records required by this 
regulalioll shall be retained for at 
lea!.1 3 years after completion of the 
research. and the rcmrds shall bI.~ 

acces.sible for inspection and copying 
by 311tnoriz.ed representatives of Ihe 
Departmenl at reasonable limes and 
in a renson:lble manner. 

§ 46.116 Genf'ral requirements 
for informed consent. 

EXI:epl as provided elsewhere in 
this (lr other subparts. no invcsligaw[ 
mJY involve ;j human bein~ as a 
suhje"-t In fe~(!<lfI_:h t:oven~d by rhc:>.e 
regulations unles~ the illvesti~a!or ha.~ 
obtained the legally effecrivt 
iufonned COllsent oj tbe subject or I.he 
subject's legally authorized 
repn::stl:ftlative. An inveslig.ltor ~hall 
"ieek ~w.:h consent only untJef 
('ircllm~t.wccs !hal provide the 
prospective subjct't"or !l,e 
representative sufficient opportunity 
to consider whether or no! to' 

p<irtidpale ilnd thai minimize the 
possibility of coercion or undue 
inlluence The information thaI is 
given to. ,he subject Uf the 
reprcscnt;ilve shall !>e in language 
understandable ",0 Ihe.subjec[ or the 
representati'{e~.,No illfonned consent, 
whether ofal oi'wr'iuen. may includc 
any exculpatory language through 
which the subject or the 
representalive is made to waive or 
appear to waive any of the subject's 
kgal righcs. or releases or appears to 
release (he investigator. the sponsor, 
the institution or its agents irom 
li,lbility for negligence. 

(a) Bil~IC elt~ments of informed 
cunsent. Except as provided in 
paragraph (e) or (d) of this S~C!lon. in 

seeking informed .S!(»Pknt tbe 
following information shan be 
provided to cadi subject:.' 

,I.'t, fef) A statement that the seudy 
involves research. an explanation of 

· the purposes of the research and the r expected duration of the subject's 
; participation. a description of the 
If procedures 10 be: followed. and 
~ identification of any procedures 
;~ which are experimental; 
:~\ (2~ A description of Iny reasonahly 
.~ foreseeable risks or discomforts 10 the 
,., subject; 

.{'J) A description of any b~nefi!s to 
: the subJect or to others which may 
· rea:ml1ahly be C'xJ)<'cled from the 
'1 rcsc.an;. h; 
.; • (4) A disclosure of appropriate 
• alternative pf~x:edures Of courses of 

treatment, if any. thaI might be 
. advanlageolls to the sUbj.:c!; 

(5} A statement describing the 
. extent. if any, 10 which 
confidentiality of records idcnlifying 
the subject will be maintained; 

(fil For research illvohing more 
than minimal risk. an explanation as 
to whether any compensation and an fv It 

· explanation a.s to v.hether any 
medical Ireaiments arc available if 
injury occur.\> ant!. if so. what they 
conSls[ of, or where further 
info':,Walion I1lay be obtained; 
.ffl An explanation of whom to <""-2 

conlitel for answers 10 pertinent 
queslion~. about the research and 

. rcscan.:h subjects' rights. and whom 
to conlact in the event of a research­
'related injury to the subject; and 

, ,~A ~talement that panicip<ltion i:> 
voluntary. refusal to participate will 
involve no penalty or loss of benefits 
. to whi~h the subject is otherwise 
entitled, and the subject may 

; discontinue participation at any time 
withoul penalty Of loss of benefits 10 

.which the subject i .. otherwise 
entitled . 

/' 

(h) Additional elements of 
informed comen! .. When appropriate, 
one or more of the tollowing elements 
of intormalioll shall also be provided 
10 each subjecl: 
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:~':(!) A stale~Rf{h~~£\,~~~rfiAlFRse ~~OJlAlt:~~-~r.9oft~~788ROO~aO~q,~90hunity to read it before 
;uealmenl or procedure may involve clementz, of iDformed consent iet it is signed; or 
~Jisks to the subje~t (or to the embryo forth above, or waive Ihe (2) A.~~·~JJ;mn"'Wrifwn 
~or fetus, if the subject is or may requirements ro obtain infonoed consent document stating that the 
~hecome pregnant) which are (~urrt:ntly consenf provided the IRB finds and clements of informed consent 
;unforeseeablc; documents that: required by i 46.1]6 have beCIJ 

~: (2) Anticipated circumst:mct:; (I) Th~ research involves no more presented orally (0 'he lubjt'..ct or me 
~ under which the subject's than minimal risk to the subjects; subject's legally al.Hhorized 
f 1)Jl1iripaiion may be tcrminal4:'d by (2) The waiver or alteration will representative, When this method is 
t «he investigator witilOut regard 10 the not adversely affect the rights ami used, there shall be II wimc.s to the 
~,uhje('l's consent; welfare 01 the subject!ll; oml presentaaion, Also, the IRS sbmH 
'11 (3) Any additional costs to the (3) The rese,\fch could not approve a written summary of whit is 
;!;ubjcct thai may resul~ from practicably be c:mied out without the to he said to the subject or me 
».micipalion in the research; wili"'er or alteralion; and representative. Only the short form 
: (4) The consequences of a (4) Whenever appropriate. the itself is [0 be signed by the subject or 
~subjt'c( '5 decision (0 withdraw from subjc:ct~ will br pnwh.led with the representative. However, the: 
• !Jlhe research and procedures for additional pertinent informaliofl after witness shall sign both the short form 

10rderly termination of paniclpation participMion and a copy of the ~·lmmaT)'. and the 
~ by the subject; (e) The informed consenl person actually oouuning consent 
~,' \ 5) A st.alcment that significant requirements in Ihese regulations are shall sign a copy of the summary. A 
! lIew findings developed during the not intended to prcempt any copy of the summary shall be given to 
i' course of the rescan.:h which may applicable federal, Male, or local laws (he subject or the representalive. in 
j'rdate to che subject's willingncs~ to which rcquir~ additional informalion addition to a copy of the "short 
j continue partieipalion will be to he di~idosed in order for informed form" 
~ plo\"ided to the ~ubje.:!; and ;:omcnt to bt~ legally effective, (C~' if» Ut9may ~ai,~e~~t,,,,, '''' 

} I.t» The ilppwximarc IlUflli!Wf uf (0 Nothing til these n:gula!ions is reqUIrement (or the Investig2ttorlo 
""~uhJcct!. involved in the ~lwiy, iilll~ndcd 10 limit the authority of a obtain: signed coosentfomi (Qf:~e 

I':) An,I~B,~.n~~>tgR~9~;,~;'~nl physician tll pmvide cmergell\:y tU /Ill subjects if it fi!i~Js eirllt:r: 
,pln~~~'do~,$~ doe"...nOt..l~t(~il~; or rnedk.J1 care.W the extent the (I) That the only record linking the 
",":,;i:h ~;$Ul'ne or sH.oi,.thc" phy .. ician IS pCl'mineJ to du so under subject and the re:;earch would be the 
c:~:tQiem:i ini(\rmed consent s~7 applicable ft~deral. Siale, OJ local law. consent documcnt and the principal 
fllnh above I or \r.;aive the (;.!quirernc:nl ". risk would tx! potentia.l harn1 resulting 
to ootam informed Ii:Ollscnt provided t 416.117 [)ocllmeutadon of : from a breach of confidentiality, Each 
the IRS finds and document~ that Infonned consel,r. subjec~ will be asled whether the 

(I) The research or dt:mollstration (a) E:o(cepl as provided in subject wants documentation linking 
proje.ct is to be conducted by or paragraph (c) of this seclion. the subject with the research. and the 
subject to the approval of state ()I' informed (:Ollscnl shall be subject's wis~>es will govern; or 
local government officials alld i!i documenled by the usc of a wrinen (2) That the re:carC;hV11:.s.eJ;lli 
designed to stud", ,tv:Uuatl!., 0" conloent. form approved by the nUl ~AhtJII.n. :lllnili1o;ll (.'.,.~.,k. ,.of'ba. ,~ 

J • SUVJ"C sani./, mvo~ veil 1"19 pi' 
otl1erwise examine: (i) programs and signC:9 hy (he suhjecr or the for .wbkh 'wrl.ttenc " . .. 
under the Social St:curity A.d, or subject 's k~gally authorized riquire,foutsldeo'r co: reSe>ifC 

O'h"'r publl"c l"'nefit or serv'c'" represcnlative, A con\l shall be ",iven CQnte,;t, 
t," ... ox: • "- r J ~In eases where [he documentation 

programs; (ii) procedures for to the pClsun signing the form, requ~remcl'lt, is w~iY'ed, the IRS may 
ohtaining benefits or servk:es under (h) Except as provided in ff'qulre the II1vestlg:uor to provide 
tlw!;C programs; (iii) possible dllmges paragraph (el of this section, the subjects with a written statement 

'o""sent t'o b "'h "h re .. arding the research. in or aJtcrn<ltives to those programs 1; .. , rm ma.y C Ch er ,ll let> 
or procedures; or (iv) possible following: 
changes in methods or levds of ( I) A wriUt'n consent document 
payment for bellcfits or services under that embodies the elements of 
Ihose programs; and informed consent required by 

(2) The res.e:uch clIuld nor § 46,116, This form may be read to 
practicably be can-ied ou( withuut the the !>ubjcct or the subject's legally 
waiver or alteration. , , ", authorired representative, but in any 

(0) Aft IRS maY·ilpprove • consent event, the inve~ligator shall give 
procedure which d~~.'!()_r,indude. or either the :mbject or thc representative 

§ 46.118 Appilutions and 
proposals 'lIcking definite plans (Of' 

involvement of human 5ubjeds. 
Certain types of applications for 

grants, coopg:rafive agreements. or 
contracts are submitted to the 
DeparlmCnl with the knowledge that 
suhje\:t:; may be involved within (he 
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,period of funding. but definite plans 
would not nomlally be set forth in the 
application or proposal. These 
indude activities such as instilUtional 
Iyp.:- grams (including bloc grallts) 
wh\:r~ selecllon of !;pc:cific projec{s is 
Ih(: institution's responsibilit"y; 
f'C'~.c.m:h (raining grants where the 
actlvitil!s involving subje~~ts remain to 
be selected; and projects in whkh 
human subjects' involvemenl will 
depend upon complerion of 
in~!fUrnefits. prior animal studies, ,)f 

purification of compounds These 
applications need not be reviewed by 
an IRB hefort~ an award may be 
made" However. excepl fm research 
described in § 46" 101(b), no human 
subjccis may be involved in any 
pmjeci supp<>rted by these awards 
until the project has been reviewed 
and approved by the IRH, as provided 
ill Ih.~sc rcgulatiulls, and ccrnficalion 
:dbrnllted to Iht~ DepanmcnL 

~ 46.119 Research undertaken 
without the Inh~f1tioll of invulving 
hum,m suhjects. 

In Ihe even! rcscan.:h (conliuctc"J or 
funJeu by Ihe DepanmenO is 
undertai"!fl without the inrcmiun of 
invlllv1i1g human suhjerts. bUl it is 
1.1t<.'( proposed to lise human ~uhjcc!s 
in Ihe research, the research shod! nr~a 
h: ft:'viewed ;md approved hy an fRB. 
a:. pruvidcd In thest' regulalio:ls. a 

('cfllticalion submH!l~d to the 
DcparirnCI1I, and finiJ! approval given 
I" th(~ prop()')cd Ch3fll,iC' by llw 

Dcr':tnrll\~nt . 

§ -tb.120 Evaluation and 
(Hspu'lition uf aJ)plkations ami 
proplIsOIIls. 

(~) The Secretary will t~Valu'He 311 
applll:alwns and proposals involving 
humJn ~ubje..:[s subrl1ltlcd to the 
Tkpartmenl through sll'~h officers :lud 
employees of the Department :In.! 
w~h eApcrts and consultants as Ihe 
S-:ot:lary determines 10 b(~ 

Jppr"pnalt·: This cva!ua!ion will lake 
wlI) consideration (he l'isks 10 the 

~ub't:''':ls. the ade-tuacy of proleclioll 
a)!;llfl~! thcse ri~ks. (ht: potential 
h.:ndits \)1" the propo!ied research to 

the subject'! and olhe.rs, and the 
importance of Ihe knowledge to bl~ 
gained. 

(b) On the basis of this evaluation. 
lh,e Secrc:tary may approve or 
disapprove the application or 
proposal. or enter into negotiations to 
develop an approYlible one. 

t 46.121 Investigational new drill: 
or device J.~y delay fequjrement. 

When an institution is required 10 

prepare or 10 submit a certification 
wilh an upplic;ltion or proposal under 

these regulations. and Ihe application 
Of proposal involve:. an 
invC'stigaliollal Ilew drug (within the 
meaning of 21 USC. 355(i) or 
357(d» or a significant risk device (as 
defined ill 21 CFR 812.3(m)}, the 
institutiun shall iden'lify the drug or 
device in the certification. The 
institution shall also SI,I(C whclhcr the 
30·day interval required for 
investigational new drugs by 21 CFR 
JI2"J(a) awl tor -;ignifican! risk 
device!> by 21 CFR g 12.30 has 
dap~cd. Uf whether Iht' Food :md 
Drug Adminislralion has waived Ihill 

n!quirenlt'f1L If the 30-Jay irll,orval 
ha~ expired. lhl;' iIlSli[U[io'n "hall stall:: 
whdh.:r tile Food afl'J Drug 
Administration ha!; reqlll~\!cJ Ihal the 
s!'t)!hor rontinuc to withhold or 
n:~tri(t thl! use of the drug or tin· iC\~ 
In human suhjecls. If thi! 30·tlay 
interval has no! expired. and :l \.\taiver 
ha~; nm been received, the in\tiru!iofl 
shall ',end a~s;(ar('nlt"nt 10 the 

Dt'partment upon expiration of the 
iilll'rval. The Department will nol 

,,:oll\idcr :l ccnificatioll acceptable 
ulltil the inslitution has suhmltted a 
sl:Jl~'mel1( thai Ihe 30-day interval has 
elapsed, and Ihe Food and Drug 
Adminis[r:l!ion t:a~ not fcquc~(ed it to 
limi t :h,~ use ,)1' the drug or device. or 
thaI Ihe Food and Drug 
Administration has waived the 3D-day 
intl'rvai. 

§ 46. t21 Use of F~(.h:ral funds. 
Federal fUllds administered hv lh<: 

D,:parlmenl may not be cxpenJ~d f')f 
research involVing human suhjects 
unh:~s 1 Ill: requlremellt (Of these 

regulations, including all subparts of 
the:;;e regulalions, have been satisfied. 

a 46.123 Early termination 01 
research funding; evaluation or 
5ubsef4uent applications and 
proposals. 

(a) The Secrelary may require that 
Department funding for any project 
be terminated or 'Suspended in the 
manner prescribed in applicable 
program requirements, when the 
Secretary finds an institution has 
materially faikd [0 comply with the 
terms of these regulations. 

(b) In making decisions abouf 

funding applications or proposals 
covered by these regulalions rhe 
Secretary may (ake into account. in 
addi!ion to all other eligibility 
requirements and program criteria. 
factors sud! as whether the applicant 
has been subject 10 a termination or 
suspe!1siufI under paragraph (a.l of this 
section and whether the applicant or 
the person who would direct the 
scientific alld technical aspects of an 
actiyi:y has in the judgment of the 
Secrelary materially failed 10 

discharge responsibility for the 
protcl'tion of Ihe righl5 and welfare of 
human subj~cls (whether or nOl 

Dep:1I tOlen! fuads were involved). 

§ 46.124 Conditions. 
With respect to any research 

proje~·t or any I:Jass of research 
proJCtlS the Secretary may impose 
addillonal conditions prior to or at the 
time of funding when in the 
Secretary's judgment additional 
conditions arc necessary for [he 
proll~\'"[ion of human subjects. 

Sub!)urt B--Additional Protections 
Pertainin~ to Re~it"ar('h 
DeveAollfnent, and Related 
'Adh'iU~~ fn!olvlng Fetusu.;' 
PreBtUmt Women, and Human In 
Vitro ji'trtUization' 

SOl.'IlC!.: 40 f'R n5~8, Aug iI. 1975.43 FR 
I ?:'ill. hnuar:- II. 19711.·0 FR 
~1:'i5'1. r~,)veillhcf 3. 1'I7K 

§ 46.20 I Applicability. 
(<I) The regulations in this suhpart 

arc arr!t~'ahk 10 all DepanrTlco! \)f 

Heal!h. Education. :Jnti We/fan! 
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• grants and contra.:t .supportin~ 
research. development. and related 
activities involving: (I) Th!! f~[us. (2) 
pregnanl women. and 0) human ill 
1';lro fcrtil izalion, 

(b) Nothing 10 this subparl shall be 
construed as indic:uing lhac 
compliance wilh the procedures "c! 
forth herein will in any way render 
in<lpplicable perlinent Slale or I,~cal 
law:> bearing upon aClivi!IC'\ ,,:ovcred 

by this subpart. 
(c) The requirements of this 

subpar! are in addition to those 
imp,)scd under the olher ~ubparts of 

this pan. 

§ 46 . .202 Purpost'. 
If is the purpo<.e of this subpart to 

provide iidditional safeguard .. in 
reviewing aClivities 10 which Ihis 
suhpart is applic;.ble 10 assure Ihat 
they conform 10 appropna!c ~~lhic~!.l 
sl.llalards and rdale (0 imporlanl 
>ociclaJ needs. 

~ 46.203 Infinitions. 
As used in this SUbpa!1: 
(a) "Secretary" means the 

S,:crctary of Heallh. Educalion, and 
Welfare and any other officer lit 
employee of the Department of 
Health, Euucation •. and Welfare 10 

whom authority has been (klegaled. 
(0) "Pregnancy" cncompu$scs the 

period of lime fmm contlmlutiofl of 
impl;.antalion (through any of the 
presumptive signs of pregnancy. such 
as mis~ed menses, or by a medically 
acceptable pregnancy test), until 
expUlsion or ex !raclion of the felus. 

(c) "Fetus" means tht: produfl of 
conception from the time of 
implantalion (as evidenced by any of 
rhl': presumptive signs of pregnaol.:'Y. 
such as mis!ocd menses, or a 
ml.'Jlcally acccptaok pregnancy test). 
until a de!emlinalion is made, 
foll,)wing e:r;plusion or extraction of 
!hc fetus. thai it is viab/(!. 

(d) "Viable" as It pertains 10 the 
/('Ill, means being ahle, afrer either 
splllilaneous or induced del i very. to 
survive (given the blmefi[ of avai(abl~ 

medical Iherapy) !o the pain! of 
indcpcndenlly mainLlining hean 

beat and respiration, The Secretary 
Illay from lime 10 l.ime, laking into 
.. u.:count medical advance ... publish in 
the FE OE RAt R EGIS fER guidelint·s 
hl assi~a in dell~rmjning whether a 
fetus is viahle for pvrposcs of this 
$uhpart. If a t'elus is ',iab/c after 
delivery. il is a prem6llure mfant. 

