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IACC 

. DEPARTMENT OF THE ARMY ,, 
UNlT£0 $1 ATES ARM "f !NTELUGCNC£ AND SECURITY CC•MMAND 

MI"''.Y TO 
l>l""T:O:NTION 01' 

ARLINGTON BALL STATION 

AfU.ING1"0N, VIRGINIA Ul:lt 

'l"iEMORANDUM FOR ASSISTANT CHIEF OF STAFF FOR INTELLIGENCE 

SUBJECT: INSCOM 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 obtair1ed and the role of INSCOM in this area. 

2. (S) INSCOH has invested considerable (~ffort m1er a long per:!.od of time 
to d0~elop the remote viewing technology. •As a result th0 Army enjoys a 
mormpo1y on ;.:his revolutionary concept fl>l" intell:i.gcncc collection. {ve must 
insurP that ~r·e do not Jos(: t.1t5s kno~A•ledg;,• <m•.l experience in any action taken 
t'• cl.art\',('. INSCOH 7 s rnJ e in tlw u~-:~~ and cif~ve] npmcnt of t:he 1 2chnolrogy. 

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

a. '.::.<2.:-!t}n~.:L.I::~~-a rch .':!E~~l._c!.~:.::.~l opm£,£!:_. \.Jc:' r:<~nnot abandon the we rk 
alu.ady done H for no other r(•ason than to keep pace with the effort being 
expended by our adv~rsaries. 

: 

b. _c~:~.!E~ . .f.l:!.~-T_e~-~!2.!!:~. Intell.igince users in the Army, DIA, NSA 
and C1 A have all tasked this melhodulogy to augment established disd.plines 
a~d fr1r missions that would be extremely difficult or impractical for any other 
collt"<~tion resource. The Jntelligt>nce Community cannot afford the loss of this 
capability while it waits for a total refinement and understanding of the 
ohse1·ved phenomc~non. 

e. }~£E~.El_£.-~Evolved_. c·hi~!l~n~~ INSt:Ol\1' s r~Jle affects the dedicated 
personnel involved. vJc nn.:st insure the timely and fair reassignment of our 
t>.xc.el Jent cadre who, may or may not ~;.fish or be able to participate in some 
further continuation of the pro;:r~1m. 

1.}. (S) In spite of these concerns it :ts my opi.rd.l'n that INSCOM, who has 
~upported this project with S and IA funds and personrudl assigned without 
!01pa.ces, shouid discontinue o11r invol vemt.~nt tvith psychoenergeti.c research and 
operations. To mitigate adverse Jmpact in the areas of concern expressed 
above I intend to cease INSCOM CE:tii'TER LANE Project operations on 30 Sept 1984, 
bnt ailow c.omplet1on of out!~t<mding contracts and train:Lng by 31 December 1984. 
'.fbis '1-muld: 

WARNING NOTICE: CE~T~~~_!~~ SPECIAL ACCESS , ,~ n[10 "IN~!l'"' 
l'ROGRAH RE3TlnCT DISSEHlNATION TO THOSE WlTlLCtJS;,lr!ED ar~ ~~!.'-<- -·-·-·-------v ~: u, Ass .l.,... 'i .· . 

V E R I :FlED A C C E S S T 0 CAT E G 0 R Y _}'_~ ~~~ ~-( ~) !1£3.~.{tjl(1 :..:;.; • _.{~J:±I:l .... Ji ..... -·--· --·---···-
SENSITIVE INTELLIGENCE SOURCES AND HETHODS 
INVOLVED NOT RELEASAP,LE TO FOREIGN NATHlNA1.S 
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17 July 1984 
SUBJEC'f: INSCOM CENTER LANE Project (U) 

a. (U) Allm.. 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 DlA or NSA and (2) JCLP phenomena 
validation and technology extE~sion to the US Army MPdiral Research and 
neveloprnent 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 \..•itlt DIA, NSA and 
l\'iedical R&D CormnAnd with rer,ard to para. 4c. 

Approved For Release 2094/07/09: CIA-RDP96-00788R001500090010-7 
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[)£f'.t:J :TMENT OF YHE ARMY 
OFFICE OF"' HE ,A.£$15T.4NT CHIEf' (lf" IITAI"'F' FON INT'D.J..IGENC.£ 

DAMI-ISH 

/_' ..... 
MEMORANDUM THRU VICF. CHIEF OF STAFF, AP~ ~ 

AHNY. GE~1E;:RA.fw-.('.00NS.Eh--·(Y .. >'(. ; 7 I) tJ 1· O<:rt..i 
··-- ""'·-'-- •.. ~---··d-t.,.. ·tvr . ...-\ 

l''OR SECRETARY Of THE ARMY LJ k/ 

SU!l.TEC'l': CEtll'ER LANE (U)--~CTION MEMORANf>~~jrf 
1 

1 • ( Sl CL-1 /NOFORN) Yu rpose : TQ ob taln your approj), for the ' 
diecontinuation"of Intelligence and Security Con:ma.nY(INSCOM) 
i.nvolvement with psychoE.nergetic n~search And operations. 

2. {U) Diucussion~ 

a. (S I CL- t /NOFORN) tENTER LANE is an INSCOH Special Access 
Program which utilizes an Rspect of pi.1.r-<'ipsychology known as 
Remote Viewing (RV) as the co11.ection mt.~thod fn1· obtaining in­
fornation of intelligence inten'Ht~ Y(nJr approval for the Army 
to engage in· CENTER LANE ac t:i v iticF ~:cL•.: most tt•cently obtained on 
1 5 ep 83. "' 

b. (S/CL-1/NOFORN) CD~ INSCO~f ha:: revil~WE'd the project and 
n:.oc hed the dec i .s ion to d i n<"'on t: inue t bn comm ·md' fl involvement 
Hi th psychoenergetit'! n:Bca rci.1 and opt:· L! r. tons. Recognizing th~l t 
1NSGOH has it\vcsted considerablE' effo~ ?~ cv~;.T ,_; 1 ong period of 
time to develop the f<V tt:'chnology and hold::: '~ .nonopoly on this 
revolutiona1y concept fo:r· 'i.utellip,f'nce '.~o1!0.ction 1 he desirer 
that we not luse this knowl~lge and cxrcrience. 

c. (U) As such, mscoH intends tn do the followin~: 

( 1) (S/ CL-1/NO'FORN) C.:'ase Ci<NTE!~ LANg ·Yperations on 30 
Sep 8'•, but ;,:dlo,..;r contracts Cind t'!·,drdng t.o continu~ to 31 Dec 

·84. 

(2) (S/CL-3/NOFOf!.N) Tn:·n.s.le;:- ;n:"njcct operational aspects 
to DIA and tee hnol ogy ex tenr: ion to the US Army Medical Research 
and DevelopnHmt G..'1mri1and. In rh~ ~vent DIA is not. inter~sted in 
the tx~ansfer, N"SA will h2: ccJt1Bide!. .. t:~d 4- • 

CENTER LANE 
U.ASf.lFIEll BY CG lNSCOM 



4 • 
~ ..... 

... . 

,,. 

DAMI-lSH 
SUB._IgCT: 

1 AUG 1984 

d. (S/C.1.-1/NOfORJn It ls anticip.atl,:~d that discussion between 
INSCC'M and the ar>·.Juf' rng,,mi Zft< i·~ns wd i rr-sult !:~ a Hemorzndum 
!)( !':~n:ement transh::·:t ing all CUi'~::} LANE az~tivity outsLde of 
lNSCON, while insutitw, d1t t• .. •s,~.n·ch anLi op~rotfo,,al C3pabiliti.es 
ac·e p~.otccted cond tlH: oecpLe ;n\Jclvr•d m·e n::;i~sir,rwd on an 
f·q,•itable basir, . 

. " I (,T ' I '" ") .. , ') lJ "-1 ) u d ~- 0. f ' " f h _. (~l, ,.,-; I~l.l:' 1.f\t~. ""-'<';::•;m:._·~·L:lt~OH!· ~ 1 ;C t11e •'tct·ctary 0. t e 
Anny ap~r·uvl:': the l~SCOH ;~~mce;:t fc:: diB,::.:ntinain9, involve::uent 
.,.;3th pt:ydlo<:ne:r~~-ctic res·~'i' :·h c'·~d oper ;tiYJb and transferring 
Cf.NTER LANE fun'' ti,Jnt.. 

.,., ... 

LTC Fox/50 114 
Typed by C. 'Huggins 

!J AUG J9S4 
~··,.,. '-PPROYEO BY 

SE'CRETMtY OF THE ARMY 

. tt~vtA.~~~ 
Cr:ARrJF'.J$ !!. !Xll!Ll!ff l-----~"' 
C:lL, GS . ;· 

t~t::·~CUT i Vi': TO lHR 
;:t:Cl~Fi'IIFY OP 'i:rr;; AF:'I.l:'( 

. 
• 
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!IETAf,n MENT OF THE /\RMY u L r~ . . 

OfFICl: OF THI. f,:>..il::d AN r CHll::r Of t'il'M'T !"iY'I lNT~:l.LIGENCE 

'N.·\SHINt;TON. DC 2.~310 

l'il':l"!..'i'TO 
,u TJtNnoN 1» 

SUBJEC1' = INSCOM CENTER LPNE Project ((J) 

Commander 
USA Intelligenct' am! Secutity ComHw.nd 
Arlington Ha~l Station 
Arlington, VA 22211 

.1 n SEP :JS4 . 

l. (U) Reference memo.randum, IWSC0~1, lACG, 17 Jul. 84, subject: 
INSCO}~ CENTER L.ANE Pro·ject (U), (S/CL·-3/NOFORN). 

2. (S/ CL-1/NOFORN) The Secr.etary of the Anny has approved 
ending the It\:reJligenee and Securi.ty Command's (INSCOM) involve­
ment with psy:c.hoenerget ic n~Re;u·ch and operations. A copy of 
the OACSI, DA:u:emorandum to the Sec1ct:n·y on the subject, with 
hi t:J, noted approval, i. s enclosed. 

3. (S/CL-3/NOFORN) YGu are authorized to coordinate directly 
w! th CIA, DIA., NSA, and thf• An11y Mf'd t·(~:ll H&D CommAnd regarding 
transfer of c:c:NTEH LANE ope rat iovs MHl n~scarch. /my transfer 
0f project fH~rsonneJ, fi 1 CS, f'QUi pmE~n t, C::tmtracts 1 etC 1 Should 
be covered by'. a Hef'lorandum of Agreement. (NOA). My such MOA 
should b£.: pro~ided fot' 1cvic\ll Ly the .1\csr prior to implemen­
tation. 

L~. (S/CL-1./NOFORN) The CENTEP LANE Sp'2cial Access Program 
(SAP; should b·:- termillatcd "''~-'r trangfr;·r·n:d, a.s appropriate, once 
lNSCOH involvHnent is dlE~continuc.d. 

a. (S/GL-.:l/NOFOR\1: li the M-di.c.;.l RSd) Ccmm:-111d becomes 
involved and dc:i.J.:es ~:;\P n;-or:ert i.on, 1 ~!(' pr()j ecc nAme shoulr! be 
changed and rl':.e, Sccn-:a:_v' of Lbc Anny dul:1 f'l)tifi.Pd. 

b. (S/CL-2/N\JFOF.N) lf a non·-,\rmy agency aP:sumcs the pro-· 
jcct function5, the S:IP :.:;!1uuld be tenni:-un-:ed. u:: that agency 
desires SAP nr:n.cetio!, ::m:l suoo<nte f-:;~- nq intet"illl pe:riod this 
sh~:uld be pr.~ivided tmdo:·J: a nc~· n.~mF-. 

1 Encl 

' . 
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I'>Lf'l.'ll' T() 
J\'l' r..,m <J4'i OtJ 

DAHl·· ISH 

Command(~r 

DEPAI:tTMENT OF THE ARMY 
Of .;c!C£: OF" Ttlf. ~~~>~·I"HANT CHlFf'" Cl'' f>f,\f'F FC•A INT£'LLI'';I;.NC~ 

wA:~~-nn:.>lO~'•· ;x: l'l310 

US.i1. Intcll igenc~:: .:md Sccm·i cy Cnmmand 
Ar!.im;ton HaLt Station 
Arliniton, VA 22212 

. 

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

l. (S/CL-2/NCH·OHN) 
:~6 s~:~p s.:,, suo j r·c t; 
C.·:~~:.'ER i~i:J,NF l:'r::jf·ct. 

R.2fen~nce mcmora:1dum, INSCO~~. IAGC, 
Mcmcn~-mdum of Ag:n:;ee1ent:, Transfet· of INSCOM 

( ... "'! "'') - ''IT'A /<'I,., .. , 'NO' F~""''-T) _ l •., _,,t • :.1) l• \,) / I..·L-1 .' ·,;~l', • 

::., (U) Et~f.·."tcr~ce p.rnposed l'lemorandum of i\g:cer11cnt (MOA) is 
;r.ppt0\7 f.'d. 

~~. (S/CL~2/NOFOHN) Reqt:est you conrnn~..'r the 1.ncl.usinn pf some 
dP~•d.l on thEe~ p:cocedur:e to be fed lO\<Jf'}i in tr-ansfrc;rTing personnel 
L:) DIA. I.NSCOI"l. may dete.il the l.ndivfdua1.s tnvul·,rcd for up to one 
year to allohr time for DIA r" icl..,.~Ptify spaces. Once such spaces 
;,·~·e available, the det;;;d 1 ed personnel ma:-r bt:' given a Permanent 
Change of Stzttion. If DLA desires a ch<mge in authorized 
Rt:r('ngt:b to allo\v for fmDcdiatc PCS rc;::;.ssi.gmaE.·nt, they .may apply 
1;or J.t through JCS. OACSl, DA will f'tppor:t such a change i.n 
stotu~ if the ~Jbject becomes an issue. 

Class if i '~d hy Cc: 1 , !t~S CO~t 
D~·clas~:lfv on: (liVlH 

Lv \4;\ L~ 
\fl.! AM E. OOOM :. 
t ~nt G.sn.tral,! USA 
ACorS for jntJi~jf~ 

.. 
;,. 

'' 
' . 

l ~ 

·H'' F.rt ·: 
' t ; "' ·-

-~ 

d 
' ; 
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 niSSEMTNATION TO THOSE WITH VERIFIED ACCESS 
TO CATEGORY TH~!::~_j_12_ 

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED 
NOT RELEASABLE TO FOREIGN NATIONALS 

CLASSIFIED BY: CDR, INSCOM 

DECLASSIFY ON: OADR 

Approved For Releas~. ~. "" OjloO... Hrrss-oo7ss~· .. ' .. ·: . · .. ·., .... , ···.. . u b-\J 1\ _ C -~ ,_ ~l~·JE;GPJES 
. --· 



il&CJJ<'~lr.!tTt 
A(>proved For Release' i'rYl>ei! tit.!i-RDP96-00788R001500090010-7 

US ARI1Y 
INTELLIGENCE AND SECURITY COMMAND 

CENTER LANE TRAINING AND APPLICATIONS PROCEDURES 

INDEX PAGE 

1. GENERAL 1 

2. DEFINITIONS 1 

3. MILITARY OBJECTIVE 2 

4. MILITARY APPLICATIONS 2 

5. APPROVAL HISTORY ') 
,;_ 

6. SELECTION OF PERSONNEL 3 

7. TRAINING PROCEDURES .. 
8. PSYCHOENERGETIC APPLICATIONS 9 

9. ADDITIONAL COMMENTS 9 

10. CONFIDENTIALITY 10 

11. PHYSICAL ENVIRONMENT 10 

APPENDIX A A-1 

APPENDIX B B-1 

Approved For Releas~~-~~M!~~~~;~~-RDP96-00788R00150009001 0-7 



~pproved For Release ~Ee ~6-00788R001500090010-7 

IAGAP-F-SD 6 June 19 84 

US ARMY 
INTELLIGENCE AND SECURITY COMMAND 

CENTER LANE TRAINING AND APPLICATIONS PROCEDURES 

1 • ( S I C L- 1/ N 0 F 0 R N ) ~EN_~-~~~: The p r o c e d u r e s s e t for t h here in 
detail the acti.vities of the US Army Intelligence and Security 
Command (INSCOH) 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 ~'17h1ch expose 

_:) participants to harmful circumstances or substances such as 
drugs. 

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

a • ( U ) !_' s y <:_~.?--~~~-EJ; e__!:_:!:_ c s_ : A me n t a 1 p r o c e s s b y w h i c h a n 
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 Lhe target, nor 
does it involve c.lassical photo interpretation of photographs 
obtained from overhead or oblique means. 

b. (U) Psychoenergetic Source: 
c o mm u n i c a t e s w:ftl1··;- "-an JTO·r:··--i)ert u r-b s 

f)t. person who perceives, 
characteristics of a 

designated target, person, or even~. 

c. (U)· Psyehoenergetic Trainee: 
be a p s y c h 0 en e-rg e tfcsource:--·--·----- A person being trained to 

d • ( U) f.f:l.2'S:.~o-~~ e r_f:?_C._~_i_c_ __ ,_S_e_~.-~!.9?...: A sing 1 e at tempt by a 
p s y c h o en e r g e t i c s our c e an d "~...P in t e r v i ewe r I m on i t or t o p e r c e i v e , 
communicate with, and/or perturb characteristics of a designated 
target, person, or event. 

e. (U) Interviewer/Monitor: The indivldual 
c1 i r e c t 1 y w i t hthe-P.s·:y·c. h 0 -e-n·e-rg-et i c s 0 u r c e be f 0 r e ' 
after the session. 

who interacts 
during, and 

WARNING NOTICE: CENTER LANE SPECIAL ACCESS PROGRAM 
-·-·--·-····-... - -·-¥-··----

RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS 
TO CATEGORY Tl~R EE_j _ _3._2_ 

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED 
NOT RELEASABLE TO FOREIGN NATIONALS 

Approv~d,frr -~ele~-· ,· ~4tpll09: CIA-~IJ. fJ§&.-9()18tJR~'f500<f9l}.lho-1-NS COM 

Ow.,,.., ... ,_,.,~(! \ t:.., I DECLASSIFY ON: OADR 
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f. (U) _Re_mot(:' _____ y_~~-~~-~: The name of a method of 
psychoenergetic perception. A term coined by SRI-International 
(SRI-I) and defi.ned as "the acquisition and description, by 
mental means, of information blocked from ordinary perception by 
distance, shielding, or time." 

g , ( U ) C o o r d in a t e R em o t e V 1 e-~-~!1 g ___ (_G.~ YJ : A Rem o t e V i e 1r1 i n g 
technique t h :-~::·-- re-qu i r es ____ th-e·---;;~ -e· 0 f c 0 0 r din ate s as targeting 
information. 

h. (U) Targeting Information: 
r e p r p s en t s t he·--~t a rg e -:-tor·-·:r;_1tere"s -:t•: 

An abstract ref~rent which 

1 . c u ) I~E __ g_~_!:./.2!_~ _e : 
specific time. 

A specific area, person or event at a 

j . ( U ) _!H _:;_c:_~ e t-~---~~ at ~-: A t y p ~ o f psycho en erg e t :L c act i. 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 maTntaTn-t:Ti-e···-ql1-afity 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 but 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 targeted 
against frtendly units/miss'hq,ns, and (5) detecting and assessing 
hostile technological capabilities in specific locations. Since 
US Army personnel) units, materiel, and operations are subject 
to a similar hostile int~;lligence service threat, CENTER LANE 
can assist in devising countermeasures to eliminate or reduce 
vulncrabillt:Lcs. 