(e) "Nonviable fetus" means a 
fetus t'.r utao ~1J'hich. although living. 
is not viahk. 

(0 "Dead fcrus" means a fetus ex 
Ufero whi::h C.w;hlbirs neither 

heartbeat. spontaneous resplralory 
a,~tivily, spontaneous movement of 
voluntary muscles. nor pul~a!io[l of 

the umbil.ical cord (if still auached). 

(g) "'II vitro fertililatiuu" mean:. 
any fertilization of human ova which 
occurs outside lhc'booy of a female, 
~ither through admixture of donor 
human ~penn and (Iva or by any other 
means. 

§ 46.:!04 'Etblcal Advisory' 
JJo,ards. I 

{a) One or more Ethical Advisory 
Boan.is shaH be e;r;tablished by the 
Secretary., Memb~rs of lhc"e board(s) 
shall be so selected thai Il'Ie boan.l(s) 
will be competent !o deal with 
medical, legal, sdbal, ethical. and 
related isslies and may include, for 
example. research s<:ienlisls. 
physkians, psychologists. 
sodologists. cdw.:alors, lawyers, and 
ethkists, as well as representatives of 
the ge8(,;.(I,1 public. No board member 
may be ,;regular, full-time employee 
of the Oepanmclli of Health. 
Education, and Welfare. 

(b) A! the rCl.jllcsl of the Secretary, 
[he Ethica! Advisory Board sh.lIl 
render ,Idvicc consistent wilh Inc 
policies and requirements of this Part 
a.~ to ethical issues. involvill~ 
a~'livi!ies nlV("fcd by this subpart. 
rais~d by individual appiicatiulls or 
proposals. In addilion, upmj request 
hy the Secretary, the Board shall 
render advin~ as to {'lasses of 
applications or proposals and general 
polil'ies. guidelines, :md pnJ,:edures. 

(c) t\ Hoard may eSlabli~h, with 

the approval of the Secretary. classes 
of ;Jrr1i .. :a.llons or propo~als which: 

( I) Must be submitted to the Board, 
or (2) need no! be submincd to the 
Board. Where the Board so 
establishes a class Ilf applications or 
proposals which must be submiued, 
no application or propoSfi' within t.lw 
class may be funded by the 
Department or any component thereof 
until the application or proposal baa 
been reviewed by the Board and Ihe 
Board has rendered advice as to ill 
acceplability from an ethical 
standpoint. 

(4) No applicilltion or proposal 
involving human in vitro fertilizadon 
may be funded by (he Department or 
;.my component thereof UIHit the 
application or proposal has been 
reviewed by the Ethical Advisory 
Board and the Board has rendered 
advice as to its acceptability from an 
ethical standpoint. 

I 46.205 Addidcmaliltude. «i uN 
IMdtutAoul' RAtVkw "BOards iD 
connectioQ with activities 
hl'Volviof( retWJeJ. prc:grumt 
wcmen, Gf human in vitro 
fertiUzllltioo. 
(3) In addition to the 

responsibilitiu prescribed f.or 
Institutional Review Boards under 
Subpart A of this part. the applicatlt's 
.or offeror's Board shall. with respect 
10 activities covered by this subp.1.rt. 
carry out the following addifional 
duties;' 

( I) De!ermine that all aspects of 
the activity meet Ihe requirements of 
this subpart; 

(2) Determine that adequate 
consideration has been given to the 
manner in which potential subjects 
will be selected, and adequate 
prm'lsion has been made by the 
applicant or offeror for monitoring 
Ihe actual informed consen! process 
(e.g., through such mechaniuus. 
when appropriate. as pal1icipalion by 
the InstilUriollal-Revicw Board or 
subject advocates in: (i) Overseeing 
(he 3l"tua! process by which 
individual consents required by this 
subpar! are secured either by 
approving induction of each 
individual inlo the ac:tivity or 
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verifying. perhaps through sampling, 
, . that approved procedures for 

t induction of individuals into the 
activil), are being followed. and (ii) 
monitoring the progress of the 
actIvity and imervening as necessary 
through such siers as visits to the 
aChvi,y site and cominuing evaluation 
to determine if any uflanticip<lled 
ris~ shave ari&.en); 

0) Carry out such other 
responsibilities as may be assigned hy 
the Secretary. 

(b) No award may be issued until 
the applicant or offeror has cenificd 
to the Secretary thai the Institutional 
Review Board has made ihe 
determinations required under 
paragraph (a) of lhis section lind the 
Secretary has approved these 
dl!tr.rminJlions.. as provided in 
§ 46.120 of Subpart A of Ihis part. 

(c) Applicams or offerors seeking 
SIIPPOr! for aCli"iticj:: covered by this 
\UOP;U( must provide tor the 
ol"stgnalion of an Institutiollal Review 
fhlilrd. subject (0 approval by Ihe 
St~Cfe!ary. where no such Board has 
heeo estOibhshed undl"r Suhpart A of 
Ihis parI. 

§ 46.206 GCllerui limitations. 
(a) No activity to which this 

slIhpart is applicable may be 
\mJer1;!~;.c:n unless: 

( I) Appropnate ~lUdic~ 011 3nimals 
:'wJ nonpregnanl indi vidllals have 
hecll (;ompklcd; 

(2) Excc:pt whl!fl! the purpose of 
Ih~ activity is to meet the heallh 

ntcd.~ llf Ih..:: mmher or the panicu1ar 
kld\. Ihl.' ii~k to the fetus j" minimal 
and in all cas,~s. is the least pos~lhk 
ri~;k for achieving the objectives of 
Ihl! activity. 

(3) Individuals engaged in the 
arllvilY will have no pari in: (i) Any 
dt:ci"lOns :is to the liming. method. 
:mu pro.:.:dures u~cd to terminate the 
prt'gllan~y. lind (ii) determining Ihe 

vL~hdj[y ,)f the fetus al Ihe 

tt'rlwnation of Ihe pregnancy; and 
(..:. \ No procedural changes which 

m~\y cause greater ahan minimal risk 
to the fetus or the pregnant woman 
',~ III ne mtroduced ifllo (he proceuure 

for lermillalin~ th{~ pregnancy 50lcly 
in the inl,::resl of the activity. 

(h) No inducements. mlJnelary or 
otherwise. may be offt:red to 

terminate pregnancy fur purpos~<; of 
the aClivil), 

[40 FR 335~8. A.ug. 8. 1975. 01.\ amerKkd al 
40 fR SI63H. Nov. 6, 11l7S1 

§ 46.201 Activities dir«t~d 
Coward pregnant women IlS 

SUbJl'ClS. 

(<I) No pn~gnanl woman may be 
involved as a subject in an activity 
covered by this subpart unless: (1) 

The purpo~e of the activity is to meet 
the health n .. ~eds of the mother and the 
fetus will be placed at risk only 10 the 
minimum extent neceS'iary to meet 
~uch need!;. or (2) the risk to the fetus 
i!. minima.l. • 

(b) An activity permitteo under 
paragraph (a) of this section may bl! 
wndul.~led unly if the mother and 
father are h.·gally competent and have 
gi vC'n their mfmut..:d consent after 
h;lving been full} mformed rt'garding 
pos~ib!c imp'i!:l on Ihe fC:IUS, except 
Ilia! the f:Jlher's infomled consent 
need 1)1)\ he sccurcd if: (I) The 
purpost.: 01 tbe Jl'livity is (wmce! the 
health m::l'ds of llit~ mother; (2) his 

identity or Whl!feablYuts cannol 
reason:lbly be ..&.~.(;crtained; (J) .hl' is 
HoI reasonably available; or i4) Ihe 

pregnancy n:'iulted from rape. 

§ .all.20a Adivilles directed 
toward iduSt's ill uteru as 
suhj'~~:IS'.tw 
(a) No fetus in 1Il"L'ro may be 

Involved a.~ a suhj~cl in any activity 
cove-red by this subpart unk'>s: (I) 
The purpose of Ihe activity is 10 meet 
the health needs of the particular fetus 
and thl' few" will he placed at risk 
onl)' 10 the minimum extent nccc\sary 
to meet sudl needs, or (2) the risk. 10 
the fetus imposed by Ihe research is 
minimal and Ihe purpose of Ihe 
aClivilY is the development of 
importanl hiomedical knowledgt' 
which cannot be- obtained by o!ner 
means. 

(b) An aCllvilY permil!ed under 
paragraph (a) of this section may be 
conduc~ed onl y if the mother Jnd 

father are legally competent and have 
given their informed consent. except 
that the f:.lther·s cOllsen'. need not be 
secured if: (I) His identity or 
wher>::;;bouts cann~ reasonably be 
as<'crtaincd. (2) he IS nor reasonably 
available. or (3) the pregnancy 
resulted from rape. 

t 46.109 Activities dir«t~d 
toward retust;s ex utero, 
iaeluding nonviable rdusest as 
!Subjects. 
(a) Until it has been ascertained 

whether or not 3. fetus ex utero is 
viable i a fetus ex utero may not be 
involved as a subject in an aclivity 

covered by chis subpart unless: 
(!) There will be no lidded risk to 

lhe fetus resulting from the activity. 
and the purpose of the activity is the 
development of important biomedical 
knowledge which cannot be obtained 
by other means, or 

(2) The purpose of the activity is to 
enhance the [lQssibility of survival of 
the particular fetus to the poinr of 
viability. 

(b) No nonviable fetus may be 
involved a!> a subject in an activity 
covered by this subpart unless: 

( I) Vital functions of the fetus will 
not bl! anificially main!li1incd. 

(2) Experimental activities which 
of themselves would terminate the 
heartbeat or respiration of the fetus 
will not be employed, and 

0) The purpose of the activity is 
the developm,,;nl. of important 
biomedical knowledge which cannot 
hl~ ublained by other means. 

(c) ! n Ihe event the fetus t'f 1II(;.'ro 
is found to be viable. it may be 
induded as a subject in the activity 
only to the extent permiued by and in 
accordance with the requirements of 
other subparts of this part. 

ed) An activity permitted under 
paragraph (a) or (b) of [his section 
may be conducted only if the mother 
and father arc legAlly competent and 
have given their informed consent, 
CX;';Cpl lhat the falher's informed 
consent need not be sl:cured if: (I) his 
ide:nuty or whereabouts cannot 
reasonably be ascertained, (2) he is 
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flot reasonably availabk. 08 U) the 
,pregnancy resulted from rape. 

§ 46.210 Activities Invol1iing !h~ 
dud fehlls, fetal ma«ed~ll, or 'h~ 
placenta. 
Activities involving tht~ dead fetus. 

mascerated felal m~l(enal. or cells. 
li!i"ue, or organs excised from a dead 
fews shall be conduclcd only in 
acemdunce Wilh any applicable State 
or local laws regarding such 
activities. 

§ ·46.21 J Modirkation or waiver 
of SPl.'C'int requirements. 
Upon the reque,1 of an applicant or 

offerof (wilh the approval of its 
InslHufiona'l Review Hoard), Iht~ 
Secretary may modify or waive 
specific requiremcllts of Ihis subpart. 
wun the approval of the Ethical 
Advi:,ory Board after such 
opportunity for publi.: comment as 
the Ethic::t! Advisury Hoard consider::: 
appropnate In ~hc parw;ulJf ,nstance, 
In making such lkcislOllS. th,~ 

S(:crelary will comider \vhcther the 

rish to rho:.: ~I!b.ieel ilre ~u oU~w\.~i)!.hed 

hy lilt' sum of the henefit to the 
\Uh\~':1 ,and !ht.: illlrHlfiancl~ of the 
~ /l1)V, h~d)',: to h,: ;,!ainL',1 as to v. arrant 

'II(, h mddiii~'J!Wn or waiver :tnd thai 
',lIcn h,;ndirs ,::wnol he gain( Ii ex.eel'! 
Ihfl.1ugh il modiii,;atil.lll or w;'lIvcr, 
Anv ~uch modifications Of waivc:rs 
\!vIII be puhlishl'd as nollce'; in lilc 

F HJHtA! R EGiS II' R 

SlIhp;u'{ C-Additiooa) l"ruln:tion .... 
Il,:rtaining to Bi(lm~{lkul :md 

}Jch.l\\·ioral Rt'se~II'dl hlvolvin~ 
Pri§04WR Wi Subje·d., . 

').H:"'<" 4.1 foR 53655, Nov lb. 197:, 

~ ":(dOH Applkahility. 
,;I) The re~ulatlOns In (his ~uhpart 

are .il'plic.ab!e /I) <Ill biom..:tlicai anJ 
hdl;lvioral research com:lucred or 
',bpp,lr[cd by thl" D~p;]nmCIlI of 

HC,Jllh. Edu..:arion. and WdLm: 
involVing pnSllf]CrS as ~ubjcClS. 

(b I No!hill!, in Ihis 'iuoparl.;hall he 
cUIl',[ru::d :IS intJlc:ilin~ rhal 
'l'lIlr"iancc wilh Ihe procedures ,,'l 
forth haein will authorize research 

In"\'ivil1l~ prisoners as sUbit~Ch. III th.: 
"(Cnl .;uch research is limited ,Jf 

barred by a~~pli,:able Slale or 101.::11 
law. 

(c) The requirements of this 
subpar! af':- in addition 10 Ihost' 
impm.cli under Ihe other subpans of 
this par!. 

§ 46.302 (»urpose. 
Inasmuch as prisoners may he 

unJer ,:omlraints bccause of their 
incarceration whidl could affect their 
ability to make a Irnly voluntary and 
uncoerced deci;,ion whether or nOI to 
panicipale as subjects in research, it 
is !he purpose of this subpart to 
provide additional safeguards for the 
prolection of prisoners involved in 
uctivitic!i to which this subpar! is 
applicable. 

§ 46.303 Definitibns. 
As used in this suhpart: 
(01) • 'SeL:rcrary" means !he 

S(~cretary of Health. Edu~:ation, and 
Welfart' and ilny olher offkcr or 
employee of the Department of 
!k:dth, hltll.:alion, and Wdfar.: !i) 

whom JUlhofny has bl~en dClt·),!:1t,~d. 

\h) "DHEW" mean~ (he 
Deparlm(:nl of Health, Edupti()n. 
;lI1d \·Ve I fart~. • 

(0:\ "Prisoner" ~canl any , 
. iiidiyidual involuntclrily confifl~d or 
det:line'd in ri penal institutiori. The 
lum IS Ililend~d'to-enconipass';- -
individuals sentenced'w such in 
ii;<;titution under a criminal or civil 
~t~tllte. individualtdetained in~)ih~r 
fa:eiiitics' bY"~irt~e of sta~lUes '-?f " 

'commilml;!lltpro.cedures. which " 
piovidealfei~at'ivt'i tOo criminal­
prosecurrOi{i~r incarc:cration iri 'a' 

'porn;>!l 'institution. ,iUld individuals 
;J~I .. incd ",en4ing anaiglUll'Cm. trial. 
01" sent~l1cing. :. 

(d) "'~1inirnal risk" is the 

prdtnoiiil v and m'lgnirudc of physical 
or psycholllgjcd h~rrn lilal is 
n!)rma!ly l'nl'olinlercJ in the ,lady 
live" or in the rmmnc medicli. 
denlal, "f p~,y\'hological exanlinatinn 
Ill' h~ahhy pl~rs.IOS. 

§ 46.3(}.l Cum position uf 
lnstitutionai R~'view Bo,u'ds 
where f?ris"lIcr~ ~ne invol ... ed. 
In addition In salisfying Ih~ 

requirements in § 46.101 of this part, 
an Institutional Review Board. 
carrying out responsibilities under 
this part wilh respect to research 
covered by this subpan. shan also 
meet the foilowifl, specific 
requirements: 

.. ~ ! 
(a) A majoiitJ. u(the. BOllic'L .• _.ws 

(excltjsivo'mpri.~{memben) mifP 
hilt'vc'no association with the prison(&; 

,. _. ~ ..... ~~. , . ..... "" .. 
in,y~iVtdr_apan froll) ~~it ., ........ -l ..... 
membership on the Board: .~ 

(b) At least one member of th~ 
~'. ' .... .,.,.1;'1'..:,..; ...... .- ' .. ,_.".. 1:MC',,.;t 

!~.!.d ,~~II~.J'rI'~,~~.cr,.~. ~ 
pn&«. iepr('sentali~~ ~ith; ~' 
.. ' ..... ,. :rI'" "".. • "~ ,ft 

appropriate. bKkground a.nd .;'t't 
ef.lperiencc to serve in tbal capacity. 
excepl that where a panicular 
research project is reviewed by morc 
than one Board only one Board need 
satisfy this requirement. 

§ 46.305 Additiuuldutfa of the 
Institutional Review Boards 
where prisoners are lnvolnt!. 
(a) In addition 10 all other 

res.ponsihilities prescribed for 
IllstiuJlionai Review Boards under 
this part, the Board ~hall review 
res,can:h covered by this subpart and 
approve such rC'iemch ol1ly if il finds 
Ihat: 

(I) The research under review 
repre'i,,:nts one of the ciuegoric!. of 
research pcrmissibl(! under 
§ 46,300(a)(21; 

(2) Any possible advantages 
3.:cruing to (he prisoner through his 
or her participation in the research. 
when compared to the general living 
conditions. medical care. quality of 
food. amenities and opportunity for 
earnings in the prisoo, atC.not of luch 
a ma&niUld::. that bilt or her abilit)l to. , 
weigh mfrrisk~ of the research a~t '." 
lhe value of !iuch advantages in lhe 
limited choice ellvironment of the 
prison is impaired: 

en The risks inVolved in rhe 
research ;Ut! commcnsura!~ with risks 
Iha! would be accepted by 
nonpnsoner voJunlt:crs; 

(4) Procedures for [he selC:~tionof 
subjects wirhil1 the prison are fair to 
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all prisoners and immune from 
arhitrary intervention by prison 

• aUlhorities or prisoners. Unles'. the 
principal investigator provides to the 
Board justification in writing fl)r 
following some other procedures, 
control J,ubjeds. ml.Ut Deselected· 
randomly from. Ute· group of available 
prisoners who meet the characteristics 
needed for mat particular research 
projecr: 

(5) The: information is prescmed in 
language which is understandable to 
the subje'-~t population; 

(6) Adequate assurance e:ds!!!. thaI 

pa!?l~,.~w~t ~ ~k&jll~Q~ . 
IM:CfJlUlt .. prilOftm' 'w parddplUlon In 
the research in making decisions 
regarding parole. and each prisoner is 
dearly informed in advance mat 
participation in the reseafl.:h wili have 
no effect on his or her parole: atnd 

(7) Where the Board finds there 
may oe a nl~ed for follow-up 
(~X;JllntnaItO!l 01 .:;m: of panicipams 
aha [he end of !h'::if part ic ip:.uilln , 
adequ:Hr,: pro\lision has been made for 

t ~lich c:II.amin .. tion or care. lak~ng inw 
;1(C(I\l1\1 the \'arying lengths of 
HldlyuJual priS{lOers' s<:nlences, and 

tor tnlorming participams of this t:.lct. 