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

A. • ( S I C L- 2 / N 0 F 0 R N ) S:~~-~-'§'J~ ~- ~J~.P r_~.Y_~ __ :!:_ : T h e C om m a n de r , U S 
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 (Gt<ILL 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·'-91~Rq~96-00788R00150009001 0-7 
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the Under Secretary of the Army, INSCOM 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 
DoD 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 cations or i en ted . In the . F Y 8 3 DoD budget r'e view the Budge t 
Subcommittee of the Senate Select Committee on Intelligence 
curtailed all psychoenergetic actiyities funded by the Army in 
the Nation a 1 Foreign In t e 11 i g en c e Program ( NF I P) , but dire 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 INSCOM 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!'_~-':~_: GRILL 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 
a. y e a r 0 f p a r t i c i p a t i 0 n w i t h l.ntiie--p s y c hoe n erg e t i c p r 0 j e c t ' 

source personnel were tested by the INSCOM Staff Psychologist in 
an a t t em p t t o d e t e r m i n e a s u i t a b 1 e p r o f i 1 e b y w h i c h f u·r t h e 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 
INSCOM 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 simtlar to CENTER LANE 
personnel. Individuals who score within the parameters 
specified by the INSCOM psychologist would then receive personal 
interviews with CENTER LANE Project .personnel. From these 
interviews new project participants would be selected and 
trained. 1l!t 

b. (S/CL-3/NOFORN) Projected Selection Criteria: SRI-I 
has be en contracted to 1 nve s-t-ig~te-a nd----r-epo_r_t_ ··o·~;--·;1··-p~ r tic u 1 a r 
aspect of psychoenergetics relating to operational management of 
personnel; that is, to determine if a personality testing 
t c c h n i q u e can b c c r e a t e d w b_i c h , w he n a p p 1 i e d t o a g e n e r a 1 
population, will delineate specific individuals who exhibit a 
higher degree of talent for psychoenergetic abilities. 

c. (S/CL-2/NOFORN) Voluntary Consent: As required under 
the regulations governing ''.iTuiiian--..,..os·-e-,-,.·-·Ts··;;c;·- para 2., Appendix A), 
all personnel operate on a strictly voluntary basis, 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. 
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7, (S/CL-1/NOFORN) :rRAl~:__ __ 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. 

(I+) 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 from academic 
institutions, scientific laboratories, and research 
establishments around the world. It .i.s 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 Viewing, lectures, literature review, and 
o b s e r v a t i on Q.f o t h e r s . I t in c 1 u d e s the u s e o f 1 o 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 tl)e training session. If it 
appears to the monltor that the impressi.ons 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 e r a 1 1 y a r e n o t p e r m i t t e d t o g o b c y<6 n d 3 0 m i n u t e s a s t h i s 
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:'Ssi.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 I !\IOFORN) 

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

( 2) Administered by: Contractor and subcontractor 
personnel. 

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

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

as required. 
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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 1 through 3 a.ppertain 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 a 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 site characteristics, with 
1 n e r e a s i n g r e f i n em e n t s i n d e t a i 1 . &x p e r i en c e and t h e o r y 
extension indicates that additional increments exist beyond 

'Ill 
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 and a monitor begin by seating 
themselves at the opposite ends of a table in a special remote 
viewing room equipped with p~pcr and pens, a tape recorder, and 
an overhead TV camera which allo\..rs 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 
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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 '.rith 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 essential!~ identical as those 
previously presented except in the style of target presented. 
A 1 . . t 1 • f '1' i p p 1 c a t :1. o n s t a r g e s a r e a c t u a . t a r g e t: s o m 1 . 1. tar y n t e r e s t , 
such as US facilities or USSR sites f.rom ~1hich dnta 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. 

(l) 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 2oo4/~ti~~ (~j.&:.tbhsio788R001500090010-7 
\ - ' ·--·-~.... ..,.., ' ,, :_ . .,.,, t 

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

target acquisition methods. One program of particular interest 
is hemi···sync tra·intng 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-on-one training sessions with 
Robert A. Monroe at MIAS, whicl} are designed to "customize" 
individual techniques for specific individual needs; (4) use 
of specially designed hemi-sync environments during 
applications training done at Fort Meade. 

(S/CL-2/NOFORN) PSYCHOENERGETIC APPLICATIONS: CENTER LANE 
s our c e s can be us e d t-o-per {o-i=-m ?-sycl.i.o~r1er g e-tTC·a-p p 1 1 cat i on s in 
support of intelligence and counterintelligence requirements 
(see paragraph 3, above). The dynamics of applications sessions 
parallel those of training sessions. The sequence of events 
e on s i s t s o f t h e f o 11 ow i n g : ( 1 ) t a ski n.1'; ; ( 2 ) d e v e 1 o p me n t o f a 
collection plan; (3) conduct of psychoencrgetic session(s); (4) 
reporting; (5) evaluation. 1\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. 

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

d. The maximum number of training sessions for each· source 
will not exceed 20 per week. 

Approved For Release 2oo~o('or·~~c.~f~f:-:oo7ssRoo1sooosoo1o-7 
., , ".~~w ~ 

>,• ..;,.,..,•\>;"\. 't.~./' ~ \ c-.,., ... ,.__ ~ 



·, '·: - •· ··' .. ·--.~ ;·"' ~-·~·n .,,,_~~~· 

~pproved For Release 20Q~(Q~!q~_; __ ~l!-(~[>1:9€t-00788R00150009001 0-7 

e. CENTER LANE procedures do not involve the use of drugs, 
substances, or circumstances harmful to partjci.pants. The 
INSCOM Staff Psychologist provides continuous support to the 
project. Facilities at Kimbrough Army Hospital, Fort Meade, MD, 
are available if required. 

10. (S/CL-3/NOFORN) CONFIDEN~_Il\.!:_!_:!;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-numeric 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 i 0 n s w i 11 be c 0 n d u"ct e c~·---in . an .. 0 r d in ary- r 0 0 m a t am 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 radi.o, office machinery, and 
outside noises. 

Approved For Release 209_4~0f~~9f'C. ~~9.,9lw.:90788R00150009001 0-7 

~t-.vt-<r 
~ , C':·. ·. --. 

1 " 



AP,proved For ReleaseSE@ REDfss-00788R00150009001 0-7 

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 _!.~Sl.. _____ (_?:_l_ 

S~NSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED 

NOT RELEASABLE TO FOREIGN NATIONALS 

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

Historical Summary of "Human Use" Issue 

Counsel FOIABS 1 (S/CL·-2/NOFORN) In February 1979, the Army 
determined that GRILL FLAME activities involved 
subjects, l 

General 
ter>ting 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 determined 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 Lhe Army approved the continuation of 
GRILL FLAME activities. In October 1980, the DoD, DIA, and Army 
General Counsel jointly agreed that it would lH! 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, INSCOM GRILL FLAME 
activities ceased because of NFIP restrictions; INSCOM 
psychoenergetic activities were reinitiated ln December 1982, 
under the INSCOH CENTER LANE Project (ICLP), an S&IA activity. 
Secretary or Under Secretary approval for GRILL FLAME/ICLP 
activities has been granted on 14 January 1981, 1 February 1982 
;utd J September 19 8 3. Ap p·r.Q,V<'ll s are generally valid for one 
year. 

2. (U) 
Subjects" 

Regulations governing 
are as follows: 

"Experimentation on Human 

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

b. (U) Procedure 13, DOD Directive 5240.1-R (Inc1 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 
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1 F~ART 46-·PROTECTION OF 
HUMAN 
SUBJECTS 

Subpurt A.,-Basic HHS Policy ·ror 
ProtC"dlon of Hum:1m fh:st>arch 
Subjects 

se~. 

.u;, 101 T.1 what dn th~5e regulations epply? 

-to:>. W:Z Definition~. 

46. !OJ A.uurance~. 

46 ill4 Section reserv~d. 

46. lO:'i Sccflon reserved, 
-16 l06 :it-ction r~suved. 

46.HH lRB men1bership. 
46. WK !RB fun.:!ion~ and OJPCC:•tions. 
4<l.HN IR8 rc~!4ew of research 

411.110 Elpeditetl revtew proc~dure~ for 

cer1ain lllnd§ of n:scarch involvm~<t no 
r•vJre than minimal ndr, >Jml for minor 

d1anRU in :~ppruvetl re,.~ardt. 

46 !II Crileria fur IRB appro""! oi 
!ot,cardL 

4n II~ R~lfll:w by IR,iiiUtion. 

·li!. I j 3 su,pes"wn or ICllllinauun of I!Ui 

"P~r<lVBI of re,ear..:h. 
·H>. I 14 Cr><lperattv•: re~ur<:h. 

·IO. I l5 IIUI re.:ord~. 
411 I 16 (i.:ncrai requir~menh i!n 11\lurmed 

(Ofl:~Cnl. 

~<'• 117 Documenr;~tion of inforurcd 
(UO\Cfil. 

~6 llg Applic:lli''"' and pr<1f'•>>.ils lad;in~ 
dt~l•nue pluus for •n~oh·em~IH of human 

•ul>jecH. 
41>. II •J 1!.-u:~r~h umh:nallcn wi!hout the 

imenrtun of mvolvinr, humen suhiens. 
4(, 120 E¥aluanon and dnpositll>ll ,,f 

"l'l'h.:aumu and proposals. 
.16 t 21 lnvesltl(llllon:.tl new drug ur de~·ice 

JH-da~ delay requm::mclll 
-lt. 12:! Usc •. ,f federal funds. 
4o 1 D Early rerrnination of res(' arch 

fundln!!; cvaluauon ol sub~r.qucut 
appll.·.:won~ and pwpnsals. 

'~ I ;4 Condicion~. 

Suhpart 8-·Additionlili Protections 
lf•trtaining to Research, 
Dnt>lopmcnl, lind Relat!i.'d 
.\divWes lm·olvh1g 1-'ttu~es, 
Pn:~nant 'Wom~~~. and Hurmm 
h1 Vitro l7ertilizatiun 

Sec_ 
46.201 r\ppli<eability. 

46.101 Pu,.u~<: 

46.201 Odin•ti<.lflS. 
46. Z<PI Ettliul Advi~ory Board~. 
41', W5 Addillonal du!ic:> of !he !oulllulional 

Rev tc w Boards tn conne.:-l!on w otl'l 

acli\ ities m'olving feu.aes, pregnAnt 
women .. or human in vitro fc:~tihn1ion. 

46. 20tr General limitation!. 
46.207 Ao{tiviric~ directed tnw11rd piC):Rillll 

women as ~ubjects. 
46.;W8 Activitie\ directtd toward fc:lu'i'!s in 

IJIC:w u subjecls. 
46_ 209 Activ!lirl directed toward fetuses .::!1. 

utero, including nonviable fetuses, "s 

subjecu. 
46.210 lu:tivilies involvinr the de11d fetus, 

retal m•ll-trtaL at the pla{'enta. 
46. 2!1 Mudificalion or waiver of specific 

rcqLuremcni~. 

Subpart C-Additlonal P~·otections 
P~triaining to Biomedical and 
Behavioral Research ln<'olving 
Prisonq:ors as Subjects 

Sec 
·16.301 
41).3{)2 

46.)03 

Applicability. 
Purpose. 
Definitionn. • 

46 304 Composicion of lnslitul.ional Review 
Boards where pris.onen are involved. 

4b. 305 Addi1ional dutie§ of the lnstii!JI!OIIdl 

R-eview SuJrds where prisoner~ are 
invo[veJ. 

46.3011 Pernunrd activitie5 •nvolv•nl! 

jll'iSOI'JC!'S. 

Subpart 0-Ad1iitional l>rotections 
for Children hmJived .d Subjects in 
Research 

&'C. 

46.<1{) I To what do these regulation~ .~ppfy? 
46.402 Definitions. 
46.403 IRB dnti". 
46.404 ReY.arch not involving greater tll1111 

minim.U risk. 

46.40:5 RMe.at-.~h involving greater than 

minimal ri~k bul presenting the prrnopec! 
of direct bendit to th~ indivirluiil subjocll>. 

46.4-Dii Rf'SC:ati:h involving greater th;u• 
minimal rid ancl 110 prospect of direct 
bc-ndil to individUIIl ~ubjt'Cu, but likely !o 

yield gcneraliz.llble knowledge about the 
subjce1'1 di.~rdu or condition. 

46.407 Rescan:h not otherwise approvable 
whtch prl'sr.ou lUI opponuniry to 
under:sllmd, prevent, or aUevulle 11 seri.;>LIJI 
problem afii~cting the hea!lh or welfare of 
t~hi h.lren. 

46.44:"lll Rcquircmenl!l for pz:rmi.,.ion by 
IXlfCill~ or guardians Md for as!lenl by 
children. 

46.400 Wards. 

Au!.liority: .~ l!.S.C. JOI; >cc_ n4(al, 88 

Stat. JS2 (42 l!.S.C. 289/-J(a)l. 

Subpart A-Basic HHS f'olky fG'f 
Protecdon or HufWin Retelllrth 
Subj«ts 
Sa\lrce: 46 F'.R 13116, January 26, !911, cl FR 
1,1269, Mar(,;h 4, 191U. 

t 46. UU To what do these 
regulaUorn; 11pply! 

(a) Except as provided in 
paragraph (b) of this section, thh 
subpart applies to all research 
involving human subjects conducted 
by the Department of Health and 
Human Services or funded in whole 
or in part by a Department granr. 
conlract, cooperative agreement or 
~ellowship. 

( I) This. includes research 
conducted by D~partment cmpiO)'ees, 
except each Principal Operating 
Component head may adopt such 
nonsub!itanrive. procedural 
modifications .JS may be appropriate 
from an administrative standpoinr. 

(2) It also includes re~arch 
conducted or funded by the 
Depanment of Health and Human 
Services outside the Unired Stales. 
but in appropriate circumstances, the 
Secretary may. under paragraph (e) of 
this sec1ion 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 the 
following '7:alegories are e~empt from 
these -regufa.tions unless rhe research 
is covered by other suhpan» of rhis 
p~!rt: 

( I) Research conducted in 
established or commonly accepted 
educatitmal settings. involving 
normal edu;:ational practices, such as 
(i) research on regular and special 
cduca£ion instructional strategies. or 
(ii) re-search on the effecliveaess of or 
the comparison -among instru.::tiona! 
techniques, cuaTicula, or classroom 
management methods. 

(2) Research involving Inc use of 
educational tests (cognitive, 
diagnostic, aptitude. achievement), if 
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information taken from thes1! sources 
·'is re.;.·ordcd in such a mannc1r that 

subjects cannot be iden!ified, directly 
nr through iJentificrs linked 10 the 
subjects. 

(3) Researdt involving survey or 
interview pn'k:edures. cxccpl where 
;Ill of the fol!O\>.ing conditions exi.>r: 
(il responses are recorded in such a 
manner lhlt the human suhjccts can 

he ldelllificd, directly or !hmu.:h 
identifiers linked to the suhiccts, Iii) 
1hc "ubjcc! 's responses, if they 
ht··: a me known outside the research, 
rPuld reasonably place the subject <.ll 

risk of crimina! or civil liability or he . 
dam;.~ing to the subject's financial 
qanding or employahility, and iiii) 
:he research deals w:rh sensitive 
.1spccts of rhe suhje{'t ·.,own t•ehavior. 

'iuch as illegal conduct. drug us~. 
~C'~ual behavior. or u~c of akohu!. 
All research involving survey or 
inr1:1"view procedures 1s exempt, 
widwut t:xccp!iun. when (he 

resrondents an: dccled or appointcJ 
public offil:tah or candid:Hcs ftlf 

puhi..: offil'C. 
(4) R,:seard! mvolvin~ th~· 

t~P\1:f\ :tri,m (including obscrv<ttiun hy 
p;Jr:k·ip:mtsl of puhli.._· behavior. 
e•a·.:pt wh,~re all 1•f the tolhm in!' 
.:otabti<lnS cxi~!: (i) (1\"l~crv<llion~ .uc 

n:cordt~d in ~uch a lllilnn..:r thai the: 
hurn:m \UhJc~·rs can be identified, 
1lim:tly or thmugh identifiers linh·J 
1<1 :h.: ~ubjects. Iii) the ohscrvation~ 
rccu11.kd ahout !he individual, if tbcy 

h-·ca me k nnwn •wtside tht• re~t:ard1. 

cou;d r.:a-.onably pL.ICL~ tht• subJe..:t at 

ri~k of nim1nal tlr civil liability or be 

J;:.nn"un~ in the ~uhkct \ flnanci.ll 
\tand111g or emp!uyahi!l!y. and (iii} 
th<" ;1:\.:an:h de:lls with ~en\iti\c 
a•.pech uf rhe subject's nwn behavior 

~uch a' ilkgal conduct, drug U\e, 

c;nu.d heha•ior. <lr use of akuhol. 
(5) Research involving the 

culln:tion or swdy of existin)! data. 

du..:ume!l!S. records. p:ulwh>gical 
'1''-~cmwns. or diagnostic specimens. 
tf rhese ~ouH:e~ are publidy availabk 
or rf •h.: informarion is rt•conkd by 
the 111\t~>.Hgah>r in such a manw:r r.hat 

subjects c.Jnnnt be idcutificd, directly 
or tluou~h identifiers linked to the 

subjects. 
(6) Unless spocilic.aily reqr.1ircd by 

statute (and except to the extent 
specified in parngraph (i)), research 
and demonstration projects which 
are conducted by or subject to fhe 
approval of the Department of 
Health and Human St:rvkes, and 
which are designed to study. 
evaluate, or otherwise examine: (i) 
progr;un~ under rhc Social Security 
Act, or mht~r public benefit or 
service J-'ro3r.:uns; (ii) proct..•dures for 
obtai11ing lx11efits or services under 
those programs; (iii) possible changes 
in or alternative:» to those programs 
or procedures; or (iv) po~sib!e 
cbangl·s ~n mc.:thods or levels of 
payment for trenefit; or services 
under those programs. 

(ci The· S.!aetary has finaf 
au!lwritY !t1 dl·tamint: whclhr~r a 
parti...:ul•n <il'fivity is covered by these 
re!!ulatiDr:~. 

(d) "1 he s~:cn:!Jry m:.~y rcquin: thai 
~pet:ific rc~~carrh <KtivHics or classes 
,)f rl'~ean.:h activiue~ conuuct(:d or 

funJcd by the Department. )lUI not 
o!h,·rwi~c cov,~red hy these 

n:gulatrtms. compl)l"w•th some or all 
of these r.:gulationo.. 

(el Thc Sr.~crctary may also waive 

,tppticability of these rl'gulations to 

specific resl!atch adivities or d:Jsscs 
of rcs,~arch •«::tivlttes, otherwi.~._· 
covcrctl.,by these regulations. Notic-es 
of ihese ;l.;;·ftons will be published in 

rhe Fedaol Rt·giltN as they <X"cur. 

(f) No indiv:dual rna~ receive 
D~partmcnt funding for resea1ch 

covcr~d !Jy these regulations unles.-; 
the individual is affiliated with or 
~ponsorcd by :.~n institLition which 

a>surn.:s responsibility for !ht: 

research under an .assur.mce·s:uisfying 
the fl'i.Jllin.:m.~rHs of this pan. •.lr the 

i nd i v iJual rnak~s o:h~·r arrangcmcTI!s 
wirh th~· D~partmcnl. 

( !C l CIH!ipliiillc:c With !hc\e 
r~.·gulatinll' 1.\o ill in nn 1.\o;ly render 
in.1ppi t<:Jhk p~.:ninent federal, ~!;111.:, 

1Jr loc:1l laws or regula:wns 

(h} Each subpart of these 
regulations contains a separate 
section describing to what rhe subpart 
:1pplics. Rc:sean:h which is covered 
by more tha.n one subpart sh;1ll 
..: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 nor 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 

Secretary of lkallh and Human 
Services and any other officer or 
emp:oyce of the Depanmem of 
Health aml Human Scrvi<.:es 10 whom 
authority has been delegaled. 

(b) "[>l:partment" or "HHS" 
meuw> the Dcpartmt:nt of Health and 
Human Servkes. 

( c!;,~~!tt~f,~!J£l~~~,-Jr jilli.J!~ic 
Qr __ pnv~~,~~i£t.ifL~~!!!t<ft·iincluding 
federal~ swte. ;~nJ_ QID"'-~.nf;je:f}. 