(b) The Board shall carry out ::;uch 

'llhrr dUlies :lS may be 3ssigneu by 
lhe Secrerary. 

(c) The instilL/tion shall certify to 
rhC' Seaetary, In silch form and 
malln,:r dS the Secretary may require. 
ttut the .tulle!> of the Board under this 
~t'C!lon have been fUlfilled. 

§ 46.J06 PnmHted rt'Se9:N:h. 
in\'ohll1l prl$onen. ,"" .. . 

«\l Biomedical or behavioral 
rc~can;h conducted or supported hy 
DHE\V may involve prisoners a~ 
~uhJcc!s only if; 

( 1\ The institution respl.msible f0r 
the,.;onducl of the research has 
n::rtified 10 (he Secretary that the 
.im,ilutional Review Hoard has 
approved Ihe research under § 46. 30S 
\)1" thi~ suopart; and 

C 2.) in the judgment of the 

Secretary the proposed research 
involves solely the following: 

(A) Study of the P05slhle causes, 
effects, and processes of 
incarceration, and of criminal 
~ha\'ior, provided thaI the study 
pres.ents no more than minimal risk 
alld no more than inconvenience to 
(he ~ubJects; 

(B) Study of prisons as instilUlional 
SIrUCIUrCs or of prisoners as 
incarcerated persons. provided that 
the study preserlls no more than 
minimal risk and no more than 
inconvenience to the subjects; 

I C) ReSClirL:h 1111 wndiliol1s 

parlkularly affeellng prisoners as it 

class (for example. vacdne trials and 
other research on hepalilis whkh is 
much mort.: prevalent iii prisons than 
elsewhere: and research on social and 
psychological problems .~uch as 
alcoholism. drug ilddictwn and sexual 
assaults) proVIded that the study m,lY 
proceed only aftl!r the Sccretuy has 
eonslllleJ with appropriale experts 
including l'xperh in penology 
nv:dkinc and '~Ihi..:~, and published 
notice in Ihe F un RAt R EGISJ ER, 
of his intent III <lppmve such f~sean:h; 

(D) Re,c:m;h tin practices, both 

inmwativc .mJ ;K'cepted. which have 
the intent and reasonable probability 
of Improving t!lI!' he~li!h or well­
being of the subject. In cases in 
which li1o'Sc...sludi(·s require- the 
assignment ~"l' 'prisoners In a. manner 
conSlSlcnt with rnll.owl~ appmved by 
the Hl B 10 ,:olltrol groups which may 
nut bendJl from the rcscar,'h, Ihc 
study 0l~1}' proceed only after the 
Scncwry has consulted with 
appropriate cxperls. including expcrts 
in penology m<::dicinc ami ethics, and 
rub!i~heJ n~Hice. in rhe F EOFR:\!. 

R t'G~S' F R, of his intent to appro\le such 
rcscardl 

(b) EXCCpl as provided in 
paragr;lph (3) of thiS section. 
hiomeJical or behJvH)fal re:.earch 
..:onduclcd or ~upported by DHEW 
shall not involve prisoners as 
subjects. 

hbpart D-·AddlUou) Prot«Uo.u 
for 0d.WmI &!iGived u Sa~~ .. 
~ 

Source: 48 F1l91111. March 8, 19U 

1146.401 To WMt do theMe 
resu1adou apply? 

(3) This subpart applies to all 
research involving children as 
subjects. conducted or supported by 
the Department ot" Health and 
Human Servioea. 

(I) This includes research 
conducted by Department 
employees, except thal each head of 
In Op~~rating Dlvlrtiun (If Ihe 
Department may adopt such 
nonsubstantiv{!, procedural 
modification1 a:s may be appropriate 
from an adminifltrative standpoint. 

(2) It also includes research 
conducted or supported by the 
Department of Health and Human 
Service'! outside the Unitt:d Statn. 
but in appropriate circumstances., the 
Secretary may, under paragraph (e) 
of §46.101 of Subpart A, waive the 
applicability of some or aU of the 
requirements of these reguiations for 
resclm.:h of rhis type. 

(h) Exemptions (1), (2), (5) and (6) 
as listed in Subpa.rt A at § 46.1 01 (b) 
are applicable to this subpart. 
Exemption (4). research involving 
the observatioll of public behavior, 
listed at § 46. 10 1 (b), is applicable to 
this subpart where the investigator(s) 
does not participate in the !(:tivities 
being ob,IIervcd. Exemption (3). 
re<rearch involving surveyor 
interview procedures, listed at 
§ 46.10 I (b) does not apply to research 
covered by this subpart. 

(c) The exceptions. a.dditions, and 
provisions for waiver as they appe!kf 

in paragraphs (c) tlrrough (i) of 
§ 46.101 of Subpan A are applicable 
to this s.ubpart. 

Ii 46.402 OefhutioM. 
The definitions in § 46.102 of 

Subpart A shall be applicable to this 
subpart as well. In addition, as used 
in this subpart: 
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(Ii) ~·Oilldren~·~are persons who 
'have not attained the legal age for 
consent to treatments or pnxedurcs 
involwd in the research. under the 
applicable law of the jurisdiction in 
which the resertn::h will be 
conducted. 

(b) "Aueni" means a chi.ld's 
affirmative agreement to participate 
in resea.rch. Mere failure to obje\.~t 
'ihould not, a~nt affirmative 
agrcem(:nt. be construed as assent. 

«(:) "PcnnEuiou" tneans the 
agrel!ment of p.uent(s) or guan!i:w to 
the participation of their child or 
wa.rd in research. 

(d) "Parent" means schild'!! 
biological or adoptive parent. 

(e) "Gnl!,rdjm"m(~al!s ail 
individual who is authorized under 
applicable state or local law to 
consent on behalf of a child to 
general medical care. 

!H6.403 IR8 duties. 
in addition to oth(:r rcspc!l1sibilitics 

assigned 1.0 IRBs under lbis p'lrt, 
each IRH shaH review reseaH:h 
covered hy this subpart and approve 
only resc~trch which satisfh:s the 
conditions of all app\iGable St::I.:!iOIl5. 

of this subpan. 

§46.404 R~*tit.boot.itno.l'hlg 
lU~tu'thm minilllllll fiSk." 

HHS will conduct or fund 
research iu which the IRB finds that 
flO greater than minimal fisk to 
children is presented, only if fhe IRD 
tinds that adequate provisions :Ire 
made for soiiciting the assent of the 
children and the p.ermis. .. ion of their 
parents or guardians. as ~,;.':t forth in 
§46A(}6. 

§ 46AUS R~ bnohina; ~tt'r 
tIillll!l mhdlMl rid hut ~ntlllU the 
jln~~"d of dkedbeD~ftt tJl) d", 
1m:!tyldlU&i ImbjecU. 

HHS will conduct or fund 
research in which the IRS find~ that 
more than minimai risk to chilun~n is 
presented by an intervention or 
procedure that holds out the 
prospect of direct beneHt for the 
individual subject, or by n 

monitormg procedure that is likely to 
contribute 10 the subject's well-being 
only if the IRO finds that: 

(a) TIll! risk is. justified by the 
anticipated benefit to the subjects; 

(b} 1 he relation \.1f th,: anticipaled 
benefit to the risk is llt least as 
favorable to the subjects i.\S that 
presented by aV4lilabie alternative 
appro~\chell; and 

(c) Adequat.e provisions are made 
for soliciting the as~nt of the 
children and permission of their 
parents or guardians. a., set forth in 
§46.4DS. 

§ 46.406 Research invol ¥ina greater 
than minimlll risk and no prosped 01 
dfrut b.mctlt to in~j"iduill subjects., 
but likely to yield generalIzable 
kllowlMJ~c about tbe subject's disordtl' 
or condition. 

UHS will conduct or fund 
research ill which the !RB finds that 
more than minimal risk to r:hildrcil is 
presented by an intervt"lHion ur 
procedure that docs not hold out the 
prospect of direct bcnelit for the 
individual ~uhJcct. or by ~ 
monitoring, procedure which is not 
likely ttl comribut~, to the well-being 
of tlte subject, unly if the IR B finds 
that: 

(a) The risS. represents a minor 
increase over minimal risk; 

(b) The intervention or procedurt~ 
prcsentse"pcriences to subjects thaI 
are reasonably commensurate with 
those inherent in their actual or 
expected medical, dental. 
p!lychological. social, or educational 
situation!.; 

(c) Th.:: intervcmion or procedure 
is likdy to yield generalizable 
knowledge about the slIbjecl3' 
disorder or ('~()Ildiliou whidl is of 
vital importam:c for the 
understanding or amelioration of the 
subjccts' disorder or condition; and 

(d) Adequate provisions lire made 
for soliciting asst!nt of the children 
and pcrmis..<;ioll of their parents or 
guardians, RS set forth in § 4hAOS. 

§ 46.40'1 Researdi act otllerwiM " 
approvable which presents au 
opportunity to _demand., prevent; or' t),·· 
alleviate II MOU.'I problem affecting 
the h~8lth or welfare of dilldull. 

HHS will conduct or fund 
research that the IRB does not 
beH"!ve meets the requirements of • 
§ § 46.404, 46.405, or 46,406 only if: 

(8) The IRB finds that the reSCltcb 
preJentlS a reasonable: opportunity to 
further the understanding. 
prevention, or alleviation of a serious 
problem affecting tbe health or 
welfare of children; and 

(b) The Secretary, after 
consultation with a panel of experts 
in pertinent disciplines (for eXlUllple: 
scien;,.~e. medicine. education. ethics. 
law) and following opportunity for 
public review and comment, has 
determined either: (I) Th.at the 
research in fact satisfies the 
conditions of § § 46.404, 46.40'. or 
46.406, a .. applicable, or (2) the 
following: 

(i) The research presents a 
reasonable: opportunity to further the .' undcl">landing, prevention. or 'QJ 
aile\! ialion of a serious problem 
affecting the health or welfare of 
children; 

(ii) The research will be conducted 
in accordance with sound ethi,;al 
principles; 

(iii) Adequat\! provisions Arc made 
for soliciting the assent of children 
and the permission of their parents or 
guardians, as set forth in § 46.408. 

§ 46.408 R~tI for 
pe~.lOD by parentis or guarwan. 
Ih1d for ~,t by c:hlIdren. 

(a) In addition to the 
determinations r«}uireti under other 
applicable sections of this SUbpart, 
the IRS shall determine that 
adequate provisions are made for 
soliciting the assent of the children, 
when in the jud&mcnt of the IRD the 
children are' c.1pable ot pro~dinli 
~t In determining whether 
children are capable of ~senting. the. 
IRB :;hall take into tlCCOUJlt tfu; ages.i 
maturity. &rid pttychological state of e 
the children involved. This judgment 
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may be made for aU childrt~n (0 be 
inv,olved in research under a 

/,1t,Pltrticular protocol. or for ~!\ch child. 
f,fins the iRO deems apvroprlate. If the 

IRIl determine'S that the capability of 
s.nme or aU of the children is so 
limited that they cannot re2sonably 
he consultl!d or tha.t the inlerventiof! 
01 procedure involved in the 
r(~arch holds out a prospect of 
direct benefit that is important til the 
hltli!th or well·being of the children 
and is available only in the context of 
Inc research, the assent of the 
children it> lIot a necessary condition 
fur iwo()eeding with the research. 
Even whC:Ee the IRB detcmunc:s d~t 
the $ubjects are capable of IlMe:llting, 
tht: lRD may ,till waiv.e th&: as.'lent 
requirement u.n.der ci.rcv.A~lW.llncOl in 
,,,hien couent (MY be waiv~l in 
oI1cCOrd with § 46. J 16 of' Subpart A. 

(b) III Ddditiou (0 the 
lft'tc.~mlj"ations required und;!r ,,)thcr 
applicable 5-("('lions of this subp:"rt. 
the IR B shaH determine. in 
!«.:t·ordance with and (0 the extent 
that CmlS~llt is requirt:.'d by ~ 46.116 of 

fi1) Subpatl A, that lui-:qu.l.te provIsions 
~, .!'),re made for IOlidtiag tnt: pcnnis.sioll 

of each child's p3fl!!lU or gUArdian. 
Where paremal permission is to bl.': 
niJlamcd, the LRB may tind that the 
pel ml~Mon of one parent is suffident 
"~)r research to be conducted under 
§ ~ 46.404 or 46.405. Where research 
is ..:uvered by § § 46.406 and 46A07 
lind permission is to be obLlined from 

parents, both pareul.s must give their 
permis. .. ion unless aile puent ill 
deceased. unknown, incompetent, or 
not rC;lsorulbly tlvlI.Habie, or when 
only one parent hlill Icg:t1 
fesponsibihty for the care and 
custody of the child. 

(c) In addiuol1 to the provisions for 
waiver contcifh.'ti in § 46.116 of 
Subpart A, ifdu: IRS detennines that 
1\ research protocol i<; desigm:rl filr 
conditions or fOf a subject poplilar;on 
for which parer,tal or guardi:l1l 
permission is not a reasonable 
requirement L) protel.:t the subjects 
(foc «:xamrle, neglected or abuscd 
children), it may Wll,j'lt! the consent 
requirem~"ts in SUbpart A of t.his 
part and paragraph (b) of this s....~tion. 
provided all l'lppropriale mechanism 
for protecting the cnildrt'"n who will 
flluticipatc i.\S subjectll ill the research 
i:i substituted. and provided further 
tl1"l! .he y,aiver is not im:onsistent 
with federal s~;lfe OJ local law. The 
clwlce of nn appropriate mechanism 
would dept~lld UPOIl the nature and 
purpose of the a.:tivities described in 
the protocol. the risk and anticipated 
b~~i1cnr to the reSt~arch subjecJs, and 
their :lge, maturity, status, and 
condition. .", 

(d) Pcmm.sion by parents or 
guardians shall tx: doc 1ICl1 cnt('d 'in 
accordance with and to the eXlent 
requi.('d by § 4<l.! 17 of Subpart A. 

(e) When d.e IRE determines that 
as~;~nt is r~qliired. it shall also 

determine whether and how usmt 
must be documented. 

§ 46Al)() WanD, 
(a) Children who are wards of the 

state or any other agency, instilution, 
or entity can be included in research 
approved under § I 46.406 Of 46.401 
only if sucb fe"'.>C:arch ill: 

( I) R elated to their ~.:atw; as wards; 
or 

(2.) Conducted in schools. camps, 
hospitals. institutions, or similar 
settings'in which the mlljority of 
children involved u subjects are not 
ward$. 

(b) If the research is appmved 
under pftolgraph (a> of this section, 
the IRH shall require appoinlmcOit of 
an advocate for each child who is a 
ward, in addition to any other 
individual acting on behalf of the 
child as guardian oc in loco parenti!. 
One individual may serve as 
advocate for more than one child. 
The advocate shall be an individual 
who has the background and 
eA~rieflce to act in, and agrees to act 
ill, the best interests of the child for 
the dUT<1tion of the child's 
participation in the research and who 
15 nol asM>Ciated ill any way (except 
in the rote as advocate or member of 
the IRB) with the r .... -searcn. the 
investigator(,.). or the guardian 
orga.lIization. 
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HUMAN SUBJECTS 
Minimum Criteria ldt'ntifyAng the 

Viable Fetus 

On March 13. 1975. regulalions 
were published in the F [DERAI 

H EGiSHIt{40 FR 11854) relating to the 
prolection of human suhject!' in 
H~\..:arch. developrnenl, ami reLIed 
l~Clivitics supported by Depanm.::llt of 
lie'lhh. Educalion. ~md Wd:are 
grants and contracts. These 
retWlalions arc codified at 4S eFR 
Part 46. 

NOTICES 

Elsewhere in this issue' of the 
FEDERAL R [GISTER, the Senctary 
is amt~nding ,15 eFR Pan 46 by. 
amonr. other thing~. adding a new 
Subnan fi to provide additional 
protection~ pertaining 10 research. 
development. and reialC'd activities 
in'Yolvillg rl.~IUsef •• pregnant wOOl.:.:n. 

and in vitro fertilizOl!ion. 
Seclmn 4t;.201(d) of Subpar! n 

provlI.les inter ali;, ;IS follows: 
The Secretary mlly from !lm(: 10 lime. 

I~kio/i 1010 IIl'Colint medl(al lu.lvan,·u. 
publish In 11l~ f' ~!>F.II"l R HilHtI! 

guideliRI:S 10 .anisl III dc:cefl!llining whettllu I 
felu, i~ viable (0' purpose, of this lubp_". 

This notice is published in 
ai:cordance wilh § 46.203(d). For 
purposes of Subpart B, the guidelines 
indscating Ihat ill fetus oa.her than a 
de,Hi fews within the meaning of 
i 46.203(0 is viablt: include the 

following: 

an ':>1111''''1:11 gt"lIl1iona.1 lIlle: of 20 weeks (}f 

'lIOfe and a bud)' weighl of 100 ,ram\ or 
m(}fC 

F~DeRAL REGISTER. VOL ~. 
AUGUST I, 1815 

u.s. GOVrRNMErr! PkIIJTWG orner. 1,)8~ 0 - 1106-756 

-..... 
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PROCEDURE 13. EXPERIMENTATION ON HUMAN SUBJECTS FOR 
INTELLIGl-:NCE PURPOSES 

A. APPLICABILITY 

Thi.s procedure applies to experimentation on human sub­

jects if such experimentation is conducted by or Dn behalf of 

a. DoD 1n tell igence component. Th i S pI.-ocedure does not apply 

to experimentation on animal subjects. 

1 .!;~.2~.~~IE.~".!. ~'!.!:..~_S'.~ in this context means any research or 

testing activity involving hUloan subjects that may expose such 
.. 

subjects to the possibility of permanent or temporary injury 

(including physical or psychological damage and damage to the 

reputation of such persons) beyond the risks of injury to 

which such subjects are ordtn-arily exposed in their daily 

lives. 

2. Experimenta.tion is conducted 0I2_ .. '?_~~l~Cll_~_~f a 000 

intelligence component if it is conducted under contract to 

that component or to another DoD component for the benefit of 

the Intelligence cowponent or at the request of such a com­

ponent regardless of the existence of a contractual rela-

tionship. 

\? ... b 
Approved For Release 2004/01109: IA-RDP96-00788R001500090010-7 



'. . . "" -. , 

.-
. 

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7 

3. ~~~."!r.l_S\-:~j_f!~£'! in thi s con tex t incl ud es any per son 

whether or not such person is a United States person. 

1. Experimentation en human subjects conducted by or on 

behalf o.f a 000 iotell igence component may be undertaken only 

with the informed consent of the subject. and in accordance 

with guidelines issued by the Department of Health and Human 

Services, setting out conditions that safeguard the welfare of 

such subj ec ts. 