(d) ''Lr;gally authorized · 
representative'' means an individual 
or judicial or other body authorized 
under applicable law to consem on 
behalf of a pro~pective subject to the 
subjecl's participation in the 
procedure(s) involved in rhe researd1 

(e) "Rc:t;eucb ·• 
1
111eans a 

systematic investigation designed to 
develop or t~ontribute to generalizable 
knowk·dge. Acr.iviti~s which meet 
this definicion con!ititute "rl!search" 
for purposes of thesr! regulations, 
whether or not they are supported or 
funded under a program which is 
consiJered research for other 
purposes. For eump!c, some 
"demonstration" and "service" 
programs may include research 
activities. 
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(f) "Human subject~:· means a 
living individual about whom an 
investigator (~hether profcs'itOnal or 
"udcnt) ~onducting research obtains 
(I) data through intervention •Jf 

interaction wuh tht~ indiviJual. or{.'!) 
idcn1ifiahk private inf,mnation. 
"lntcrvention j' includi&"~ both 
physical procedures hy whkh ._lata ;1rc 

t~athercd (for example. venipuncture) 
and manipulations of the suhject or 

the ~llbJcCt 's environment r.hal an: 
p.erformed f;)r research purpnscs. 
''Interaction;·' includc:­
communication or Interpersonal 
contact between investigator and 
s.tJbjcct. ~·Private information"' 
indudt~'> information about ochavior 
ihal <KCUf":'l in a context in which an 
individual can reasonably C"tpect that 
IW obscrv:uion or recording is taking 
plac·e, and information which bas 
heen provided for specific purposes 
h:v an individu:.1l ~mJ which the 
inJn·iJual can reasonably expect wtll 
nul he mad.: public (for cumpk. a 

medical rcl'ord). Pnvatc inlurm:Hion 
rnu~t he indtv!dually idcnltflablc 

(i.e .. the identity of the subjc1.·1 is or 
may rcaJlly be aliccrtaind by th~~ 

invc~tigator or associated v>ith the 

infl)rmation} in <)rJa for obl<tining 
the infvnn.llion h.J con'<li111k w~c;m..:h 
~rwolving hurnan ~ubjccrs. 

I g) ;,Minimal ri!&.k '~mtans thaHhc 

ril>k:i of hann <UHidpat;:d in ih~ 
prupmwd resean.:h :mz: not greatl!'r, 
cmmdcring pn1b::;bilily ano 
magnitude, !him dum:~ •lTdinarity 
cncountere\.1 in t.!aily !if~ or during til1~ 
perform;wce of rm.nine physical 11r 

psychologi~.:al c:-taminatiow.> or tesh. 
I h) "Certification r means rh.: 

<'-l"ficial notification by the institulion 

1,1 the Dc:panmcn! in accortlanL·.:: w11h 
the requiremen!s of lhis pari that a 
r~;,carcil proJect or activity involving 
hunJan subjc(IS has been n:vtewcd 
and appl'oved hy the,Jn~~i~utitmal 
Review BQard (~fU\J in iiccordance 
wu.h the tapJ.noved as.surarH:e vn fik at 
HHS. ~Cenific:uion i£ n:quned wh~n 
the re~earch is funded by !..lie 
Ikpanment and not otherwise exempt 
in accordance with § 46.!0l{b)) 

§ %. l CJ AtiSurantes. 
{a) Eac·h in. titution engaged in 

rc~~.;Jr;. h ..:t>ver.:d hy thc~.e regulations 
~hall provtdc ~ril!cn as<;urann: 
~;HJ:;f:t~~t<,ry to the' Senctary thai it 
wili compl•. with !he:" requirem>!nls set 
forth lll these regulations. 

(b) Th!.! Department v.ill conduct or 
I und n·scardt -:overed by th,·~c 
regulation~• nniy if the institution has 
an as!>urance approved as prov1Jed in 
this section. and only if the imtitution 
hits ..:erlificd 1\) the Scactary that the 
research has been reviewed and 
approved hy an IRB provided for m 
the assur;mce. anJ will be subject to 
(:ontinuing review by the IRB. This 

'assur.ancc shall at 11 minimum indude: 
(I) A statcmt:nt of prim:iples 

>:!OVernmg !he institution in the 
dis.:hargc of ils responsibilities for 
proicL·ting the rignts and wd !are of 
human subjt:c!~ of research o..:onJu'-·rcd 
.. tt or sponson:J by the m~titutinn, 
rc;;ardkss of s.ource of funding. This 
m•1v inclul~e an appmpnate cxi:>ling 
.:odt:. Jrdarati()n, or statement of 
dhit:al prin<:iplcs. or a :,t;w.:mcnt 
furmulato;;J by the instttutinn it:.df. 
This rcquin:mt:nl does nor prct>mpt 
provisions •lf the\C regul:lliL>n~ 
applicthlt: !tJ Dcp;m meru. fu mkd 
re\car~h and ~~ n~l app!icahlc: to .:my 
re~carch in an cx..·mpt cat..:-t:ory lisrc:d 
tl1 § 46.101. 

( 2) Dc:-.i~n;l!rvn of ow: or mme 
IRBs established in accordance with 
the requirements of this suhpJrt, and 
for wh·ich pmv-i:,ions ure made for 
rncetm g'·span: and sufficient staff ro 
:;upport lhc: IRI3 's rrview ami 
rccordkeep: ng duties. 

!.H A I iM of l.he I R B member:; 
idcntifi.:u hy n.tme; l"arncd d~~grees; 

rcprest~nlative o:apac1ty; indication!> of 
experi~.~nee such as board 
ce!lit"ii.·ations, liccn\es, etc., 
sutfi,:icnr to Jescrib~ r.ach member's 
dud :mtiripa!eJ contributions to IRIJ 
deliberations: and any employment or 
orhcr rdati(1nship between each 
member and IIH.~ institution; for 
example: ful!·time employn:, part­

tinw employee. memb•:r of governing 
pand ror buarJ, stod.Jwldcr, paid or 

unpaid consultanL Changes in IRB 
membership shall be reported 10 the 
S·x·rera.ry. 1 

(4) Wrinen procedures which the 
iRB wi II follow (i) ft)r conducting its 
initial and continuing re'tli~w of 
research and for reponing its findings 
and actions to the investigator :1nd the 
institution: (ii) for determining which 
projects require review more oflea 
than annually and which project! 
n~ed verification from suurces o!her 
th<m the irt>t'estig;,alors that no material 
changes have occurred since previous 
IRB review; (iii) for insuring prompt 
repQrting to the 1RB of proposed 
.-hanges in a research activity. and for 
ins•>ring that changes in a.pproved 

.re.•ean:h, during the period for which 
IRB approval has already been given, 
may not be initialed without IRB 
review and approval except where 
necessary !o eliminate apparent 
immediate hazards to the subject and 
{iv) for insuring promp1 reporting to 

the IRB and to 1he Secretary 1 of 
un:mtidpa!cd pmb!cms involving 
ri~b hi subjects or othas. 

(c) The a%urance shall be executed 
by an individual authorized to act for 
thr. institution and to assume on 
hchalf of th1: institution the 
ohliga1ions imposed by these 
regulations, and shall be filed in such 
form and manner as the Secretary 
may pces~tibe. 

(d) The Secretary will evaluate aH 
as'iUrO}nces submiued in accordance 
wi~h lhese regularions through su<:h 
officers and employees of the 
Depanmcnt and such e~perts or 
consullants engag~d for this purpose 
as the Secre[ary detennines to be 
a.ppmprii.,le. The Secre1ary 's 
evaluation. will take into 
considera1ion the adequacy of the 
proposed IRB in light u! the 
anticipated scope of the instinuion's 
research activities and the types of 
subject popula1ions Jikc:ly to be 

I Repom shoold be filed with tile omce 
for Protection from Research Risk~. Natiuoal 
lnttllutn of Hc~lth, Department of Hnhh 
and Human Se!"111Ct:1, Bc1he~da, M~ryl<~nd 
20205 

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

t: 

' 

' 



45 CFR .if.6 Approved For Release 2004/07/09: CIA-RDP96-00788R001500090010-7 Page 7 
..,,_,.-~ . .,_,.,.,.,.,.,....,_ .... "' ~.,._..._., ..... -.-~-'--...-.•'-A-•~-·••~•·-~-·· ·~··•• _,_.,,~..,_._,,~,.....,,._,.-•- _,..., .... w_.,.,,..,.,,_~~-.,-•,.*•ffl•~- ..... -----·-- _.,......,.,.,. ...... ,.---·-

involved, the appropriateness of the 
, proposed initial and continuing 
revh~w procedures in ligh! of the 
probable risks. and the stze and 
complexity of th-: institution. 

(e) On the basis of this evaluation. 
th.: Secretary may approve or 
disapprove the assurance. or enter 
into n<:goliations w develop an 
approvable one. The Secretary may, 
limil the period during whirh any 
panicular approved assuram:e or class 
of approved assurances shall remain 
effective or otherwise condition or 
reslrict approval. 

(f) Within 60 days after Ute d:ue of 
subnussiun to lUIS of an applic;uion 
or proposal, an in~titution wilh an 

approved assurance covering the 
pmpt.>sed research -;hall cert.<fy that 
rhe application or proposal has been 
reviewed and approved hy the IRR. 
Othc:r ir.~rirutions shall cenii_y !iJal the 
appl icalion t'r proposal has ht.~cn 
appwveJ by !he JRH wi&hin JO uJy~ 
a!ta receipt of a request for such a 

''"rtrfrcation t'rum lhc Ot:p•utmcnl. lf 
•he ~.·enificarwn 1s nnt subm:ltl~d 

within th:sc time limit:-., 1he 
applkation or proposal may h.: 
returned lo the institution. 

* .${d04 [Res.:rved] 

•} ·Hi.l05 [Reserved] 

·~ ·ild06 [Resen~) 

·~ ·-i6.107 IRB membership. 

\<I l Each IRB shall !lave at least. 
five members. with varying 
hackgr•JUnlh to proml'te cmnpkte and 
:.;J~~qu;;!e review of research <H:!!vilie'i 
commonly conducted by the 
m~ltll.ltwn. The IRB shall be 
:mfficiently qualified through the 
experience and expenis.: of its 
members, and the diversity of lhe 
:nembeu' baclic~rounds i~ludin~ 
c-.::msideration of the racial nnd 
~ultural backgrounds of meml::.ers and 
~.:nsi!ivity to such i~sues as 
l'l'llmJUnlly auimdcs, to promote 
re:-pco:t for its advice and counsel in 
~aiq~uarding the rights and wc~lfarc of 
lwman suhjecls. In addition to 

possessing the professional 
competence ne(:essary to review 
specific rt'search activitit:s, the IRS 
»hall be abk to ascertain the 
a,~ccpti!hility of proposed research in 
terms of in~titutional commitments 
and regulations, applicahlc law, and 
standards of professional .:onduct and 
practice. The HtR shall therefore 
include pers~.ms knowledgeable in 
th.:~e areas. If an IRB regularly 
re••iew!; rt!~e<.m:h !hat involves a 
vulnerahle ~·ate gory of subjects, 
including but not limited to subjects 
(,:overed by other subparts of this pan. 
!he IREI shall mclutle one or more 
individuals who are primarily 
~.:m11:erncd wnh the welfare of these 
subject!;, 

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

(c) Each IRB shall include a& least 
one member whose primary concerns 
are in non~tcieotific areas; for 
e)lamph:: lawyers, ethici~t!>, members 
of !he Uerg) . 

(dl E:~d1 IRH shall im:lude at leas! 
one memher wkhJ is not oLherwise 
affilia!cd wilh lhe institution and who 
is not p.m of the immedi~te family of 
a pcrs.m who is affiliated with the 
institmion. 

(el No IRB may have a member 
panicipating in the lRB 's initial or 
continuing rc:view of any project in 
which the member hlis a conflicting 
intere:ol, C-'cept to provide 
infmmaiiDn requested by the lRB. 

(f) An IRB may, in its discretion, 
invite indiv1duals with competence in 
special Jr..:a~ to assist in the review of 
complex issues which require 
expertise beyond or in add1tion to th;ilt 
availablt~ on the IR B, These 
1ndiviuuals may nut \o·ote with the 
IRB. 

§ 46.Hm IHB functions und 
nperatiuns. 

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

( :1) Fol f,;yv written procedures as 

provided in § 46.l03d>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 IRB 
are present, including at least one 
member whose primary concerns are 
in nonscientific areas. In order for the 
research to be approved, it shall 
recei11e the approval of a majority of 
those members present at the 
meeting. 

(c) Be responsible for reponing to 
the appropriate insti«utional officials 
and the Secretar)' 1 .any serious or 
continuing noncompliance by 
investigators with the requiremems 
and detenuir1ations of lhe IRB. 

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

authority to approve, require . 
modifications in tto secure approval), 
or disapprove all research a~tivitics 
covered by these regulations. 

fb) An IRH shall require that . 
information given to subj"ts as part' 
of informed consent is 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 
lRB ·s judgm.:nr the information 
would meaningfully add 10 the 
prm.:clion of the rights and welfare of 
subjc..:K 

\r) An IRB shall require . 
documentation of informed consent or 
may waive documentation in 
accordance with § 46.117. 

(dl An IRB shall noti.fy _ , 
investigators and the instilution in ' 
writing f.>f its decision to approve or 
disappro11e dl4: proposed research 
activity, Of of modifications required 
lu sr..:ure lRB approval of the 
research activity. If lhe IRB decides 
to Ji~;approve :1 r~search :.1.\:tivity. it 
shall include in its wriuen notification 

1 Rc:poru sbould b.c tiled with lhc Offi.:c 
for P<<•tectwn from Re~c:.Arch Ri>ks. Nativnal 
ln~tllute~ of Health, Dcpartmenl of l!eal1!1 
and liuman Service>. flelhc!dl.l. P.hryl;aad 

2020~ 
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a i>tatcment of the reason.1 fl)£" its . proposals which ave een app!Ove anr.rnn.Mately-docum.;okiJ, jn 

· under tbe procedure. rY -r· · . . 
,decision and give the ilwesttgator a~ (d) The Secretary may rt:slrict, acco~dance with, and to the extent 
opporturuty to respond in person or m suspend, or tenninate an inslitulion 's requm:d by § 46.11 ~. 
writing. . or IRB . ., use of the expedited review (6) Where appropnate, ~h~ re£Carch 

(e) An IRB shall cood~ct procedure when necessary to prolect plan_m.akes adet{Uate provr.smn for 
continuing review of rest·Mch covered lhe rights ur welfare of subjects. momtonng the da~ c:o!~ected to 
by these regulations at interv~ls insure the sefc:ty of subJeGb. 
approprialc: to the degrt>e of mk, hut (7) Where appropriate, thl!!re at!' 
0

;31 ie5S than once per year • and shall §46.1 H CrittriM for IR.B adequate provision~ co pr~~ th~ 
have authority to observe or have 

3 
approval or research. privacy of t:.l:lbjectJ :and to maumun 

(hird party observe the consent (a) In order to appro~·c r.::search the confidentiality of dat:l. 

process and !he research. coverrd by these regulations the IRB (b) Where some or all of the ··-·-

sh.lll determine !hat all of the subjects are likely to be vu~nerabte to §4.6.110 E:tpedited revie'" 
pn:w:::edures for certain kinds of 
research Jnvoiving no mm·~: than 
minimal r·isk, and for min.u~r 
dumges in approved research. 

{a) The Secretary has ~st&blished, 
and published in the Fcd~tral 
R£gi.~ur, a list of calegories of 
rcszo:arch that may be reviewed by !h,;: 
am through an expedited rcvic:w 
procedure. The lis« will be _am~uded. 
a; appropri:.\le, through perwdu.: 
n:rHbli.cation in !ht: Frtiaa/ 
Re•{<iisur. 

lhl An l.RB may review sonh:: 0r all 
of the research appearing on lh!.! list 
through an expedited review 
prt><:edure, if the resean,;h involves no 
uwre than minimal risk. The IRB m.s~y 
ah<l use the expeditc:d rt!View 
procedure w revi.ew minor dumges in 
previously approved research dunng 
the penuJ for which approval IS 

authoriz.ed. Under an expedited 
review pmcedurc, the review may be 
~:;~ried out hy the IRB chaHpcrson or 
bv ,,nc or more c:-tperienced reviewers 
d;:sigmued by the chairperson from 
among members of lhc IRB. In 
reviewing the research, the reviewers 
may exercise all of the authorities of 
the lRB except that the reviewers may 
nol Jisapprove the research. A 
research activity may be disapproved 
on!v afler review in accordance with 
the· non·e!{pedited procedure set f0rth 
in§ 46.108(b). 

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

following n!ciuircments arc satisfied: coercion or undue influence, sucb as 

( 1) Risks to r>ubjcct.s are persons with acute o-r severe physical 
minimiz.ed: (i) By using procedul'es or mental illness, or persons who are 
which are consislenl with sound economically or cducatimtally .. 
rc:':carch design and which do not disadvantaged, ap~pr~a~ J~~itiou!· 
unnecelisanly ex-pQse subjects to risk, ufeguardc hAlve been included in the 
and (ii) whenever appropriate. by study to protect the rights and welfare 
usmg procedures aiready being of the:<>e subjects. 
performed on the subjects for 
diagnostic or treatment purposes. . 

(2) Rh.L:s to subjects are reasonahle 
in relation to anticipated benefits. if 
any. to subjects, and the importance 
of 1h1; knowledge thai may ru:asonah!y 
b·~ c~pccted to result. In evaluating 
risks and benefits, the IRB should . 
C:Qnsider on~)' those risks ;lnd benefits 
that may resuh from the research (as 
di<;tingt;i~hed fnmf risks and benefits 
of thempic$ subJects would rt~ceive 
even if not participating in !he 
resean.:h). The lRB should nol 
eonsider possible long--range effects 
of applyin:~ knowledge gained in lhe 
resc:u~h (for example, the possible 
effects o"hhe re5earch on public 
policy) as among those research risks 
that fall within the purview of 1ts 

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

equi~ble. In mating this assessment 
the JRB should take into accoum the 
p:nposl"'s of the research and the 
setting in which the research will be 
conducted. 

(4) lnfonned consent will be 
sought from e;sch prospecth-e subject 
or \he ~wbject's legally authorized 
reprcscl'ltalive, in accordan~e with, 
:ind to the c~tent required by 
~ 4ri.ll6. 

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

regulations that has been approved by 
an IRB may be subject to further 
appropriate t·eview and approval or 
disapproval by officials of the 
instinnion. However, those officials 
may not approve the research if it has 
not been approved by an !RB. 

t 46.1 U Suspension or 
termination of lllB app.rovel or 
research. 

.• . • - 4 
An IRB ihall ha11e ~~~~t.Y~toJ 

suspeoo or term.tn~te approval of 
resean:h tha& is "no~ being conducted 
in at.:cordance with the IRB 's 
requirements or that has been 
associated with unexpected serious 
hl.UlT! to subjects. Any suspension or 
termination of approval shall include 
a statemenl of the reasons for the 

. ··IRB '1 acti_op and sba!l be reported 
promptly to the investigator, 
appwpriate institutional officials, and 
the Secretary. 1 

' Repons tll011ld be filed wilh d1t: Off1.ce 
for !'rotection from Research ltisks, National 
ln$UIUic1 of Health, lkp.utme!·:t of He:alth 
•md Human Senrice'. Rclhesda, lobrylaftd 
20205. 

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



§ 46.ll4 Cooperative research. 
Cooperative research projct:ts are 

those projects. oonnall y supported 
ihrough grants, contracts, or similar 
arrangements, which involve 
wsliiutionli in addition to thl.'- grantee 
or prime contractor (such as a 
.:ormactor with the gramee, or a 
•;ubcnntractor wilh !he prime: 
contrador). In such instances, the 
grantee or prime contracror remains 
r.;:~ponsible to the Department for 
safeguarding the rights and welfare of 
human subject~. Also, when 
CO!)peruting instilutions conducr some 
II( all <i>l the research involving some 
or all of thl.!'se subjects, each 
cooperating tns!i!Ution shall comply 
with rh.:sc regulations as though it 
r,,~cc1ved funds for its parricipatiLm in 
the project dire(·tly from the 
Department, ex(:ept tha! irl complying 
with !he~ regulatmns imritu~ions 
ma} usc joint rc~;icw, rdiance upon 
t'it" review of another qualiti~~d IRH, 
<tr ,,;mil;,r :~rrangcmcnt~ a1mctl :11 

:1\itlldann.: of dupl~~:auon of dfl>rt. 

~· 46.115 JRB r«o~s. ~ 
\<JJ An insriwtion, or where 

arrrnpriat•~ an I RB. shall prqnrc and 
mJtnt:.un adel.)u:ue documentation of 
H<H activities, ir~duding the 
following: 

( I) Copies of all research pwposals 
rev H~wcd, scicntifk evalu;ttions, if 
any, that accompany the proposals. 
approved sample consent documems, 
fH<)[!ress reports submitted by 
inv,:s!lgators, and reports of injuries 

W SllhJCC!S. 

(2) Minutes of IRB m~~·etings which 
~hall be in sufficient detail to show 
attendance at the meetings; actions 
!ahn by the IRB; the vol~ on these 
:.acwm~ including the number of 
n1emhc:rs voting for, again~t. and 
:lhsr;lining; the basis for requiring 
.:hangl!s in or disapproving research; 
;md a written summary of the 
.fi,cu~sion of controverted iSMH~s and 

their resolution, 
(3) Records of ~~on!inuing n~vi<C"w 

at:ti>Hies. 