2. 000 intelligence components may not engage in or 

contract for experimentation on human subjects without appro-
ft 

val of the Secretary or Deputy Secretary of Defense, or the 

Secretary or Under Secretary of a Military Department. as 

appropriate. [Requests for such approval submitted by Army 

in te 11 igence componen ts wi 1 1"" h.e add r{:!ssed through command 

channels to HQDA (DAHI-eIC). WASH DC 20310.] 
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[)EPJ\RTMENT OF DEFENSE 

PRO(~E[lU:BES GOl/ERNING THE 

~~~~ pOD Ir"TEr~l,IGE}\jCE C()rVlPONENTS 

THAT AiFFE(~la 'JNUTED' STATES PIERS NS 

n ECEr.1 BEn 1982 
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->PROCEDURE ""}3 ,"' EXPERIffi.'1\'1'ATION ON HUMAN SUa.TECTS i'~OR Itfl'ELtIG£NCE PURPOSES 

A.// AP~Ll.fABl"L,J.II 

/ This -prOCedl:!H' applies to f~xpf'rimentation 00 human subjects if such experi-
mentatioll is conducted by or on behalf of a DuD intl'lligence compone.nt. This 
procedure does Dot apply to eXr~Jiment2tion on animal subjects. 

1. ~x~~~~~~.~_~~"t~_~ in this cont ext means any researcll or testing ICUV· 
ity involving human subjects tt,at lOay expos!!' such subjects to tbe possibility 
oflpermanent or temporary injury (including physical or pSydlOlogical damage 
and damage t.o the reputbtiotl of Sll..:h }Jerson::;) beyond the risks of injury to 
wbichls~cb subject!i art''' ordinarily fXj,,()5ed in their daily lives. 

j I" Ft. ,(\ ," \ . 

2. Experimt"utation is conducted ~!l_~).E~~)} _l~_~ a ODD intelligence com­
ponent if it is conduct!'d under conirMt to Uat component or to an()ther DoD 
component for the benefit of the illtelliKcnce componrnt or at the request of 
sucb a component relardless of the (xi~tence of a contractual relationship. 

3. ~~r.!"._s_~t)j~~_~.~ in this contf;'xt inc1uctrs allY person whether OJ: not 
such person is a United StiteR per~on. 

C. PROCEDURES ..' 
~ 

If Experim~(lt<ttion (10 human sul.ljects conducted by or on behalf (If a DoD 
intelligence component may he undertaken oo]y -with the J..l.l.furmed.umS~:Ilt..,Q,.f...tJ.14 
~\lP_«t~,,&,,,, i~,,,,.a.ccQr.4 .. n.i;a., • .w.H~Hiuidell.Dc.s._i5$u.ed by tbc . .Dt!parlment. .. o.f .. Ht~alth...agd. 
~"S~,~J:.~.J. ,~l.!.t.t.in8"""h!t .... c.c1J.dit.i.ons .that safeguard .t.b.e"welt~re"~~''lH.il:. 
~c.1..t'i • 

2. Deon intelligence ("omp('m~!,L~ may !lot engage in or contract for. experi-
.entation 00 hum'!lo suhjects wlth()ut approval of the SHretary or Deputy Seere­
·tary of Defense, or tbe SfCr:rctary (il" Under Secretaf-Y of a Military Departl!lent, 
as appwpriate. .". 
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. '-' J::'e~'i'nnnel may 4;@Pf)~N~i<'PIb~e~9 ~~M~g.7/09r~1l<ff~~RPn~RnQ9788I3Pq~~AA-R~Aga OiibN~t the 
"~.~; .. ~.'. ;."E';11Ce componcnt~ .to state and lo.eal law en· OI~~~'HhO~ or 1~~r8onnel of an agency t}lI~t 18 not 
;bf} (o)'e~m~Jl~. authontIes only when hve~\ are en- 3.hulable pubhcly.) 

, .: ti1wgl:reclll.nd only pursuant to a requc~lt by tlh) h. Policy. Enlployees of Army intelligence 
~ hegd of'such authority, Such requests must h! ('omponents who are assigned to work for and 

;~JlPl'0ved by the Se,>retary or tlnder Secretary nnder tlH' direction of another agenc.y of the 
vf dte Army, Under these circumRtnncHS eXpl!1'L federal goverllment will eonduct themselves 
personnel may be provicle(~ to such ageney pro·· for the dura Uon of t heir assignment as if they 
vidud particip!ltion in law fU(Ol'Cerncnt activi- were employees of that al~ency. Any re:;ponsio 
ties IS limited as follows: bilitieR to provide information to or s0fvices 

(a,) Only personnel with technical skill:; for D.'\. will he Rtat~d expr(:ssly Rnd made a part 
not readIly available to sHch law enfol'cem(!n1 of th(! terms of the assignment, 
nllthorities, which ran be utilized to prevell: I~. Frocedt11'es. 
dc'Hth or serious injury, may be prrwided; (1) ASHi~Flment of employees of Army in-

(b) Provision of i:\urh persolltwl will bn tclllgenc(l component:> to other agcncieH withiu 
limited to that neee~sal'Y to prevent the dc'nth the federal government is governed by DOn 
or :,eriolls injury that b threatened, but in no Dil'pctive 1000.17, The memorandum of agrce-
,~;Ul(~ .3haU such a:'>sistance be pl'ovidt'd for rncrt~ TI1(;llt ('oneerning such a~mignmellt Hnd l'equin!d 
t ha n '12 hours; hy su b:k'd ion D «(j) (c) (1) of the Djrf~ctive shaH 

(c) Such 1'::)r30nn(:1 Hrc not used to liP- inl'ill!hr ... 
prehend person:>. wlw ar~ Mm'pected of com, (a) All ificntifkatioll of the Anr·y intel-
mil ling, 01' who are about to commit, a crime, ligerwe ('omponent from whkh the employee 
qr k:~; hem1 assigned by DA. 

(d) Use of ~ueh personnel .. keg n:)t<:io·. 
lat.e the POd:'e Comitatus .t\ct. 

~, IJ) ElJlcfgency 1I;;s'ist.I1;/<.'f'. In cm,~rgeJwy 
, :1j1 tlHtiollS, where life h. el\d"~llg\~rcd, the req lle:.;!. 

n;ljuirul ill (I) awl (2) <lhove may be ,.or:d, 
JH .. ~vidf~J that it is reduced to vTiting and SlI:.'" 
mitted to HQDA(DAMI.-CJ( ) within 72. hours. 
"V!l(>ff~ hfe is enduHgcred, d,ubt a:s to Uw leJ~al 
ily :tnd propriety of tbe rC:llJP:-.teJ a~,;i'jtatH'l' 

Ilndl'l' this procedure should Le r~\:",)lvt:.d ill favor 
:d p;'uviding the a~\sistance. 

(i;) A ~ltat('nHHit delineating the em­
ll\OYl!f.'\; respunsihili1ies, if uny, for l'(~pol'tiug 

~. to tho DA about m;:titcl':'I that. eome to the em­
P;oY('t"~ atrk'ntion whih~ on a:;:~igmllent outside 
th~ ! )qwrtnlcl~t. 

(2) 01.11",1' lhan is permitted by the tel'm~ 
llf the lOf'moranduHl of ;\greement pursuant to 
D!lD J)ireetiv(~ 1000.17, an p;nployee of an Army 
1111 e11h;pnl."~ component 011 H~gignment to R.n-· 
dtlWl' ag-eney of the fedeLJl g'overnment may not 
report to any Army component the opcl'atio}}s 
or pt'rsonnt.'.i of the a.gellcy to which the em­
ploYi'l' i!< a!'\8h~llcd. 

::;-17. Procedure 17. Assignm(~lIt of inlcHigcn<-e 
i!t:~rs()lmel to other agcudt,~,. a. A.·PJllic!Jldl if Ii 
iflld HI',J])!:, This procedure applies to the :w­
~.i)!,'r: l!tent of DA intelJil,renc~, personnel to other 
;;g"lIL'ies within the federal government. ThiOl 
pnWdUd! does not apply to--· 

, t) Assignment to state or IouI1 ~;oven:.­
alent:;, corporations or other private (il'galli:t,a­
:iOll:,l. 

(2) A:lsignment to nnother ngeth'Y \vithin 
the intelligenee c.:omwunity when ]Utt of the 
pUQ10:-;C of the a::;~ignment is to gain .::xpetit:!Ue,' 
"nd knowledge about the at'tivitie.\I of 1 he othl'::' 
a!~~Jl(:;r. (Hcpol'ting or report in thL~ context 

J 
" 

(:n Aft.::r wmplction of lin assignment t.o 
Hllot!wr Hge!l(,Y of tht> fedual government and 
l'etUi'!1 to U.A, un employee remainB under the 
Ml.ml' rt'striction::l, Ull to reporting, that ftpplied 
,vhen the employee ,vas Oil :meh as~.igmnent. 

2-11'1. Pro('('dur(' IS. E:q.l(;rirm,'ntlltiol1 on human 
:mbjrdH. a. ANli.ca[;ility Hlld ~'C{)JlC, 

(I) ThiH p'ucpdure Hpplici'i tco {;xJ!,;:,.imen­
; :Ition 011 human subjects if sLU~h cXIJcrimenta­
tion [J:l {'dlHludcd by or on behalf of any Arm:! 
intl'!ligt.'nce C'ompollent. ThiH procedure does not 
app'y to eJipel'iJ\wlltaticJll on animal subjects. 

2-21 
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(f.f~r~~er~r.~f~rb~~J~~~ilR~~~?tI~9,~ ;tfE~~-RDP96-007't,8)8~1~ 1 ~~e,~ri~~,1~1~~' i' rod w,~ti on of in-
a. reR3cnrch; development, or f(:IRltu ndivil)' Uwt h';ii~'T\!lC';!; 

Tt:!r1Y exp().'l~ an indivi(lual to nH~ pO,'Jsibility of (c) Any 1\mrti()n~ in flUpport. of the 
... injury (including physical, psyehologicnl, or i:olledion and liro(/uction intelligence; or 

iKlcial inju:ry) thn.t inereases the ordimH'Y r18k~ (d) The co:,duet of 8pec,d adiviti~8 by 
flf dany Hfe for the ":.lbject (i ndHdinJ~ the rec- th'l military sCfVict:.", in armr:,dclmfiict or to 
m,uized rL-!ks iilb{lr.~>lt in It \,hrlsen O,!~:uJ"al ion military dec{~ption 0perntions targcloo, f(Jt mill. 
o~: fit:ld of Be~.·\!it~), 01' that temporn 1'iJ,<' :1<1- tary purposes, against a hm;tile fQreign pO\vcr. 
''1e:rl'lcly aifectH a person':,' mt:n tal or pn:v"ic.al (~~} ConSpi!~;gi y in this context h~,~~ the 
condition. same T1leim1ng m~ 'u tht, crimimtl lit\\' cont'~;{t 

(~{) Experime.nt:Uon is conducted ",>I, be. ,HId rl'quirc'~j an OH"!l"t ai.'t ~f';;,her the tl~!~m 
1,.i,ljf of" [m Army intdlig:elice componEHi if it i~ "aggR'1sinath)n" "~'r the h~rm "(~onspij"e" in. 
t:onduct.~d under. cout(':ld to tbt (,;,)l!lpOlh.'llt ox elude mlHtary or (i""ljun meHi:lUn:1': 11.f':f:d'l!1t on. 
tu another Army eorlipo.nent for the lwneOt (If I!.nin~ Illternation;\l t,("!'}'i").rifl1, &,tti\'ith'~ ('Nhkh 
thc inteJlig(lnq~ ('(lrnpon(~nt, or n~ Lhc l'h\Utd of is to! df'fined ternl ('let l'!loR~~~u'y) and ,;:::ould be 

l)., component rf'glll':llf'Fl:' of l.l,\.~ t':·,j:;'ienn: (~Onstr~lNl Btridly), ,HirerMl:l.i,i"wking:'l, or m 
U( 11 eontractual relationship. re~pi,ili'~C to dan~f'l' iif ;;'lhst;(mUal [ihysh::al harm 

(4) Hunmn ;Jub,1eds in thiCl ;~o:!hrd 1U- to 'lilY pf'!"Hyr;, Tllt' . ."e terms do not 'l,pply to 

1 ~ } '.,h" a'~t!,"ll," of lhf:: mm~,u:V' E;~r\'kes bl tl'w exer.J-any pl~rS(l~; re~:at'f; est! 01 wt,!\, lei' ,",;- - , 
1 c· lion')f J:nvfuJiy Ot,.JNed ruHitar:: Of,lf:fHtion!!. perbOp qualifies {t;'l a ,J., person 

tl, PoliC'y. Army intt'lligellC{! l'Imlp('!HmI.H rmq' • 
eonduct (!xperhnentiltio:n 011 humiln n.hjec~,s 

'lnly when an impor lHnt foreig-n intd!ig"lH.:e or 
(:1 pU!'p08e hi to Le ;iervcd, (llll\' afkr Ow il\·· 
i;'l~med consent of the rmbjE\(,t, ba8 lweli i'hLtind 
in ''i!!citing, and un!;,' in ac\.~or,lanl'e with ~:\lide-
1inOlJ issued by the PepartIHc;,nt of Hehlth m,d 
Human S(,l'viees sl~ttinl{ out conditiol!H that 
Saff!guard the welfare of the l,mb.i'-'df";, Ilnd :.lUwr 
l!,pplicable rf'g"ulation!:l. 

1;. Pni('cdun:,.b.nny ir.~tt'llhwnce to:tl1jh,)lH'nts,,, 

may not eng;lge in or contrad for ex)'('rirnef1-
i.athm on human t!!lbj,::('[.g without priot' ap' 
Pl"oVftl of thl:l SecretHfY or Ur:dcr Secrd:iI'Y of 
thf~ Army. 

:2,,,19. Pn)cedure l!L Special activiticH. a. A)). 

plicabUUy (/.rui scope, '''. 

(1.) This pl'oeedure applies 10 the condud 
~ll1d support of speelal actidti(:1;l by Army inti~l~ 
.Iig~:nce !!t'lmponents, Thi:, pnweJulc aiH) applies 
t.Ol1th{lf l\rmy com:polll.'nts that provide i'uppvrt 

l'lp~:cinl activitie~ conducted by DoD intel­
:;~~en<:{l components amI other ap'end<!H vdthin 
th; .lntelli.gc!lt~e Community. The:;(~ P,:'()I~£'d\ll'es 

llf,'iM'JI' Apply to-~ 

(a) Diplomatic or milihi,ry aLtadlc lie· 
'ivltifJR cOrH:ludf.!d by DOD. 

Co Diplomatic:! ;;utI milit.JH)' attache activ. 
ities means the fepre:lentatioll:lJ, information 
.,;;rth,:r1ng, and !'e-pmti1W :stcH'lities performed 
by diplomatic: and mUlUiry attache pm',WTlnel 
aLnlHd. 

(4) Pl'ocludk,n (If jnt€:Hh~~'nc(~ mIJitl').:; th~ 
PWC!,~!l:, of de\'doping "~ntii.'mgpm~e "pm~luctl:'l" 

which is a d~~fmed icnn.. (;;ee glossary). 
(fi) Spetiul l1ctiviLes mei,l, activities con. 

ducted abmlld in ~l\PP(!tt of nntiollal foreign 
policy (ibj(!ctives that are des;pned to furfher 
oflkinl US l'rl)J!rum~ and poli<'ins abroad; thnt 
are pim!T1U1 and l~)H~eutf'(1 ;\0 that the n)le (if the 
U nitJ(l StHteH GO\'(:t'!I?l'Hmt ill n,)t Ilppflxeut, or 
:lclw()\ .... ledgt~d publicly and fUll,:Lions in support 
(.f {mei! t'l.ctivitieH, but liot in('hldin€!, (liplomatil' 
ilud i'iliJitary aHHchn aetivitit'H ,'C' the Collt'cti();j 
iHl.d production nf. intdligenc(': or relilted BUp. 

port. fmldicfls. 

(I)) SUP1Hwt, when usedi tl this C()i1te.'t~ 
mean:.; th(~ provision of aHHistDL(~(1 in thcCotlll 
(If tnll1!'lportntion, training, !HIJlpHeH. e4'jUipmf!lt' 
or (~xp(:rt pen;{mn1f'l, ' 

b. Policy. No Ann), inteHig'mee r.ompooelli 
will. pnl'tieipate in the (condud or t"ll.IPllort 
special ndlvities. .~~o nthoj' Army com 
\vill pruvide FP1PPOl't. rOt' I<rU'X:illll~rtivitie8 

upon the HP{'eilk dlH'di<m of th(· Secret 
Undl:}' ,'iend::'7-;" iif ,ht1 j\ '-'my and the 
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Df:PARTHENT OF THE ARMY 
YJNITED STl\TES ARM'l INTELLLGENCE MJD SEGlJRITY COHMANlJ 

Arlington l:Vtl1 Station 
Arlington, Virginia 22212 

Boards, Commissions and Committees 
HIGH PERFORHANCE REVIEW PROCEDURf:S 

;)'\1'inl'~ 1982 and 19fD 1 in kecplnp, ,,)ith the US Army InteL1:r.gelI1ce and Security 
i\)'::"'i',~vi (INSCOH) goal of "t~;,;.traordi'!ary performance," and sr;!,~kit'\g to move the 
c(ifurrwnd til a level '.4hlc'h exceeds c.or":monly defined pararn.,.~t~.r:;! of: p€!r.-fonnance, 
;;\.c INSCOH conducted a ,study of high pe'rform1ng; organlzat tons and programs In 
tLl;: pubH.c a.nd pr'lvilte sectors. S,,'v~ral' techn()logt''?~1. n\~jrH.tg;?ment u'c.hnlqucg f 

~ j",d.nJ.lif!; e:lC.perJJmces ~.nd programs Wi:!!€! lrientiri!"d for fm7ther ~\rall1at!.on ~;o1ith 
,:(':;~pe;:::t t·o thelr !)(}«~nt.lal to contd.butc~ to the dev~lopr~ent of e>;tracJl;\1inlicy 
!·;ldLvi,}.nal and unt!; perrot'mance wl":.hini:he: Comm<.1nd. This l'f'gule.t:icn (:ontilins 
I:l~::t\)i-i polle.les ~\nd guldance for that evaluation t establishr.!;s pTocedut"<!s for 
'·ht' use of INSCO!') pe:.sonnel .'lS vo·iuncei.·rs in eV:l"~!latlrg a"d 1.mplelH!llting high 
pcrforvdnr, human systems and prot'ld,:". gui.dance for comnmr:det-s and ~l\.l.pervf.sors 

:n blrther :{mpJeroent:lng and eV';11ua r:ing those high p.;;rformlng human tlyste'1ls. 
pleuentation of thfs regul.H:iol' ts pet"mltte~ only aft.,)'t prior approval ha~; 

: e:l (;bttdae.fl from tbis Hectdql.lartt1i", .. ;, l\T1'N: IKSJA. 

'l.'u·rpOfil'" -.- .. ~.-.- .. -.-~ .. ~--~~.-... ---.... -----~ .. ----, .. --~-, .. --.-.--•• ~~.--
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Exemptiofi~ ----------------------------------------
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Comrrw.ndc:t's and Staf f Element He:.tds ---~.-•. ---.--•. -..• "~ .. ,,. 
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Chal:rper~;on of the lITRE ---------.• - .• '--.----.• -,- .~-----... 
EJtecut"h'(~ Secretary of the, HTRB -----.--,.~-•. -----,-.--,-­
R;.~gula t' HTFW f'11"nbersld p --.--.-.~--~.-.--,-----"-- .. -." •. -.". 
E:it Officio HTHB Hl'mber's"1ip .. ". __ ._ .•..•.. __ . __ .... _.-_ ............ . 
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Chapter 1 

GENERAL INFORMATION 

1--1. Purpose. Thl~J Tegul.at:f.on contains INSCOH policles and guidance for the 
evaluati'Oiland implementation of tdgh performing human systems within the com­
mand. It 

a. Promulgates procedures and guidance for the use of INSeOM personnel 
as volunteers In the evaluation of high performing human systems; 

b. Establishes and implements a review process which 1.9 comdstent with 
AR 70-25; 

c. Insures the continued eva.luatlon of y.NseOM acti.vltl.BS to assure that . 
the provisions of AR 70-25 are being followed; 

. '"'~ ... , 
d. 'Establishe!'l procedures to obtaLl a 'health hazard assessment prlor to 

approving an INSeOM protocol l.ssued as n~qu1red hl~ rein; and 

e. Prol'l1ulgatetJ INSeOH policies and procedures to assure that INSeOM com­
ponents do not engage 1n or contract for experimentation on human subjects in 
violation of l'roceduJ:"e 13, AR 381-10 • 

• 
1·~2. Ap.plicabn~ity" Thts regulation applies to all elements of the INSeOM. 

1-3. References. 

s. AR 70-25, Use of Volunteers as Suhjects of Research. 

b. AR 381-10, US Army Intelligence Ac t Ivl ties. 

c. AR 70-31, Standards for Technlcal Reporting. 

l-/~» ~pe. 

a. Nothing in this regulation is intended to supersede requlrements for 
health hazard or other safety reviews required by any other regulations or di­
rectives. 

h. The procec.ures» pol ideg and guidance containe.d in this regulatIon 
pertain to the follOWing: 

(1) Behavtoral studies, research and/or testing involving hu-:nan sub­
jects, regardless of whether conducted by INSeOM, a contractor. or other agency 
utilizing INSeOM funds. 

(2) Inclusion of human subjects, whether as the ciir<'>.ct or indirect 
object of research, regardle~;s of t~e level or rIsk involved. 1.n the devf"lop­
nwnt, testing or stu(y of matters associdted with the missions and functions of 
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the INSeOM, or th!~ application of ncn--traditional ideas and technologies In. t 
achieving hIgh performance of human rcsourc:es. 

(3) The investigation of programs cmd tec:hnologi(~s to enhance orga.n-' 
l.zational Cllld individual excellence where such investigation involves the :l.n­
elusion of human subjects as their object. 

a. Research, testing and studies in which human subjects are involved In 
one or more of the following categories are exempt from thio regulation. 

(1) Bonafide activities under the sponsorship of another Department 
of the Army component and involving surveys or interviews where all of the fol-­
lowing conditions exist: 

(a) Responses are recorde~ in such a way tha t subjects cannot 
be identified directly or indirectly. 

(b) The subject's responses, if they becor1e known, would I\dt 

place the subject at risk of criminal or c:1 'IiI 1i abU ity or damage the suh·" 
ject's financial or social standing or~mployabillty. 

(c) The activity ,~doe9 not ce;11 wHh sensitive aspects of the 
subject's own behavior, such as Illegal conduct, drug use, sexual behavior, or f 
use of alcohol. 