( 4) Copies of all correspondence 
between the IRB and the 
investigator~;. 

(5) A list of IRB member:;; as 
required by § 46. 103(b)(3). 

(6) Wriucn procedures fur the IRB 
as required by § 46.103(b)(4). 

(7) Statements of significant new 
findings provid~d to subjecrs. as 
required by § 46. ll6(b)( 5). 

(b) The records required by this 
regulalion shall be retained for at 
leal>! 3 years after completion of the 
research. and the rcmrds shall bl.~ 

acces.sible for inspection and copying 
by authoriz.ed representatives of the 
Department at reasonable times and 
in a renson:1ble manner. 

§ 46.116 Genf'ral requirements 
for informed consent. 

Ex~:ept as provided elsewhere in 
this nr other subparts. no invcs1igat:H 
mJy involve ;1 human bein~ as a 
suhjel·t m re~t:<w.:h coven~d by rhc:-.e 
regulations unles~ the investi~a!or ha.~ 
obtained the legally effecrivt 
iufonned cc:msent oi the subject or r.he 
subject's legally authorized 
repn::st::nlative. An investig.ltor ~hall 
"ieek ~w.:h consent only unqer 
circum~t<wccs !hat provide the 
prospective subjet't"or tl.e 
representative sufficient opportunity 
to consider whether or noi to 
p<irtidpale and that minimize the 
possibility of coercion or undue 
influence The information that is 
given to. 'he subject ur the 
reprcscnt;iive shal! !>e in language 
understandable _to lhe.subjecl or the 
representative~ .No informed consent, 
whether oral oi'wr'iuen, may include 
any exculpatory language through 
which the subJeCt or the 
representative is made to waive or 
appear to waive any of the subject's 
legal righcs, or releases ot appears to 

release the investigator, the sponsor, 
the institution or its agems irom 
li:1bility for negligence. 

(a) Ba~rc elt~mems of informed 
cunscn!. Except as provided in 
paragraph (c) or (d) of this s~won, in 

seeking informed .S!'»Pknt the 
following information shan be 
provided to eadi subject:.· 

'
1 

,.,.. ff) 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 any reasonably 
.~foreseeable risks or discomforts to the 
·-i subject; 
. {'J) A description of any b~nefi!s to 
\the subJect or to others which may 
· rea:mnahly be C'XJ><'Cled from the 
-1 rcsc.an;. h; 
·; • (4} A disclosure of appropriate 
• alternative pr~x:edures or courses of 

treatment, if any, that might be 
. advanlageous to the subj.:cl; 

(:5} A statement describing the 
· ex rent. if any, 10 which 
confidentiality of records idenlifying 
the subject will be maintained; 

(fil For research invohing more 
than minimal risk, an explanation as 
to whether any compensation and an fv A 

. explanation a.s to v.hether any 
medical rreatments arc available if 
injury occur.~> ant!, if so, what they 
cons1sr of, or where further 
info':,Wation 111ay be obtained; 
.ffl An explanation of whom to ..-r 

contltct for answers 10 pertinent 
question~• abou! the research and 

. rescan.:h subjects' rights, and whom 
to conlact in the event of a resemrch­
'related injury to the subject; and 

, ,~ A ~tatement that particip<~tion i:o 
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 
without penalty or loss of benefits to 
.which the subject is orherwisc 
entitled . 

.1' 
(h) Additional elements of 

informed coment .. When appropriate, 
one or more of the following elements 
of intormation shall also be provided 
to each subjc(l: 
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""""-----~~ .. _ ..... ......, __ ,, _________ ..,. __ .~ .... -.... ~ .... --.... -·-.,.·---·~----.. ~.~--..... .,. ..... --. ................. ,_"~'""'"""' .... _'_ 
:~· :(I) A state~t?f{h~~£\,~~~rfiAIFR5e ~~OJ~Alt:~~-~H9oft~~788ROO~ij0~'6~9-ohunity to read it before 
;ueatmenl or procedure may involve clement:> of iuformed consent u:t it is signed; or 
~Jisks to the subje~t (or 10 the embryo forth above, or waive lhe (2) A.~~·~_f.f;mn•"wnfwn 
~or fetus, if the subject is or may requirements ro obtain inforrned consent document stating that the 
~become pregnant) which are ,~urrt:ntly consent provided the IRB finds and clements of informed consent 
;unforeseeable; documents that: required by i 46.116 have beetJ 
~: (2) Anticipated circumst:mce;,; (I) Th~ research involves no more presented orally ro rhe subjt'..ct or rhc 
~under which the subject's than minimal risk to the subjects; subject's legally aLHhorized 
t 1.nrtic.:ipation may be tcrminal<'d by (2) The waiver or alteration will representative. When this method is 
t che investigator witfaout regard to the not adversely affect the rights ami used, there shall be a witness to the 
~5uhject's consent; welfare or the subjectm; om! presentation. Also, the IRB shmU 
,11 (3) Any additional costs to the (3) The rese<\rch could not approve a written summary of what is 
;subject thai may resul' from practicably be c:mied out wuhout the to he said to the subject or me 
)>;micipalion in the research; Wilill·er or alteralion; and representative. Only the short form 
: (4) The consequences of a (4) Whenever appropriate. the itself is robe signed by the subject or 
~subject's decision to withdraw from subject~ will br pnw11.led with the representative. However, the 
• !;lhe research and procedures for additional pertinent informa1ion after witness shall sign both the short form 

1orderly termination of participation particip<ttion and a copy of the ~•1mmary, and the 
~by the subject; (e) The informed consent person actually oouuning consent 
~-' 15) A st.atcment that significant requirements in these regulations are shall sign a copy of the summary. A 
! ucw findings developed during the not intended to preempt any copy of the summary shaU be given to 
i· course of the resean.:h which may applicable federal, s.tale, or local laws the subject or the representative, in 
j> rda.te to che subject's willingncs~ to which rcquir~ additional informalion addition to a copy of the "short 
j continue participalion will be to he di~;dosed in order for informed form " 
~ p1ovided to the ~ubje.:t; and comcnt to bt~ legally effective. (c~· ifn Ut9 may ~ai,~(~e,..,,, ., 

} 1 t>l The ;~pproximare nur11i!wr uf (0 Nothing In these n:gula!ions is reqmrement (or the mvesttg!!ttorio 
.• " ~UhJCCt!. involved in the ~tWi)'. illlt~ndcd IO limit the authority of a Obtain l signed COOSefttfomi ({,f;~e 

{.;:) An_I~B.~.n~~.t!'.R~9~S.~:c~nl physician tll pmvide cmerge119 tu all subjects if it fit~Js eir!li:r: 
. pn~~~-d-~.$~ doet....nOt...l~te~il~; or rnedk.JI care. w the extent the (I) That the only record linking the 
"'·:,;ch ~;Jut•ne or aU.oi . .thc.. phy.,ician 15 pcrmineJ to du so under subject and the re:.earch would be the 
c:~:tQJem:i inf(\t"med consent S~l applicable ft~deral, Slale, OJ local law. consent document and the principal 
f1lnh above, or \r.rtaive the ri.!quirernc:nt "' risk would tx! potential harn1 resulting 
to ohtam informed li:onscnt provided I •16.117 [J.ocnmentadon of : from a breach of confidentiality. Each 
the IRB finds. and document~ that Informed conse11l. subjec~ will be asled whether the 

(!) The research or dt:monstration (a) E:o~cept as provided in subJect wants documentation linking 
pmje.ct is to be conducted by or paragraph (c) of this section, !he subject with the research, and the 
subject to the approval of state ()I' informed (:01aser11 shall be subject's wis~;es will govern; or 
local government officials auJ j5 documented by the usc of a wrinen (2) That tbe re:carc;hp1etel;ll$ 
designed to studv, rtvaluate., 0 .. conl>ent. form approved by the HUl ~ Ah1JII·t:· :llinimo;Jl (.'.·.~ .. k .•. of'ba. '~ 

J • su""' .. c s an~.~, mvo~ veil r:\l pi· 
otberwise examine: (i) programs and signc:9 hy !he suhject or the for .wbkfi ·wrl.tten c · · ·· 
under the Social St:curity A.t:t, or subject's k~gally authorized riquire(foutslde o'f co: rese>lrc 

O 'h"'r publi"c l .. ·nefit or serv•c-.. represemative. A conv shall be <•,iven conte,.;t. 
•·· ... ox: • "" "J ~ In eases where rhe documentation 

programs; (ii) procedures for to the persun signing the form. requ~remcnt. is w~ived, the IRS may 
obtaining benefits or servk:es under (b) Excc:pt as provided in rf'qusre the mvest1g:uor to provide 
tlw!>t: programs; (iii) possible dumges paragraph (cl of this section, the subjects with a written statement 

·o""sent t'o b ··h ,. h reaarding the research. in or alternatives to those programs ~; "· rm ma.y c Ch er ,1, I e co-

or procedures; or (iv) possible following: 
changes in methods or lcvds of (I) A wriftt'n consent document 
payment for bellcfits or services under that embodies the elements of 
!hose programs; and informed consenl required by 

(2) The res.e:uch cuuld nor § 46.116. This form may be read to 
practicably be canied out without the the !>ubjcct or the subject's legally 
waiver or alteration. . . , , . authorired representative, but in any 

(dl An IRB may·approve a consen£ event, the inve~tigator shall give 

procedure which d~~.'!()_r_indude, or either the :mbject or the representative 

§ 46.118 Appilutions and 
proposals l.11cking definite plans (oro 
involvement of human subjeds. 

Certain types of applications for 
grants, coopg:rative agreements. or 
contracts are submitted to the 
Departmenl wi(h the knowledge that 
subje\:t:; may be involved within the 
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,period of funding, but definite plans 
would not nomtally be set forth in the 
application or proposal. These 
indude activities such as instimtional 
typ.:- grams (including bloc grants) 
wht:r~ selecl!on of !;pc:cific projecrs is 
th(: institution's responsibilit"y; 
re~can:h rraining grants where the 
acuviti~:s involving subje~~ts remain to 
he selected: and projects in whkh 
human subjects' involvemcnl will 
depend upon complcrion of 

in~rrurnents. prior animal studies, <>r 
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" lOI(b), no human 
subjcc1s may be involved in any 
project supp<>rted by these awards 
until the project has been reviewed 
and approved by the IRB, as provided 
in th~.~sc rcgulatiuns, and ccrufication 
:-·Jbrnmed to lht~ DepartmenL 

~ 46.119 Research undertaken 
without the lnh~ntion of invulving 
hum;m subjects. 