(2) Research which involves the- tlS(~ of educational tests, pr()vi~,>d 

the data is recorded In such a way tha t the :3ubjcc t s cannot be Ident Hied rLL m, 

rectly or indirectly. 

(3) Research in non-INSeOM educational settings which involve nor~al 
educational practices. such as --

(a) Reg~lar Rnd special educ~tlonal strategies. 

(b) The effectiveness or the comparison among techniques of in­
struction, curricula, or classroom methods. 

(4.) Follow-up de.briefing:; t intervi.ews p tests, or evaluations to de­
termine how well participants have learned the information ot'" skills transmit­
ted by training or instructional activities p~eviously attended by the subject 
thereof. 

b. Exemptions of other activities from this regulation. even where sueh 
activities may be exempted from other sfmllar re~~latlons or directives, shall 
not be cons Idered valid for INseOM purposes unless and unt 11 confi rmed by tht~ 
INSem1 Human Tt!chnology Revie\-l Board as pn's<::ribed elsewhere in this regula­
tion. 
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RESPONSIBILITIES 

2···1. ~E.PE,?vi.':1~_ .. 9..f.fi~!.al!.' The Command tog General, the Deputy Commander, In­
telligence, and the Deputy Commander. Support, are the designated INSeOM ap'" 
proving officials. Only these offici.aln may approve the use of hum;,ln subjects 
in researc.h. 

2-2. Commanders and Staff Element Head2. Comm,'lnders at all levels with in the 
I ~scoM-:-Ti'eads·o·t·lf(;·a(fqua-rters"stat' f"cl:-;;"ments, 0 fflee chief s and program <11 rec­
tor9 (hereinafter referred to only as commanders and staff element heads) are 
responsible within their respective functional areas for --

a. Insuring that the provisions of this regulation are institutionalized 
into their organizational procedures and practices. 

b. Insurinr, that no pf'rsons engage...,ln or contI'Act for experimentation 
involving human subJects wi thout the t~xpress approv.l1 of an INSCOH approving 
official. 

2-3. INSCOH Human T.;!chnolor,y Review BOd.l"d (HTRB). 1ne INSCOH HTRU is respon-
s t hIe fOr-·-·---·- e

.---•.• --.,.--.. , ....... -.-•••• -.-.. --.-.----.--

a. Observing vritt.en procedur~9 for. the following: 

/ 
(1) Initial and continuing review of research, including the reports 

of findings and actions to the investigator and the approving official. 

(2) Determination of those projects .. !hlch must be --

(8) Reviewed more often than annually. 

(b) Verified from sources other than the investigators that no 
material changes have occurred since. the previous HTRB review. 

(3) Prompt reportlng to the BTRB 0 f proposed changes in the re-
se~rch, and to the HTRB and approving official of unexpected prohlems involving 
risks to the subjects or others. 

b. Insuring that changes In approved projectR (during the period for 
which approval has already been given) are not initiated without HTRB review, 
e:(CI~pt to eliminate immediate hazards to a subject. 

c. Reviewing proposed protoeo Is at meetings attended by a majority of 
members except when an exped ited rcv!ew is used. For the protocol to be ap­
proved, it will receive the approv31 of a majority of those members ·present. 

d. Reporting to the CG any s~rious or contLnuing noncompliance with HTRB 
requirements and determinatIons found by investigators. 
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e. Conducting a continuous review of research studleH at intervals pro'­
per to the degree of risk, but not less than once per ye3r. 

f. Inuuring the observation by a thi I'd party of the consent process <loJ 
each investigation, as appropriate. 

g. Recommending safeguards or special cond l ti.ons to a protocol. ~J'he 11 

such recommendations are made, the approving offici.:1l may take the following 
action: 

(1) Not reduce the . safeguards or conditions, and approve the proto-

(2) Require additional safeguards. 

(3) Disapprove the protocol. 

(4) Refet" the protocol to a higher "echelon approving authority for 
action and review. 

2-4. Chairp€!rson of the HTRB. The DCSPP11 is des igna ted Chatrperson and a reg--­
'liar member-<;"fthe--HTRj3ancrls responsibLe for chairing BTRH meetings, keeping 
the CG informed of HTRS activities, and recommend lng approval/disapproval of .. 
R1'RB regular: membera to the CG. 

2-5. Executive Secretary of the HTRB. TIH~ DCSPPM will designate a member of 
his sta-i:Y'!:o'""be -thE~·'E·xe'cut1veSe'cretary of thl~ HTttS. The r:xecut ive. Secret.HY 
of the HTRE 1.8 responsible for --

8. InsurIng that the responsibiHth~s of the HTRB prescrihed in' para'­
graph 2-3 are carried out. 

b. Preparing and distributing the 8.g,:!nda for each meeting to all HTEB 
rn..embers. 

c. Insuring that all HTRB members are afforded the opportunity to com­
ment on HTRB actions co~ducted under expedited review procedures. 

2-6. Regular HTRB me.mhership. The INSCOH ncsops, DCSPER, DCSSYS, SJA, Command 
Chaplain--and"-DARCQ}I-CN07-are- each responsible for nominatio:1 of an indlvldu.:;,l 
to serve as a regular member of the HTRB. Nominees may he from their respec-· 
tlve staffs, subordinate command functional r;ounterpart sta'~fs, or may be th!~ 

nominating element head. Nominations will be submitted to the HTRB Chairperson 
(DCSPPM) for appro,ral/disapproval by the CG. Nominations may he by letter, Dl~ 
or. message, and will contain the information required by par;:,graph a, below. 

a. Nominees will he identified by name, earned degrees, current position 
a~d duties, and experience, such as board c~rtlficatlons and licenses. The in­
formation in the nomination will he complete enoueh to describe each member's 
chief expected contributions to HTRB rev{pws. 
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b: Nominees will normally be military officers in the grade of 0-5, or 
above, or civilian employees, GS-13 or above. Nominees wi-ll have diverse hack­
grounds to insure thorough review of research studies Involving human volun­
teers as research subjects. Nominees should bt:! of varied racial and cultural 
backgrounds. Nominees should have displayed sensitivity to such issues as com­
munity att1;,tudes, and respect for advice and eounsel and for the rights and 
welfare of human subjects. 

c. Confirmed ~lominees 'lUI serve as UTRH members for an indefinite term, 
and will be expected to have final authority to speak on behalf of their activ­
ity. 

2-7. Ex officio HTRB membership. The incumbents of the following positions 
will sernasex-offTcro~,~"n·on~:vo-tIng members of the HTRH: 

a. Chief, CE~rEX. 

b. 'Command Psychologist. 

c. Chief t HUll'li'!n Technology Office. 

d. Chief, Public Affairs Office. 

The following will serve as ad hoc members of 

a. TIle Staff Advisor for Scientific and Cryptologlc Affairs. 

b. A physician, as approved by an INSCO~ approving official (para 2-1). 
Physician nominees for ad hoc mcmber~:hlp will he provided as requested by the. 
Chairperson. 

2~}. Principal inves tigdtor. 1'he principal inves tiga tor for each projec: t 
covered-1)y-'thiSreguT.i-'t'io\1----is--- rcsp[)n~ tble for 

B. HaintaininR ~dequate records on the following: 

(1) Receipt, storage, use and disposition of all investigational ma­
terials and devices. 

(2) Case histories that rl~corn all observations and other data im­
portant to the stuny. 

(3) Volunteer agreement documents •. 

b. Preparing progress report s, :I.n.:luding annual reports) as determined 
by the approving author! ty and the INscm1 HTRB. 

c. Prompt ly not i fying the approvl.ng autl1Jrity. through the INSeOM HTRB, 
of any adverse effects caused by the research. 
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d. Insuring that the research has been approved by the proper authority 
and the INseOM HTRB before start:lng, chan.ging or extendIng a study. 

e. Insuring that all subjects t includ[ng those used as controls or their 
-representatives, are fully informed of the nature of the research to lnclurle 
potential risks to the subject. 

f. Insuring that investigational materfals and dc,dces are administered 
only to subjects under his or her personal sup(!rvision and tha t of a previol1s 1 y 
approved associate investigator. 

g. ·Insurlng that volunteer recruiting tl~ams an~ briefed as to the nature 
of the research and the ethIcal principles in this and related regulations. 

2-10. ~embel"s of 'yol~!'t~!'_~~'::S,!.~:~!!'Et_t.,~Cl!~!l ... 
teams are responsible for --

Members of volunteer recruiting 

a. Establishing volunteer requirements prior to recruitment. 

b. Undertaking recruiting in a morally, ethically and legally acceptable 
manner. 

.. 
2-11. Medical monitoro The medical monHol:' of each project is responsible fo\'" 
and is hereb:y-delega~ted the author:J.ty to terminate the effor.t if --

a. Subjects are at risk of life or limh. 

b. It appears the risk Is significantly greater than anticipated at the 
time of revl~w and approval of the project. 
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Chapter 3 

POLICIES 

3-1. ~!ler!!l. Experimentation :lnvelving human tec.hnology or huma.n subjects 
conducted by or on behalf of any INseOM component may be undertaken only with 
the informed consent of the subject, and 1ft accordance with guidelines issued 
by the Department 0 f Health and Human Services (mmS), setting out condit ions 
tha,t safeguard the welfare of such !;ubjt~cts. TIle proll'isians of this regulation 
c~nstitute INS COM implementation of those guidelines. 

3-2. Approval. INSeOM components may not engage in or contract any research 
or testing-:ln~olving human subjects without advance approval throush the INSCOM 
HTH B 'by an INSeOM approving official t or h.1gher level official, where appropri­
ate. This approval is requlrl~d reg::lfdless of the degree of risk involved. 

3-3. Risk deter-mina tiona. The INSCm1 IITRS will render all risk determinations 
regardIng INseoM resea-rch or t:estjng involving huma,n subjects. 

3,-4. Risk versus benef!t. The dcgr!~e I.."!f potential risk involved in any pro­
Jl"!Ct w1iTnever" exceedthe expected benefits of that effort. 

3-5. Moral, ethical and lep,al concepts. The moral. ethical and legal concepts 
on the-use of human '"subjects wllr~followed as outlined in thls f€~gulation. 
Voluntary consent of each human subject is essentIal. Military personnel ar.e 
not subject to the Uniform Code of Military Justice (UCMJ) for choosing not to 
take part as human subjects. ~ 

3"-6. Fully informed subjects. Only per!ons \olho are fully informed and volun­
teer to-take par·tmaYbe-~e'd" as human subjects, in INSeOM re.search and testing 
acttvitles. 

3-7. Use tlf non-US citizens. Research may be conducted outside the US that 
i nvol vesMn-US cwie-r7S;-h;-;cver, all requirements of th is regulation applic­
able to human subjects shall be equ!lLy applicabln to non-US citizen human sub­
j'-,:cts. 

3-F. Use of prisoners of war and detainnes. The use of prisoners of war and 
dt~I:<1inees- as hur-lan research subject"S--iS'"'prohibi ted. 

3-9. Medical care. Volunteers Ioi'ill he authorized il11 necessary medical care 
for injury ·or disease that is the prmdlllate result of taking part 1.0 approved 
INSeOM research or testing activitte~. 

3-10. Stated objectives. Each project will be designed to achleve its stated 
ohjectives. '~The proposed number of subjects will be the mi.nimum needed to in­
Rure that statistically significant results are obtaIned. 

]-11. Physical ant! rrental sufferi1g. ['leh project will be conducted in such a 
manner astoav;)1""d'unnecessary P-i1"'ysic81 and mental suff.::ring. Preparat ions 
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will be made and adequate facilities p"rovided to protect the subject and in- '" 
veatigators against all foreseeable injuries, disabilities, or death. A pro-
~ject will not be conducted if any reason exists to believe that death or injury 
will result:. The degree of potential ri~\k wIll never exceed the expected bene-
fits of the p~oject. 

3-12. Qua11fic:.!!ti_~.....2"~_!.~!.e...stXft~1~~ors_. Only persons judged qualified by the 
appropriate approving authority will conduct human subject studies. The phys1.­
(!ian responsible for the health and \,)'e1 fare <>f the subject mayor may not be 
the principal investigator. The physician is authorized to stop the project at 
any time he or she believes that injury, disability or death may result. 

3-13. Minoes. Minors may not be involved a~l human researc.h subjects wi thotlt 
advance a:p·proval in each case by the INSeOM HTRB. 

3-11h Recruiting of volunteers. Volunteer- .... ;;;ecuiting will be accomplished hy 
pCl:'sonner'res·ponslbi'e-for '-the-conduct: of the part icular project t or as othe l"­
wise specifically approved by the INSeOM HTRE. 

a. Each app"roved protocol will be rcvlewed at least annually and on a 
continuing basis as determined by the- INSCOH HTRS. Annually me.'lnS once each 
12-month per:l.od. /' 

b. The decision as to whether a r.esearch protocol involves more th~ln 
minimal risk shall be made by the INSCOM HTRB. 

c ~ The research protocol wil 1 be prepared to accordance with the ia­
structlons contained at appendix B. 
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Chapter 4 

PROC.EDURAL GUIDANCE 

4-1. Technical reports. Technical reports will be prepared as prescribed in 
AR 70·w fl:a-ndfollow-i:he"· format of MIL-STD-84 7 A. When applicable, these reports 
will contain the following statement: 

For the protection of human subjects, the 
inlTestigators halTf! adhered to the pol:icies 
of AR 70-25 concerning the use of volunteers 
as research subjects. 

4-2. Advising the Hedical Research and Development Command. Two copies of 
--.-~,- "'-.-.--~.-----~ .. - .... "'--"".----.... ---,,--------.. _ .. 

technical reports of study will be forw,"lrded to the Commander t US Army Medical 
Research and Development Command» ATTN: SGRD-HR, Fort Detri.ck, Frederick, 
Haryland . 21701. When nQoJ\ .;;\pprc)'Iial •• or higher, f.s required, information 
copies of material forwarded for approval will also be furnished to the office 
above. These will inc lude as a minimum, two copies of the protocol, a copy of 
the volunteer agreement and all minutes of INSeOM UTRB meetings reviewing the 
pr.oposed project. 

4-3. Informed consent. Subjects will be given adequate tlme to review and un­
derstand ali-[n1Q"r;irTon before agreeIng to take part in a project. The volun­
tef.!r agreement documents will be \,rritten In lan.guage that is easIly understood 
by the subject. The documents listed below will be discussed with each subject 

~ 

before his or her aCl:eptance. 

a. The Volul1t.~er Agreement (appendtx C). , 

b, The gxplanation Portion of the Volunteer Agreement (appendtx D). 

l •. -L.. Mini!l~!!._~~~.~E.~~~~i.~' Th,e 1a'M's, customs and practices of the country in 
which the research is conducted wl!l take precedence over procedures required 
by this regulation, \<Jherl~ applicable. The project must meet the S8m: standards 
o~ ethics and safety. however, that apply within the US involving US cItizens. 
When standards vary, the more stringent will apply. A minimum age of 18 is re­
qu1.r.ed for US cltizens taking part in research conducted outsldl~ the US~ re­
gardless of the laws of the country in ,.rhi.ch the effort is 'being undertaken. 

4"~.S. More than minimal risk. Whl~n It h8.9 been determined that the risk 1n a 
human subjects""·study!s··iti'O-re- than minimal, then advance approval is required 
through UQDA (DAHl-eI) by th(~ Sec.t'I:!tary or Under Secrt:tary of the Army. In ad­
ditic>n~ a medical monitor shall be. recommended by the INSeOM HTRB and approved 
by the CG. 

4·"6. Con~!~~.!.~!":.~~.~~:· __ v.!;.~~o_~.~: Cant ractors or vendors hold.lng npproved DHHS 
assurance of compliance shall be con.:;ldered in compliance with thls regulation. 
Tn the absence of such an assura,\ce, a special assurance wtll be negotiatecl 
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wi'th the contractor or vendor. In all case:3, however, the INSeOM HTRB must ap'.. 
prove the INSeOM participation in or utlUz1tlon of such contractors or ven- ttl 
dora. 

4-1. !es..ue~~ __ ~c!~~'!:,~e.,p~_io_!.t":!.' Reques ts fo r eicceptlons to this regulation wUl 
be submitted -to the INseOM H'IRB Chairperson (DGSPPl'1) with full Justific.ation. 

4 ... 8. ~?9?ec!.~E.~E~~!. .. categori~s: Cat(!gorle~1 which may be processed 1n the 
expedited revlew procedures are as follows: 

a. Recording of dat,l from subjec ts I;Tlv) are 18 year9 of age or older. 
using non-invasive procedures' routinely employed in clin1.cal practice. Th1s 
category dOf~S not include exposure to el(!ctromagnetic radiation outside the 
visible range (~.g.~ X-rays, microwaves). It does include --

. 
(1) The use of physical sensors that arc! appUed either to the sur-

face of the body or at a distance and do not -(nvolve input of matter or signif­
icant amounts of energy into the subject or a~ invasion of the subject's pri­
vacy. 

(2) Such procedures as 

(a) Weighing. .. 
(b) Electrocardlo&,'Taphy. 

(c) Electroencephalography. 

(d) Thermography. 

(e) Detection of naturally occurring radioactivity. 

(f) Diagnostic echography. 

(8) Electroretinography. 

b. Voice recordl~gs made for research purposes such as investigations of 
speech defects, improvement in langua.ge utillzat lon, etc. 

c. Moderate exercise of healthy volunteers. 

d~ Study of existing data, documents, records, pathological specimen:), 
Dr diagnostic specimens. 

e. Minor changes in previously approved research during the period fot:' 
which appr.oval has been authorized. 

4-9. Expedited review procedures. Under <In expedited revi.-'w procedure, th· 
HTRB Chairper~s-o-n:-or-oneOr--;Ore-HTRB rcvic>w;>rs cles1.gnatt'd hy the chairperson, 
may carry out the review. These reviewers may exercise all of the authorities 
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crt. of the BIRB except t.hat of disapproval, which may only be exercised as pre­
scribed elsewhere in this regulation. 

a. When the expedJ.ted rev1.e~w procedure is used, the reviewerH will fur.­
nish compl&te copies of all their ac.tlons and related materials (e.g., research 
plan, protocol, etc.) to all other members of the HIRB. The HTRE Chairperson 
will submit a writtEm report of expedited revie..., actions to the CG w1th:l.n ten 
working days of appr\')val action. 

b. An expedited review procedure may be restricted or suspended to pro­
tect the rights or ~'elfare of subjects at any time based upon either direction 
of an approving official or r(!quest by any member (')f the HTRB. 

" 

;t' 

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7 



t" 

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7 
1 

" USAINSCOM Regu.lation. 15-3 24 February 198 f
, .. 

,f" 

THIS PAGE INTENTIONALLY LEFT BLANK 

4-4 

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7 



· ' 
',. ';.4 ,February Apqagved For Release 2004/07/09 : CIA-RDP96-00788ffl}Rf§~@Si¥>~~Jlation 15-3 

, . 
Chapter 5 

INSCOM HUMAN TECHNOLOGY REVIEW BOARD ACTIVITIES 

5-1. Composition of the HTR1L Ne:1lbership i.n the INSeOM Imm will consist of 
the chair"perso'ti.-;--;;£-Tca·stsix"- ot.ho::r regular members, app<)inted by the CG from 
;':;~Iong the nClminationD submItted in ac.cordance with paragraph 2-1) and 2-H, 
abcve, or from other sources; an executIve secretary; and such other ex officio 
D.nd ad hoc mernbf!r3 as prescri bed in :.hapter 2, above. One regular member will 
he not af filiated with the INSCO:I and not part of the :lmmed 1a te family of a 
per'son affiliated with the INSeO~l. 

5'-:~' General criteria for member.ship. At least one member' of the HTRB Hill be 
frem a-prof'es'siot\Tpo'slt''IoriTactiv:Cty--p'rimarUy concerned with the welfare of hu·· 
mi:m persons. At leas tone melnbe!' will be non-scient Hie, such as .a lawyer» 
ethicist or llIember ()f the clergy. THE INSeOM HTRB may invite persons with spe­
cial competence to assist in the review of complex issue. that require exper­
tise beyond that avaUab1e on the HTRB. These persons normally will not vote, 
unless he or she 13 serving as the non-INSeOM member of the HTRB. 

5-3. Gt~neral comm11:tee activities. Each regular and ad hoc committee memb~r 
shall have~~o·r~e"··eq"ti:ii-v-ote;-an~f-the-en.ttre committee w111 be vested wIth the re­
sponsibility to determine if a propo~:ed activity is acceptable. Acceptability 
win be in terms of Army l1ed,ical Department (AMEDD) commitments IElnd regula­
t{ons, applicable law, standards of conduct and practice, and with full consid­
eration for the particularly sensitive nature of the INSCOMts role as an intel­
ligence componcn,t. 

,'3.. At least five voting members 1014.11 be required to constitut.e a quorum 
at 03ch committee meeting_ 

b. All actions of the commHtee will be by majority vote of members 
present. 

5-~. Avoiding possible conf11ct~ of interest. 
_ ....... __ . _" .• "' ... "._~'~~ ... ____ ... _""_ ....... __ •• __ ... __ ' __ ~-:"_. __ •• .-._ ... _ ...... K.,.,~· .... 

a. 'Except to provide :lnformation requested by the HTRB, no INSCOa HTRB 
member may take part in a review of any project which 1s sponsored by that mem­
ber's organization or office of t~mployment or assignm('!nt, or tn which there may 
otherwise be a conflict or appearance of a conflict of interest. 

b. The intended approving officii11 may not be a member of the HTRB. The 
approving official may not approve research for which he or she Is also a prin­
cipal or associate investigator. A higher echelon of command Ulust review and 
approve such projects. 

a. In evaluating the risk~, and benefits for. projects uTlcler consldera­
t1<:lt1, tht~ INSCOH HTRB ~hould cOTlsid,;~r only those that may result from that 

5·· t 
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particular project, unless a clcar linkage h~\s been entablished to other pt'i­

jects. 

b. 1'0 approve an (!ffort cover(!d by this r.egulation, the INSeOM HTllB must 
determin~ that all of the requirements belo,", are met. 

(1) Risks to subjects are minimized by using procedures that are --

(a) Consistent with sound investigation design and do not \In\1.t',~­

essarily expose Bubjects to risk. 

(b) Already being used on subJeets for diagnos:i.s or treatment, 
when appropriate. 

(2) Risks to subjects are reasonable in relation to --

(a) Anticipated be.nefHs, if any, to the subjects. 

(b) The importance of tbe knowledge that may be expected to 
result. 

(3) In making an assessment for the selection of subjects, the spon­
sor has adequately considered --

(a) The purpose of the investigation. 

(h) The scttlng in which the..- research investigation will be con-
fiucted. 

'" 
(!l) Informed consent wUl be ~.l e'::\l red from each subject. 

(;) Informed consent will be properly documented. 

(6) The protocol takes adequate provisions for monitoring the data 
collected to insure the safety b~ the subjects. 

(7) Adequate provisions exist to protect the privacy of subject3 and 
to maintain the confidentiality of data when appropriate. 

5-6. Special considerations of sensitivity. Some or all of the subjects may be 
vulnera-bre-to-~specraTco-nsDie:catlOns'''of'se;.lsi tf.v1. ty because of past assignment s, 
affiliations, etc. In such cast!!i, add It lanaI saf€!guards will be included to 
protec.t the rlghts and welfare of these subjects. Tn no instance wUl the 
INSeOM be a party to any research which involves the use of persons with acute 
tn' severe physical or mental illness) or those who are economically or educ<1-
tionally disadvantaged. 

a. The INSeOM will sus pend or te rmina te a pro .le.ct that --

5-2 
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(1) Is not being conducted according to the UTRa's requirements. 

(2) Has been assodated wlth unexpected harm to the subjects. 

b. Suspensions or term1nat lons of a project will 1nclude a statement of 
the reasons for the HTRB's action, ,wd will be reported within 24 hours to t.he 
principal investigator and the approving official. 

:,-f;. Records. 

a. '!he UTRS exec.ut ive secretary will prepare a,nd maintain adequate docu­
m~nts on HTRB activities, including --

(1) eopl(~g of all pro'1osals reviewed, scientific evaluations that 
accompany the proposals» approved s';l:uple consent documents J progress reports 
submitted, by investigators, and reports of injuries and adverse reactions. 

(2) Minutes of HTRB meetlng:3 showing attendanCf!; actions taken by 
the INSeOM HTRB; the vote of th('~e actions, lncludlng the number of members 
votIng far, against, and abstaining a decision; the basis for requiring changes 
or d:f.silpproving a pl:oject; and a ~.rritten summary of the dlsc:ussiol1 of c(')ntro­
verted issues and their resolution. 

(3) Records of continuing rcvi~w activities. 

(4) Copies of all correspondence be~wecn the HTRB and project inves-
t i,i~:.ltors. 

(5) A cunent Hst: of HTRB members •. Hembers will be identified by 
nc.H1H!. earned degree ~, reprcs,~ntat :l..ve c.apacity and experience, such as board 
cl.!rtifications and licenses. The lnformation will be complete enough to des­
cd.he eac1h member's chief expected contributions to HTRD revie',.'s. Anyemploy­
ment or other relationship between members and the INSeOM will be noted. 

(6) Written procedures, including agendas, expedited review proce-
dures, etc., for the HTRB. 

(7) Statements of significant new findinRs. 

b. The records required by thIs regulation will be retained pp.nnanently 
unJer AR 340-18-13. Such records will be reasonably accessible for inspection 
and copying by authorized DA personnel and representatives of the Federal Food 
and Drug AdministratIon. 

5--3 
Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7 



""; 

, . 

: ...• 
I:J' 

.f 

Approved For Release 2004/07/09 : CIA_RDP96-00788R001500090010-7 

'2 1 •• Ff~b.t'u.ary 1984 USAINSCON Regulat ion 15~'3 

APPENDIX A 

TERMS AND ABBREVIATIONS 

Section I - Terms 

A-I. Approving official. 'rhe INSCOM Commanding General, Deputy Commander t In­
telligence ,--Depu,ty-C!ommander) Sup ':Jort, or higher level official, \<lho has been 
delegated authority to approve the use of human subjects in research. 

A-2. Associate investigator. A ?enlon who may be deeply involved in the ex€:­
cuttan -oI-research but""does-"-not have oVf=rall prlmary responsibility. 

A-3. Consent. The leeally effec.tLve agreement to take plirt ag a human sub­
ject. 'PThe agreement may pertain to one's own participation or be in behalf of 
another person. Three tex.-ms assoc.iated wi,th this meaning that distInguish be­
tween the' legal vaHdity of such agrN!ment"'g" are subject consent ~ permission, 
and assent. These terms are deff.ncd below. 

a. ~ect consent. 
legal capacity to consent to 
Bent pertains only to adults 

Agre(~ment by an adult person who has Hutonomous 
t!1king part as a human subject. This form of con­
who have not lost their legal cajJQc:l ty to consent. 

b. Pel'tdssion.. Agreement by a "legally authorized represent:atl ve" fe,r 
taking partas-ah~man subJ<1!c t' of anothe [" person who does not POS:H!SS autono­
mous legal capacity to consent in h 1.1'3 or her own behcllf. A legcllly authorized 
representative is a person or judtc:Lal body authoI'iz(~d under applicable la,w to 
grant permission (also knm.,'1:1 as third'-party consent). 

c. Ass.!..!!!._ The affirmative agreement to take part as ~l human subject by 
a person not possessing auton,')mous legal capad.cy to consent in hi:; or her own 
behalf, but who is (:apable of unders tanding what .is proposed and able to ex­
pr!!ss an opinion as to willingness to participate. Assent is concurrence in 
what is proposed, but 1s not a substitute for 1mbject consent bE~catise. unlike 
consent, assent has ~o legal effect. 

A-flo ~e.eriment~~lo!!.. Any research or teg ting ae ti vi ty involving human sub­
jects that may expose such subjects to the possibility of permanent or tempor­
ary injury (includlng physical or p~3ycholog:tcal damage and da.mag(~ to the repu­
tation of such persons) beyond the: 'risks of inJury to whIch such subjects ;'1re 
ordinarily exposed In thoir daily lives. 

A-5. Exped.ited revil~w pro~edure:~.. TIiOS':'! procedures uBed in rese,H'ell involvIng 
nl:) more than minimal risk and tbose used for minor ch.lnges in. approv(~d investi­
gat ions. These procedures mlnimiz.d time required f.or revh:,.r. 

A-6. He,'ilth care practitioner. An indivi.dual trained to interact with pa­
t Lents "t'o- prov:fCiedCignost"ic-;-r- tn'[J tme nt procedures \41 thin es ta b 1.U:hed profes­
sional standards. 

A-l 
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A-7 • ~~ ... ~~_~~!!:~!:..' Any person 1 whethe r or not ::wch person is a US c1 then, I!I..~ 
about whom an investJg<ltor conducting researc:h:. testing or studies obtains data •. 
through interaction with that person. Both physieal procedures and manipula-
tions of the subject or the subject's environmt.mt are included. Human subjects 
may be thought of ,:is direct obJects when tht.! research is to determine the ef-
fects of a new 13ystem on man (for example!, the. psy,::.hological effects of a par­
ticular lnt~t"rogation technique on an lndiviclu~ll) or as indirect objects when a 
test is conducted to determine how man affects the ultf.mate performance of a 
system (doctrine, concepts, training programs). 

/I~·8. Human Technology RevIew Board (HT~.B). A body set up to provide l.nitt.3.l 
.... , __ ,' __ ... ~T ..... ___ •• "".. _____ ~ •• _ ............. , __ "_> ............ ''' ........... __ '''-< "- ~._ ............. _. 

and continuing review of r(:searc.h involving t;H~ use of human subjects. HTRB 
fulfills all the functions of a human u~e committee as described in AR 70-25. 
It is fundamcmt,llly similar to an InstitutL)nal Review Board (IRB) discussed in 
guidelines issued by the DRBS for human research, but has somewhat: different 
authority as compared to an IRB. Within DOD, authority to approve the usc of 
human subjects in research t8 vested in comllanders. In the INSeOM it is vested 
:f.n. the CG, and has been delegated to the DCG-I and DCG-S (or matters uncler 
their rospect ivc functional control. App:,'ovlng officials act on recommenda­
tions of validly constituted HTREs. Outslrte DOD, IRAs tend to he vested with 
this authorl ty. 

/,-9 * !:.~..!}~_~~lth{~iz~~2:..~!pre~~ .. ~tC'"-~~y.~. A person or judicial or other body 
authorized nnder applicable law to consent on behal f of a prospec.tive subject 
to the subje<:t: taking part in the procedures involved in the research. ( 

),,-10. Medical l'.1oni.tor. This person Is a military or Department of the Army 
civilianph:;;slcIan"who· Is responsible for "obs,~rving human subjects during the 
Gonduct of research. 

A·-ll" Hinimal risk. \fuen used in the 
tha t theri~;ks--oI~"-harm ant lcip,1ted in 
considf!ring probab:l.1ity and magnitude, 
dai 1y Ufe or dllrinf~ the performance of 
:f.natlons or tests. . .... 

context of this regula t ion, th is means 
the propo9cd research are not grea ter, 
than those ord inar ily encountered 1n 

J:"Ol..lt i.rH~ physIcal or psychological exam-

A-12. Prine ipal imrestigator. A person 1 r!!gCl rdless of ti tIe, who Is primarily 
responsibfe"for"~i:he·"··<ict\~aT-e~ecutlon of the research. 

A-13. .!'.!2..!::..?_~~?}_. The wd t ten, detailed plan by t.;+dch research :f.9 to be con--
(Iucted. The plan contains, as a minimum, discussion of 

<I. The obje.ctives·of the project. 

b. The information to be collected. 

c. Th,~ means by which it wi.ll be collE'cted and evaluaten. 

d. An assessment of potent 1a1 r tsks and bene fi ts to sllbjects. 

A-:~ 
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e. Safety measures • 

f. Other means to be used to reduce the risks to subjects. 

A-14. Research. A systematic investigation designed to develop or contribute 
to genir:aT-"kno"wledge concerni og mi 1. i tary or intelligence probll!I'Il:;. The term. 
does not include ind:lvidual or group training of personnel such as combat read­
i.ne:q:'l, effectiveness:; proficiency or fitness exercises. This definit ton is 
unique to this regulation and is not intended to identify an effort for funding 
under appropriations intended for Rcse,'l.rch, Development, Test and Evaluation 
(ROTE). "RcBearch" In the sense applied in this regulation will be funded 
M'cording to the project, ef fort, etc., to which it applies ~ 

A-13. !t3~~:~~_._~m~",_~::..':'!'J_£.e~r:.~' Any scientific inqui.ry) investigation, or 
validation performed or directed to t~st hypotheses or develop ccr:cepts con-· 
cerning p~ysical or biological principals or laws. Research 1s a major explor­
a ti on of the unknown and contains unpredl~table elements. Development ~usually 
in confined to the qualification or elaboration of known principals. 

k-16. ~..2!.£E.l.?_t..!S ... _~,,~lve~tlf?~"t:..!.,?!!,,' A formal inquiry generally deseX'ibed in a 
protocol that sets forth explicit objectives and formal procedures designed to 
ri~8ch those objectives. The tenn includes cllnical investigations. but does 
not include post-tTa:~ning or post-therap,eutlc inqu1.r1es intend~d only to evalu­
ate individual progress or responslvencs5 to training or therapy. 

A'··I7. Test and eva.luation. An effort or ass-essment to. validate proposed or 
ex!:; t ini--stai1da'rcfs'o;~'-c"onccpt s of pc rfol."'l1lance ~ e i the r of humam; ot' of material. 

111 

A--IB. Test partIcipants. Humans directly involved in test and evaluations, 
but who aren-ot-'t-herr~serv-es the direct object of such activities. Generally, 
test partic.ipants are not regarded as receiving any direct benefits as a result 
of their participation in the test (for t!xample, a ne\J doctrine or training 
concept). 

/\-3 
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Section II - Abbreviations 

ACSI 
_______ · .. ,, __ ... «.WO __ iIOW __ .... _____ , ____ • _____ _ 

c· 
Department of the Ar:m~r Assistan.t 
Chief of Staff, Intelligence 

A'~D---·-----~·--·----·-----------·----·-~-·- Army Med i ca 1 Depart me nt 

ARI--·------------------~·------------·- US Army II.esearch Institute for the 
Behavioral and Social Sciences 

CENTEX-·-------------------·--··-------- The INSCm1 Center for ExcE-.'.!11ence 

CFR---~--.--~·~·~,,-,---------------··-~"·--- Code of Federal Regulations 

DA-·----·-----·-----.. ·-------------·------·· De;?artment of the Army 

DARCm-t-------·---·----·--·-----------·---- us Army Materiel Deve~ .. opment and 
Rese.::lrch Command 

D-:;SPER-----··-------.. ---·--·~----·--~----- The INSeOM D'~Pllty Chief of Staff for 
Personnel 

DGSPPH----------·-··~-·----·-----·-----·---- The INSCOH Deputy Chi!!f of Staff 
for Plans, P rOf~rams and Modernization 

.. ' 
DCSOPS------------------------------ The INSC:OH D'~puty Chief of Staff 

for eperario'ls 

DHHS----·~---·--.. --------·------.. --·---- Depar tment 0 f Health and Human Services 

HPTF--------------------------------- The INSeOM High Performance Task 
Force (no longer constituted) 

""'0"', 

HTRB------------------·---------------- The INSCmt Human TechGology Review Board 

INSCOM-----------·-·---------·----------- ns Arm,! lute 1 Hgence and Securi ty 
Command 

r1AcOH,--------·--·-·-·-·~-·----------.. ----- Ma .10 l' Army C oinma nd 

SJA---------------------------------- The INSCOM Staff Judge Advocate 

TSG----··----·----··-------------------- ThE! Surgeon General of the ArrilY 

U5----------------------------------- United States 
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APPENDIX 8 

FORMAT FOR PREPM:.ATION OF A RESEARCH PROTOCOL 

Section I 

GENERAL INFORMATION 

1. Project title. (Enter complete project title - If this Is an amendment to 
an eXIStiI-i"s" project t identify by indicating "Amendment No. to" immediately 

''-"'_ 

preceding the title) • 

. 
a. Principal lnvestiRator. 

and telephonenumb'e-r~-'-----
(Enter .full name, rank, title, organization 

b~" ~~ciate_~~n~~~_~..!Rato~.: (Identify all associate investigators and 
area of the project for which each is responsible. Include full name, rank, 
title J organization and te14~phone number for each). 

3. 
be 
is 

Location of the project. (Identify all locations at which the project will 
carrted out and specTry--wh:lch portior.s will be don.e at each location and who 
the point of contact at eac:h location. Inc;J.ude telephone number for POC). .. 

4. Period covered by the pl."ojec t. (Gi~ month and year of expected start and 
C omp I e t ioridatcS):-------------

Section II 

INTRODUCTION 

<1. (Enter a short, one-pace or one"'p3t"agraph, summary of the proposed pro­
ject, similar to the abstract of a scientific paper). 

b. (Enter a list and brlef ciescription of safety measures for human. sub-
jects involved in th0 project). 

6. Medical application. (Expla:Ln briefly the medical importance ~ including 
psych-OIOgical conslcfemions, and possible usefulness of the proJect). 

'1. Objectives. (State brldly but specifically the objectives 'of the pro-
ject .-Inc-lucie'-items below, where app1.lcable). 

B-I 
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c. Type 'of populRtlon involved. ("List the s\.lbject population to be ob--
served) • -~-----~---.-,,--."".-.. -

8. Status. (State what has been accompH~'Ihed or pubU.sh,~d in the proposed 
area "'O'f'StUdy and describe how this project ~oILl1 relate to, differ from and/or 
advance that whlch has already been accomp1:l.shcd). 

9. !!.~!.!E.fi!'~Ij~Y_. (List all references used in preparing the protocol). 

10. Authority. (Cite the specific authoritY' for the INSCOJ1 to engage in thi:'> 
project-:-TnXfcate date of approval. and if not yet approved, indicate specifi:-: 
approval authority needed for this project. -~Identify any poe in approval &1-

thorlty~ organization with whom coordination has been effec:ed. 

Section III 

- PROTOCOL PLAN 

." 

a. (Outline expected acc.omplishments in sLlfficient detail to show a clear 
course of action). 

b. (Include discussion of the technolog1eal validity of the proposed re-
search procedures). 

c. (List the chronological steps to be taken). 

12. !roject_...:<)ub~. (Give as a minimum the information below). 

a. Number of subjes:ts. (Indicate the total number of subjects expected L) 
complete -the---;tudy'j-:----

c. Sex. 

d. Inclusion criteria. (State spect fie and detailed reasons for lnclusio,:t 
of subjects' by cTass,Orlndividually, as appropriatE~). 

f. Evaluations before entry. 
inattons :-n;eJIc;l-~hlstory-;etc.. 
entry into the project). 

(Include any physical or psychological exam­
which Ls to be done on E'.1_ch subject befor,' 
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::9 g. Exclusion criteria. (Include a comph!t:e list detailing the subjects, 
l, d:l.seases ;-med:fc"'i~ro'ru~etc., which (:onstitute the criteria for e.xcluslon from 

the project). 

h. (Desc:cibe briefly whf.!re subjects will be ob'-
taincd). 

L Subject identification. (Oeser! be code sy9tem~ if any, which will be 
used in th'"epr;;-fe"c'ty:-""--'''·-'-·· 

j. Subject assessment. (Describe the methods used to assign or allocate 
thf~ objcCtOr-th'Is""rese'ardl to particular subjects). 

k. Risks and b~~nefits. (Dir:cuss the analysis of risks and benefits to 
!:l\Jbjects an(r-to-t"F;os~;--cond~;cting the research). 

L Hinimlzation of rj,sks. (Discuss the precautions to be taken to mlni-
.. -........-"'" ....... '_., ....... ~-_ ..... _,_ ... _-..--~~._-,-, .... < •• ' ".. .,,, 

mile or eliminate risks to Bubjects and those conducting the research). 

m. s.on:::.~~~!~_,~':.~}o..:.:~". (Describe hypothesized adverse reactions and cor­
r(!ctive actions expected to be talwn H sllch adverse reactions occur). 

n. ~e<:.!~;~._':.q.~~J::m~!'t • (Dese ri bf~ any special m(~dlcal or nurs Lng care or 
equipment needed for subjects admitted to the project). 

a. (State the complet~~ name and G.ElrPcription of: all tf~chnolog1es to be 
used, including procedures for their application). 

b. (Identify the source of all technologies and related items, devices, 
etc. List all co~ponent9 and manufacturing and quality control plans! 
procedures, where applicable). 

c. (Identify the methodology fo·'r appliea tion, if dif ferent from procedures 
described above), 

d. (State the schedule, adminlstration and duration of each aspect of the 
project). 

e. (Dc,3cribe in detail accomp;;;,nying devices amd their intended use. Iden­
Ufy whether these arc classified as medical devices and whether the medical 
d0vlces amendment to the Federal F00d~ Drug and Cosmetic Act applies). 

f. (Discuss labeling to m'!dica.l devices, where applicahle). 

1 I., • Eva'"1.,~:,~~!~!~~ __ ~~~,e~_,~j,~~r ~,~3~ ,_,:~~.d._'"L()1}~_'::!,~,8_~_~_~,_ PE.~J<:,c.L' (A pro 1 ec t SChC!'1l8 tie. 
Ill,!)' be included, or the items may 'le listed as indicated heIoI';. In either. 
else ~ it fs important to Ldent Lfy the person who will perform each evaluation). 
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a. Specimens to be collected • ..... - ........ _...." , ... -. .,.,..., ...... --""' .. ,,--, .. ,~,~.-, ' """ ... ;,.~-...,~~ .... "" ",." .... .,.,.. "'-

(1) Schedule of collections. 

(3) Stora.s!..' 
are required.) 

(If applicable. 81:;1 tc where and if special condit ion:; 

(Include how adverse effects are to 

c. Y_~~~~,.1'~Lgn~.. (State when desired and the frequency). 

e. Disposi.tion of data. (St-ate location and durati.on of storage. Include 
pertinen·tTriformatlon --reg"arding Privacy A::tlnd AR 381-10 considerations, if 
applicable). 

f. Methods used for data collectiol'1. (State critical measurements used as 
end po i n t s-to~{:llara-cte-r.Tze·~"sa·fety-:-"eIfTc.·a c: y 0 r e qui val ~ 11 C y ). 

a. l.Jhen allowed. (Use flex1,ble,. but definite criteria. If none Is to b(! 
allowed, So·st·ate~j-·.-

b. Who will be notified. (Include both those regarding the individllll 
subject, Tf·appro-pr.Ia-te·~·-a~d--t"hose elsewhere \od.thin the INSCOX. Must notify at: 
least the UTRB). 

16. Adverse reactions. (Must correlate with paragraph 12m. above). 
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Section IV 

ADMINISTRATION 

17. Modification of protocol. (Describe the procedure to be followed to 
mod tfy:- termlna'te-o;;'-exte-;i~r-t he' pr.o tocol) • 

18. Disposition of unused projc<:t matl'.!rial. (Give a statement pertaining to 
dispositIO'tlof'unus~;d:"pro1ectmaterT~i'l"~n~rdevlceg, if appUcable). 

19. Publications .:lnd reports. (Desc 1.'1 be use, including potent.ial res tric-
< I: ions ,-ofriiIorma·tT~)n··and-publicatlonsand reports arising ,from thE! project). 

20. lundlnJ~.. (Identlfy source of funds and any special or unusua.l funding im­
plications) • 

21. !:1~~fcal.!!~~~itol:. (State the Miele anp telephone number of medical monitor, 
\"lHm applicable). 

22. Protocol review. (Identify the human use committee or institutional re­
vi(~w boa'rd-whi(~-wiJ:i provide :!.ni~ial! continued and annual raViE!W of this pro'~ 
Lceol); 

." .... 

Attachments 
A-:' Propo~qed Volunteer Agreem(mt 
II - Proposed Explana tioT! Port ion (If the Volunte4~:r Agreement 
C - Review of Scientific and Human Research Issues (ff applicable) 
D - Blographic Sketch of principal and associate investigators 

B-'S 
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I, 
(l:3th) 
unteer 

APPENDIX C 

VOLU~TEER AGREEHEN'r 

Part A 

, having attained my eighteenth 
'birth,(a·i;"3'ru:i-otherwrs.~. ha,;tng full -capac:f.ty to consent, do hereby vol-
ta participate in .an Investlgat:l.on study entitled: _________ '. __ 

~-,~,-- ... ---- ...... __ ._~, ... .JI"' ... "''''"'''"''_, __ " .. _IfI,<, ___ ,,.-_ ... "' ... _." _____ < ___ ."-"~~-.-".,",_~ _____ ~,,,,.,,~ __ • 

;n7:!e-rtfle JlrectTon of~-'------'-----'~ 
. • ___ ~ .. ,~.~.~_, and 

.---.. --.... -,--,--..... ~-"-.... ~----~-.:,........... -- -... -,-,~.~~- ..... -... --.~- .... -------... 
* .-..•• --,,--.",----._''' ___ ~. ___ ,_.,. ___ ..... _._. __ ._ .. __ . __ 0._.. 0 0 ". ____ .. _____ , __ 

The imp11cat ions of my volunt;t ry participation; the nature, duration and 
purpose, ~nd the methods and rU!ans by which it is to he conducted; and the in­
conveniences and haz<lrds to be expect.ad ha.ve been thoroughly explained to me hy 

• and are set forth In Part B of this 
AG-;::eement:;WfiTCil'Ttlave slgrltUr:--TE:1ve -~en gl ven the opportunl ty to ask ques­
tions concerning thf.s inve~)ttgatjve study, a.nd any such questions have been 
an:;wered to my full and complete oat 1sfactlon. 

I understand that I may at any t.il1le during the course of this 1n.vestigRtive 
::3 tudy revoke my conHent t and withdra.1/ f.rom the study without prejudice; how­
ever, I may be required to undergo certain further examinations, if J in the 
opinion of competent aut:hodty. S"Jch e)(amlnat~ons are ne(.;essary for my health 
or l,yell being. 

----_._.,,----
Date 

. -

C--l 
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i\.PPE~TDIX D 

VOLUNTEER AGREEMENT 

Part 13 

Explanation "Portion of the Volunteer Agreement 

1. !'!?.;t~~..£....!..1.E.!e. (The title of the project and the place where it is to be 
conducted). 

2. !!:!,ncipa~L~~Eve_!!!ig~.~E!..' (Must agree: vii th the protocol). 

3. Discussion. (A statement that the study involves research. An explanation 
of the-p~~r-pose' of the study and the expected durat1.on of the subject's parti.ci­
pation. A description of the procedures to be followed_, An identHication of 
any experimental procedures. A statement giving information about prior. simi­
lar, or r~lated studies that provide the rationale for this project) • . 
4. Risks or discomforts. (A descr:i,pt ion of any reasonably foreseeable rIsks 
or dlsco;.QfortS-tothe subject). 

5. Bene~,~_ts". (A description of any b(!nefi ts to the subject or to others that 
mal reasonably be expected from the study). 

6. ~1tern~!,iv,=-. ..E::o<:~_~~!SS • (A disclosure of proper alternative P l"ocedures or 
courses of. treatmen::, if applica;)lc ~ that might be advantageous to the sub­
Ject). 

" 7. Confidentiality of records. (A statement describing the extent, if Bny, to 
which'COi1ITcfen·i:EiUt'y"·oT'--r,;;·c;;rds Ident Hying the subject wHl be !Ui3.intained. 
Also, if more than a minimal risk is involved, a state1t.ent that authorities 
outside the US may inspect the records). 

8. Subject ~.!_E..!.~!:..E~. (An explan,stlon of whom to contact for answers to pert:l.­
nent questions about the study and"'"the £lUbject's rights and whom to contact in 
the event of study-related injury to the subject). 

a. Participation is voluntary. 

b. Refusal to :partIcipate will involve no penalty or loss of benefits to 
which the subject is otherwise entitled • 

• :! 0 'The subject may discontinlle participation at any time without penalty 
or loss of benefits to which the subjt~ct is otherwise entitled). 

10. Compensation and medical treatment. (For a study involving more than min­
i m '.~ 1 -r'''fsk":-'an-expfina tf~;1-'as-'to-wt~e-tller any C ompensa t 10n and mf:!d len 1 trea tmen t 

D-l 
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are availabln if injury occurs and, if so, what they consist of. or where fur-- C!: 
ther information may be obtained). 

11. Additional comments. (When appropriate, one or more 4)f the elements of 
infor.macfon-beTow· wiiT"-aiso be. given to each subject. 

a~ A statement that a cer.tain treatment or procedure may involve risks to 
the subject - or to the embryo or fetus if the subject is or may become preg­
nant - that .are currently unforeseeable. 

b. The a.nticipated circumstances under whic,h the subjE:Ct '6 participat.ton 
may be terminated by the investigator w1thol1tregard to the Hubject's consent. 

c. Any addi,t.!onal costs to the subject that may result from participation 
in the study. 

d. The consequences of a subject's decision to withdraw from the study and 
procedures for the orderly end of the subjec.t's partid.pation. 

e. A sta.tement that new findings developer.! during the course of the study' 
which could ,':1£fect the subject' 8 willingness to continue will be given to the 
subject. 

f. The approximate number of subjects involved in the study. 

g. 
!itudy.) 

The precautions to be observ-ed by the .subject before and after the 
~ 

D-2 
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~i'I A'I'!~~iEN'~ OF CON;3EN'.l' 
INSCOfor1 CEN'llm LAN I'; l'F\Ci~T)<:C'1' PAH'r ICIPAN'r 

Ibtc: 

1. (S/CL-·4/NOFORN) I. vo1 untarily accept assi,t;::t1lent 
to the INSCOH CENT~:R IJANI:!~ -PfiOJBc'Y--rir5.L(i-';;1;i' "~J-1Y-\~1~d (, l'S blnd tlla t: 

B.. (u) Army Gener1~ 1 Ccunsf:l deternitwd t.h: t ICLP consti 1.1) t"."R 

experimentation on human fn;b.iectn. A;, I .. ~qui,'C'j by Procodurc 13 of DoD Directive 
'j240.1-H, ap}Jroval for projc'ct Hcti vi l;j eCl ha:~ L(on K"allted by ~f'cretary of the Ar·my. 

b. (S/GL-·3/NOFORN) The aim of TeLl' it to ,jnvelor' l1iehl:y skilled personnel WllO 

are capable of conducting professior:al hve 1 .,rl tEd.lige·nt~e/ counterintelligenco 
operations through Ilse of p~:lychoerlOrgf~ti(~ w!thodology. 'DAvelopment of JC]'P 
})En'.wnnel wi.ll be accomplished wi th spec.i al t~raining ba~~E~d on tr.tssion requirements. 

e. (U) Assignments in IeLl' are guvcrlind by the sellDl tivity and degree 01 
expertise r:3quired for' the poai ti on. I w:i 1; be w."F:igned in accordance wi. th :l,y 
eapabili tier:: and experience, regardless of my rqnk or previous post tion. Dlle to 
the n.ni.ure of training involved, the durqt'\on of my participation is indefin: ;>:'. 
Hecords of my lnvolvement will be availftble topro;Ject per:Jonnl:.ll, but otherwi~1e 

protected u~der project security measures. 

d. (U) ':I'he primary eonsidera tion in :U1.'1 ca:,'eer deveJopment or assignm i H1t 

action wi 1.1. be ICLP mission and operational fequirernE~nts. I understand t.hF_ t 
exemption, interruption, or delay i.n norma .. C.'lrecr devt:lopmrmt patterns--such ,,3 
brmLCh schooling and assignment opportuni til3c.-,·may prejudice future promotion !lr~d 

assignment potential. I have beon assured, howuver, that every effort will be flUirle 

to precludo the adverse effects listed above on my c~reer. 

2. (:1/CI.-3!NOlWRN) PSYCHOENERGFi'rICS (PF;) include vari.oun processes by whirh 
individuals psychically interact with objects, locations, and organisms. 

Il. (u) ~:'hero is no demonstrated risk of 'permanent or temporary in.:'nry 
(including phye.ical, paychologicill and/or c1niTIrige b pl1rticipants I reputation) to 
pr{)~·ect per,::onnel beyond riBks to which tlwy w'luld ordirw.rilJ be exposed in their 
daily lives. 

b. (U) I may temporarily choo;::f-) net to perform p~; at specific tim9s, or 
permarH;'l t 1y dis,~on tinu(! partici pa t Lon wi thou t pre jud j (! ia 1 effect. 

WAHNING HO'1'T:;r~: 

GEN~,'ER LANE ~~PECIAL ,\CCt:SS P1W(;RAM 
HESTRIC'r DIS::::E~nNA'['ION TO fJ,'HC::E WITH VEHU'TED A:;CESS 

C A'i'EGOIt '[ C L--4 
NOT ~EL8ASMABLE TO FOREIG~ NA~IUNALS 

CLAS:: HIED BY: CDR, IW.:iCOM 
Dl':r:r.: OADR 
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APPENDIX B 

US ARMY 
INTELLIGENCE AND SECURITY COMMAND 

CENTER LANE TRAINING AND APPLICATIONS PROCEDURES 

Psychological Test Descriptions 
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APPENDIX B 

Psychological Test Descriptions 

1. The Minnesota Multiphasic Personality Inventory (MMPI): 
Developed by S. R. Hathaway, Ph. D., and J. C. McKinley, M.D. > 

The Psychological Corporation. The MMPI is designed to provide 
an objective assessment of some of the major personality 
characteristics that affect personal and social adjustment. The 
point of view determining the importance of a trait in this case 
is that of the clinical or personnel worker who wishes to assay 
those traits that are commonly characteristic of disabling 
psychological abnormality. The carefully constructed and 
cross-validated scales provide a means for measuring the 
personality status of literate adolescents and Rdults together 
with a basis for evaluating the acreptability and dependability 
of each test record. Nine scales were originally developed for 
clinical use of the inventory and were named for the abnormal 
conditions on which their construction was based. The scales 
were not expected to measure pure traits nor to represent 
discrete etiological or prognostic entities. Since they have 
been shown to have meaning within the normal range of behaVior, 
these scales are now commonly referred to by their 
abbreviations--Hs (hypochondriasis), D (depression), Hy 
(II Y s t e r 1 a ) , P d ( P s Y c 11 0 pat ill c de v i ate) , M f (m 11 S cuI i nit y-
femininlty), Pa (paranoia), Pt (pr'sychasthenia). Sc 
(schizophrenia), and Ma (hypomania)--or by thelr code numbers to 
avoid possibly misleading connotattlions. Hany other scales have 
subsequently been developed from the same items; Si (social 
introversion) 1s one that is commonly scored. There are also 
three validating scales: L (lie), F (validity), and K 
(correction). 

2. Gordon Personal Profile_~- Inventory (GPI): Developed by 
Leonard V. Gordon, Ph.D., The Psychological Corporation. The 
Gl'I is companion instrument to the Gordon Personal Profile 
(GPP). It measures four additional traits, namely Cautiousness 
(C), Original Thinking (0). Personal Relations (P), and Vigor 
(V). The two instruments used together provide an economical 
coverage of eight important factors in the personality domain. 
Both have been found to be appropriate for use with high school, 
college, industrial, and general adult groups. 

3. Fundamental Interpersonal Relations Orientation - Behavior 
(FIRO B): Developed by Will Schutz, Ph.D., Consulting 
Psychologists Press, Inc. The fundamental interpersenal 
dimensions of the FIRO Theory are; Inclusion (1), Control (C), 
and Affection (A) and are defined behaviorally as follows: 1-
The interpersonal need for inclusion is the need to establish 
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and maintain a satisfactory relationship with people with 
respect to interaction and association (both positive or 
negative). C - The interpersonal need for control is the need 
to establish and maintain a satisfac.tory relationship with 
people with respect to control and power. A - The interpersonal 
need for affection is the need to establish and maintain. a 
satisfactory relationship with others with respect to love and 
affection. 

LI. California Psychological Inventory (CPI): Developed by 
Harri.son G. Gough, Ph.D., Consulting Psychologists Press, Inc. 
The CPl is intended primarily for use with "normal" 
(non-psychiatrically disturbed) subjects. Its scales are 
addressed to personali.ty characteristic.s important for social 
living and social interaction, i.e., to variable~ that are woven 
into the fabric of everyday life. "Folk concepts" such as these 
are hypothesized to be relevant. to the prediction and 
understanding of interpArsonal behavior 1n any setting, culture, 
or circumstance. Thus, although the inventory has been found to 
have special utility in work with particular kinds of problems, 
e.g" delinquent and asocial behavior, it can aI.so provide 
information of value i.n regard to educational, vocational, 
familial~ and many other issues. 

5. Edwards Personal Preference Schedule (EPPS): Developed by 
Allen L. Edwards, Ph.D., University of Washington. The EPPS was 
designed primarily as an instrument for research and counseling 
purposes, to provide quick and convenient measures of a number 
of relatively independent normal "'personality variables. The 
statements i.n the EPPS and the variables that these statements 
purport to measure have their origin in a list of manifest needs 
presented by H. A. Murray and other noted psychologists. The 
names that have been assigned to the variables are those used by 
Murray. These 15 mea8urab~e personality variables are; 
achievement (ach). deferenc~ (def), order (ord), exhibition 
(exh), autonomy (aut), affiliation (aff), intraception (int) 
succorance (suc), dominancE' (dom), abasement (aba), nurturance 
(nur), change (chg), endurance (end), heterosexuality (het). and 
aggression (agg). In addition to the above 15 personality 
variables, the EPPS provides a measure of test consistency and a 
measure of profile stability. 

6. Personal Orientation Inventory (POI): Developed by Everett 
L. Shostrom, Ph.D.; Educational and Industrial Testing SerVice, 
San Diego, California. The profile on the POI shows the degree 
to which the subject's attitudes and values compare with those 
of self-actualizing people. A self-actualizing person ;is one 
who is more fully functioning and who lives a more enriched life 
than does the average person. Such a person is developing and 
utilizing his unique talents to the fullest extent. 
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DEPARTMENT OF THE ARMY 
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND 

REPLY TO 
ATTENTION OF 

ARLINGTON HALL STATION 

ARLINGTON. VIRGINIA 22212 

MEMORANDUM OF AGREEMENT 
BETWEEN 

USA INTELLIGENCE AND SECURITY COMMAND AND THE DEFENSE INTELLIGENCE AGENCY 

SUBJECT: Transfer of the INSCOM CENTER LANE Project to DIA 
(S/CL-2/NOFORN) 

1. (S/CL-2/NOFORN) PURPOSE. This Memorandum of Agreement is intended 
to clarify the elements necessary for an effective transfer of the US 
Army Intelligence and Security Command (USAINSCOM) psychoenergetic 
intelligence collection capability to the Defense Intelligence Agency 
(DIA). This course of action is based on an agreement by DIA to accept 
the INSCOM CENTER LANE Project (ICLP) as a "package-deal" without a loss 
of any INSCOM personnel spaces. It is intended that the transfer will 
take place with minimum disruption to operations and training. 

2. (U) REFERENCES, 

a. (U) Memorandum, IACG, INSCOM, dtd 17 July 1984; subject: 
INSCOM CENTER LANE Project CU) (TAB A). 

b. (U) Memorandum, DAMI-ISH, OACSI, dtd 1 August 1984; subject: 
CENTER LANE (U)--ACTION MEMORANDUM (U) (TAB B). 

c. CU) Ltr, DAMI-ISH, OACSI, dtd 10 September 1984, subject: 
INSCOM CENTER LANE Project (TAB C). 

d. (S/NOFORN) Memorandum of Agreement, DIA, dtd 17 August 1984, 
subject: "Operating rationale and terms of agreement for the 
participants in DoD psychocnergetics activities" (TAB D). 

WARNING NOTICE: CENTER LANE SPECIAL ACCESS PROGRAM 
RESTRICT DISSE?vlINAlTCTW-TCr-THoSE WITII VERIFIED ACCESS 

TO Cl\l'lGORY THREE (3) 

SIjNSITIVE INTI~LLlr;ENCE SOURCES AND METHODS INVOLVED 
NOT RELEASABLE TO FOREIGN NATIONALS 

CLASSIFIED BY: CDR, INSCO]"! 
DECLASSIFY ON: OADR 

r:oPY OF COPTF,S 
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IACG 
SUBJECT: Transfer of the INSCOM CENTER LANE Project to DIA 

(S/CL-2/NOFORN) 

3. (S/ CL - 2/ NOFORN) BACKGROUND. USAINSCOM has inves ted 
considerable effort since 1977 in developing psychoenergetic 
operational methods. Intelligence consumers in the US Army, US Air 
Force, DIA, NSA, CIA, and NSC have all tasked this methodology to 
augment other intelligence systems. These agencies have recognized 
the value and potential of the intelligence application of 
psychoenergetics; it is likely they will continue to task the 
system. The transfer of ICLP capability to DIA must be done in such 
a way as to maintain continuity and momentum of effort, as well as 
the state-of-the-art expertise exclusive to this time-proven, highly 
respected activity. 

4. (S/ CL - 2/NOFORN) SCOPE. The eff ec t i ve trans fer of ICLP to D IA 
requires the cooperation of INSCOM, DA (ACSI), and DIA. 

5. (S/CL-3/NOFORN)) AGREEMENTS, SUPPORT, AND RESOURCES 
REQUIREMENTS. The "package deal" concept has been agreed to in 
principle by all parties involved. This concept has as its intent 
the transfer of all personnel, documents, equipment, and office 
s pace from INSCOM to D 1 A. The trans fer 0 f I CLP per sonne 1 to D IA 
will not involve the transfer of any INSCOM spaces. ICLP has been 
an active intelligence collection unit since 1978. It is intended 
that the unit will remain an operational element under the direct 
OPCON of the Assistant Vice Director for Scientific and Technical 
Intelligence (DT), DIA. 

a. (S/CL-2/NOFORN) Personnel. All personnel assigned to 
INSCOM and working on ICLP will be encouraged to PCS to DIA for 
assignment to the DIA element that will perform the psychoenergetic 
training and collection mission. (Operational participation with 
CENTER LANE is strictly voluntary and falls under the guidelines of 
DoD directive 5240.I-R, AR 381-10, and Code of Federal Regulation, 
Title 45, part 46.) 

h. (S/CL-2/NOFORN) Documents. All documents maintained by 
ICLP will be transferred to, and become the property and 
responsibility of, DIA. INS COM \Vill be permitted to retain access 
to command and control and historical lCLP documents. 

c. (S/CL-2/NOFORN) Equipment. All ICLP equipment, rental 
agreements, and on hand supplies will be transferred to DIA. ICLP 
automatic data processing equipment and automobiles will remain with 
INSCOM. 

d. (S/ CL - 2/NOFORN) Of f i ce Space. The affec t cd agenc i es have 
agreed that the best course of action would be to continue to use 
the ICLP facilities at Ft. Meade, MD, which consists of two 
buildings, T-2560 and T-2561. Use of the Ft. Meade facility will 
prov ide the lea s t amoun t of turmo i 1 for the per sonnel involved, 
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IACG 
SUBJECT: Transfer of the INSCOM CENTER LANE Project to DIA 

(S/CL-Z/NOFORN) 

permit continued operations <lnd training with the least amount of 
disruption, and permit the best use of these buildings, which over 
the years have been modified to support this unique activity. 
Coordination with post authorities must be initiated to assign 
buildings T-2560 and T-2561 to DIA. 

6. CU) RESPONSIBILITIES. USAINSCOM ICLP Project Manager will: 

a. (S/CL-2/NOFORN) Function as INSCOM POC for transfer of ICLP 
to DIA. 

b. (S/NOFORN) Coordinate for use or transfer of present ICLP 
physical facilities (bldgs. T-Z560 and T-256l). 

c. (S/CL-2/NOFORN) Coordinate transfer of ICLP equipment, 
contracts and rental agreements from INSCOM to DrA. 

d. (S/CL-Z/NOFORN) Coordinate the transfer of all ICLP 
personnel to DIA. Counsel all ICLP personnel concerning the 
transfer and insure ICLP personnel are aware that they will be 
performing operational remote viewing at DIA. 

e. (S/CL-2/NOFORN) Coordinate for transfer of all relevant 
documents maintained by ICLP to DIA. 

7. (S/CL-Z/NOFORN) EFFECTIVE DATE. ICLP is scheduled to cease 
operations on or about 30 September 1984, at which time it will be 
available for transfer to DIA. It is expected that the transfer 
will be completed by 31 December 1984. Until completion of the 
transfer process ICLP will remain in its entirety within USAINSCOM. 

TIARRy""-n:'-"S(}YS1'TIft-----­
Major General, USA 
Commanding 

JKMES'T.-'WIrrmrs-­
Lieutenant General, USA 
Director 
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DEPARTMENT OF THE ARMY 

IACG 

UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND 

ARLINGTON HALL STATION 

REPL.Y TO 
ATTENTION 0,. 

ARLINGTON, VIRGINIA 22212 

12 fEB 1985 

SUBJECT: Memorandum of Agreement, Transfer of INSCOM CENTER LANE 
Project (ICLP) to DIA (S/NOFORN) 

HQDA 
ATTN: DAMI-ZA 
Washington, D.C. 20310-1001 

1. (S/NOFORN) Reference: Letter, INSCOM, IAGPA-F-SD, 21 
December 1984, subject: Transfer of CENTER LANE to DIA 
(S/CL-2/NOFORN) (Incl 1) 

2. (S/NOFORN) Attached is the proposed INSCOM/DIA Memorandum of 
Agreement for the pending assumption of operational control of 
ICLP by the Defense Intelligence Agency. 

3. (U) Request your review of attached MOA. 

4. (U) Upon your approval, the MOA will be transmitted to DIA 
for their review and approval. Anticipated effective date for 
attachment of ICLP to DIA is 15 Fe::;;;; ~8~ pf 

2 Incl 7J:':JE: ~ 
as Majj{ General, USA 

Commanding 

CLASSIFIED BY: CG, INSCOM 
DECLAS: OADR 

1;;0;: l~·.';; . .El:.Sll.BLE 'IOFOREIGN UAl'IONALS 
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DEPARTMENT OF THE ARMY 
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMANO 

ARL..INGTON HAi..1.. STATION 

REPLY TO 
jO.TTENTION OF 

ARL..INGTON. VIRGINIA 2.2212 

IAGPA-F-SD 21 December 1984 

SUBJECT: Transfer of CENTER LANE to DIA (S/CL-2/NOFORN) 

HODA 
ATTN: DAr.n -ZA 
Washington, D. C. 20310-1001 

1. (U) DAHI-ISH Letter, 
Agreement. (Incl 1) 

t~ October 1984, 
.... -"'II, 

subject: Memorandum of 

2. (S/CL-3/NOFORN) Discussions with Defense Intelligence Agency 
(DTA) management now indicate that DTA will not be able to accept 
the transfer of INSCOM CENTER LANE Project (ICLP) assets until FY 
1986. This is a result both of present Congressional restrictions 
on use of NFIP funding for psychoenergetic intelligence collection 
activities and a severe shortage of non-NFIP resources at DIA. 
DIA has requested operat ional control (OpeON) of ICLP as an 
inter im measure, and has agreed to aC.,.cept all command and control 
responsibility and liability for ICLP until such a time as 
Congress approves use of NFIP fl!nds for psychoenergetic-related 
activities (expected no later than the first quarter of FY 86). 

3. (S/CL-2/NOFORN) Based on the above, CG, USAINSCOM, has 
determined that the best course of action to permit the continued 
use of ICLP technology is to place the Project under DIA's OPCON. 
The target date for the act ion is 31 January 1985, which al1.0\,v8 
necessary time to accomplish preparation and staffing of a ne\o,J 
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IAGPA-F-SD 
SUBJECT: 

21 December 1984 
Transfer of CENTER LANE to DIA (S/CL-2!NOFORN) 

Memorandum of Agreement d!dineating the responsibilities of both parties. 'lk 
period of the OPCON will not exceed one calendar year. 

4. (S/CL-3/NOFORN) DIA has agreed to officially notify Congress of their 
assumption of responsibility for CENTER LANE. 

5. (S/CL-2/NOFORN) The MOA will be forwarded to your off ice prior to submissL 
to DTA. Additionally, in a separate action, CENTER LANE will be disestablishe~, 
81,S a Department of the Anny Special Access Program (SAP). ,'\CSI will be notified' 
when this is fully accomplished. 

1 Inel 
as 

/' )' -6/ ".-' 
../." <;11- ( " .' q v . .' ....... ~ HARR0; E. so "TER . 

Maj o,t General, USA 
tCornmand1ng, . 
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DEPARTMENT OF THE ARMY 

iOFFICE OF THE ASSISTANT CHIEF OF STAFF FOR INTEU .. IGENCE 

WASHINGTON, DC 20310 

REPLY TO 
ATfENTlot4 OF 

SUBJECT ; Memorandum of Agreement (U) 

Commander 
USA Intell igence and Security Command 
Arlington Hall Station 
Arlington, VA 22212 

4 OCT 192: 

1. (SI CL-2/NOFORN) Reference memorandum, INS CON , IAGe, 
26 Sep 84, subjt~ct: Memorandum of Agreement, Transfer of INSeOM 
CENTER LANE Proj ec t (ICLP) to DIA (S / CL-2 /NOFORN) • 

2. (U) Reference proposed Memorandum of Agreement (MOA) is 
approved. 

3. (S/CL··2/NOFORN) Request you consider the inclusion of some 
detail on the procedure to be followed in transferring personnel 
to DIA. INseOM may detail the individuals involved for up to one 
year to allow time for DIA to identify spaces. Once such spaces 
are available t the detailed persopnel may be given a Permanent 
Change of Stat ion. If DIA des i re s a change in ant.ho ri zed 
strength to allow for immediate PCS reassignment, they may apply 
for it through JCS. OACSI, DA will support such a change in 
status if the subj ec t becomes an issue. 

Classified by Cdr I INSeOH 
Declassify on; OADR 

lN~lM 't~ 
lIAM E. OooM 

l Uienant Genercd. USA 
ACo1S fO( intelligence 

rJOr RELEASABLE TD 

C E N T ~tot1'=~r'release 2004/0~Pfrffi~.. -00788R001500090b~§9GN NATIONALS 
;~, . t~~)L~~lj!j\~lr: 1] CLOSE HOLD/HAND CARRY 
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DEPARTMENT OF THE ARMY 

REPLY TO 

UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND 

ARL..INGTON HALL STATION 

ARL.INGTON, VIRGINIA 22212 

.... TTENTION OF 

SUBJECT: Deactivation of INSCOM CENTER LANE Project (ICLP) 
as a Special Access Program (SAP) (U) 

HOD A 
l"fTN: DAMI-ZA 
Washington, D.C. 20310-1001 

1. (S/NOFORN) This letter serves to notify you of the 
deactivation of the INSCOM CENTER LANE Project, the attachment 
OPCON of CENTER LANE assets and resources to the Defense 
Inte 11 igence Agency, and tile ret i rement of CENTER LANE as an 
Rctive project nickname, effective as of the date of this letter. 

2. (U) Request that the necessary actions be taken to officially 
d iscont inue CENTER LANE as a Secretary of the Army des ignated 
Special Access Program. 

-HARRY E. SOYSTER 
Major·General, USA 
Commahding 

CLASSIFIED BY: CG, INSeOM 
[)ECLAS: OADR 
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