Ia 1he event rcscan.:h (conductt"J or 
funJeJ by lhe DepanmenO is 
undertaken without the inrcmiun of 
invll1V1i1!,! human suhjerts, but it is 
l.Jt<.'r proposed to usc human ~uhjccts 
in 1hc research, the resear..:h sh;d! !ir~a 
h: r.:viewed ;md approved by an !RB. 
a:. pruvidcd In thest: regulalio:1s, a 
ccwtication submll!t~d to the 
Dcpanrncnl, and finJI approval gavcn 
''' tht~ prop<>'>cd ch3n!,ie by tlw 
D.:r•:~nnh~nt. 

§ .!6.120 Evaluation and 
<Hspu.,ition of applkations ami 
propuso.~ls. 

{~) The Secretary will t~valu<He 3!1 
appiu:atwns and proposals involving 
hun;;.m ~ubjc..:!s subrm!lcd to the 
Tkpartmenl through su•~h officers and 
employees of the Department :~nJ 
w~h e;,pcrts and consultants as !he 
Sc:ot:t:ny determines to b(~ 

c~ppr"pnalt·: This cva!ua!ion will !akc 
ww consideration the l'isks 10 the 

~UbJt:>.::ts. the ade-tuacy of proteclion 
a)!:llfl~! thcse ri~ks. tht: potential 
h.:ndits 1Jf the propo!ied research to 

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

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

t 46.121 Investigational new dru~: 
or device J.~y delay requfrement. 

When an institution is required 10 

prepare or 10 submit a certification 
with an upplication or proposal under 
these regulations, and the application 
or proposal involve:. an 
!nvcstigalional new drug (within the 
meaning of 21 USC. 355(i) or 
357(d)) or a significant risk device (as 
defined in 21 CFR 8J2.3(m)}, the 
institution shall iden'tify the drug or 
device in the certification. The 
institution shall also sl<lte whe1hcr the 
30-day interval required for 
investigational new drugs by 21 CFR 
Jl::!"J(a) awl tor -;ignificant risk 
device!> by 21 CFR 812" JO has 
dap~cd. ur whether tht' Food :md 
Drug Administrarion h:1s waived th;ll 
n!quirenwnL If the 30-Jav int.-rval 
ha~ expired. th!:' iusriw1io.n :.hall stall:: 
whcth.:r tllc Food afi'J Drug 
Administration ha!; reqiH~\tcJ rhat the 
s11m:_,.or rontinuc to withhold or 
n:~trit:t I hi! use of the drug or tkv in~ 
tn human suhjects" If thi! 30-tlay 
interval has no! expired, and :1 \""aiver 
ha~; nm been received, rhc in,titution 
shall •,end a~saarcnwnt lo !he 

Dt·partment upon expiration of the 
irllt>rval. The Department will not 
<..'Oll'>idcr :1 ccnification acceptable 
until the insritution has suhmmcd a 
si:Jl~'ment lhat the :30-day interval has 
elapsed. and !he Food and Drug 
Administr:ttion t:a~ not rcquc~led it to 
limit :h,~ use ,,f the drug or device, or 
that the Food and Drug 
Administration has waived the 30-day 
intl·rval" 

§ 46. t21 Use of F~c.h:ral funds. 
Federal funds administered hv th<: 

Dt:parrmem ma:r no1 be cxpcnJ~d f,lr 
research invnlvmg human ~uhjccrs 
unh:~s Ill<: rcqutremt:nl uf these 

regulations, including all subparts of 
the:o;e regula&ions, have been satisfied. 

G 46.UJ Early termination o1 
research funding: evaluation or 
subsef4uent applications and 
proposals. 

(a) The Secretary 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 w comply with the 
terms of these regulations. 

(b) In making decisions abouf 
funding applications or proposals 
covered by these regulalions rhe 
Secretary may rake into account. in 
addi!ion to all other eligibility 
requirements and program criteria. 
factors sud'! as whether the applicant 
has been subject lo a termination or 
suspensiun under paragraph (a) of this 
section and whether the applicant or 
the person who would direct the 

scientific and technical aspects of an 
activi:y has in the judgment of the 
Sccrelary materially failed ro 
discharge responsibility for the 
protc:l"tion of the righls and welfare of 
human subj~cts (whether or not 

Dep:u tment fuads were involved). 

§ 46.124 Conditions. 
With respect to any research 

proje~·t or any ~:lass of research 
projetts the Secretary may impose 
addiuonal conditions prior to or at the 
time of funding when in the 
Secretary's judgment additional 
conditions arc necessary for the 
proll~l."[ion of human subjects. 

Sub!lart 8--Additional Protections 
Pertainin~ to Re~;earch 
DeveAoJnnent, and Related 
'Adh·iU~~ fn!olvlng Fetusu. ;' 
Preammt Women, and Human In 
Vitro F'ertUization' 

Sot.<Rn.: 40 f'R lJ5~8, Aug il. 1975, 43 FR 
17:'iK. hnuar:- II. 1971! .. o FR 
~l:'i5'1. r~,Jvemhcr }. I '17M 

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

arc app!t~·ahk !o all Ocpartrncn! 1lf 

Heal!h. Education. :~nd Weifan! 
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, grants and contra.:t .supportinl,! 
research, development, and related 
activities involving: (I) Tht! f~1us. (2) 
pregnanl women. and (3) human i11 
l'itro fcrtil iz:.llion. 

(b) Nothing tn this subpar! sh:.;ll be 

construed as indic:uing that 
compliance with the procedures "CI 

forth herein will in any way render 
in<~pplicable pertinent State or !,~cal 
law:> bearing upon activi!tC'\ •.:overed 
by this subpart. 

(c) The requirements of this 
subpart are in addition to those 
imp;lscd under the o1her ~ubparts of 
this pan. 

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

provide ;~dditional safeguards in 
reviewing activities 10 which this 
subpart is applic;•ble lo assure that 
they conform 10 appropna!c ~~thic~!.l 
SI<Halards and rt'lalc w imporlanl 
>ocictal needs. 

~ 46.203 lnfinitions. 
As used in this subpa11: 
{a) "Secretary·' means the 

s,:crctary of Health, Education, and 
Welfare and any other officer tit 
employee of the Department of 
Health, Euucation, .and Welfare lo 

whom authority has been tklegated. 
(h) "Pregnancy" cncompa$SCS the 

period of time fmm contlm1ation of 
impl;.antation (through any of the 
presumptive signs of pregnancy. such 
as mis~ed menses, or by a medically 
acceptable pregnancy test), until 
expulsion or ex !raccion of the fetus. 

(c) "Fetus" means tht: produfl of 
conception from the time of 
implantation (as evidenced by any of 
rhr: presumptive signs of pregnan~:y. 
such as mis!.cd menses, or a 
mcJtcally acccptahk pregnancy test). 
until a detemJination is made, 
foiJ<lWing e:r;plusion or extraction of 
!he fetus. that it is viabk. 

(dl "Viable" as 1t pertains lo the 
IC'tu> means being ahlc, afrer either 
spmuaneous or induced deli very. to 
survive I given the b1mefit of availabl~ 
medical rherapyJ ro the poin! of 
independently maint:1ining hcan 

beat and respiration. The Secretary 
may from rime to r.ime, taking into 
.. u.:count medical advances, publish in 
the FEOERAL R EGISIER guidelint·s 
w assi~a in dctl~rmining whether a 
fetus is viable for pvrposcs of this 
subpart. lf a felus is ·• iablc after 
delivery, il is a premature mfaot. 

(e) "Nonviable fetus" means a 
fetus e.r utao ~,,.hich, although living, 
is not viahk. 

(l) "Dead !crus" means a fetus ex 
urero whi::h c.w;h1bits neither 
heartbeat, spontaneous resp1ra1ory 
a•~tivity, spontaneous movement of 
voluntary muscles, nor pulsation of 
the umbi!.ical cord (if still a!tached). 

(g) "In vitro fertilintion" mean:. 
any fertilization of human ova which 
occurs outside thc:•booy of a female, 
~ither through admixture of donor 
human ~penn and ova or by any other 
means. 

§ 46.:!04 · Etblcal Advisory· 
Jlo.ards. 1 

{a) One or more Ethical Advisory 
Boan.ls shaH be established by the 
Secretary .. Memb~rs of thco;e board(s) 
shall be so selected thai !l'le boan.l(s) 
will be competent !o deal with 
medical, legal, sdbal, ethical. and 
related issues and may include, for 
example. research sdentists, 
physkians, psychologists, 
sodoiogists, edw.:arors, lawyers, and 
ethkists, as well as representatives of 
the gel'lc.:,pal public. No board rnernher 
may be ,;regular, full-time employee 
of the Oepartmcnl of Health, 
Education, and Welfare. 

( l:l) A! the rei.Jllest of the Secretary, 
the Ethical Advisory Board sh•lll 
render ;ldvicc consistent wilh !he 
policies and requirements of this Part 
a.~ w ethical issues, involvin~ 
a~·1ivi!ies nwl."rcd by this subpart. 
rais~d by individual applicatiuns or 
proposals. In addition, upm1 request 
hy the Secretary, the Board shall 
render advin~ as lo {'lasses of 
applications or proposals and general 
polil·ies, guidelines, :md pnx:edures. 

(c) A Hoard may establi~h. with 
the approval of the Secretary, classes 
of ;~ppli .. :a.uons 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 of applications or 
proposals which must be submiued, 
no application or propos.al 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 the 
Board has rendered advice as to its 
acceptability from an ethical 
standpoint. 

(q) No application or proposal 
involving human in vitro fertilization 
may be funded by rhe Department or 
;.my component thereof uruH 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. 

1 46 . .zos Addidcmal.tudes «i tiN 
Insdtudoul · RitVkw "BO.ros io 
connection with activities 
involving retw;es, prc:grumt 
women, <tllf human in vitro 
rertilizatioo. 
(a) In addition to the 

responsibilities prescribed for 
Institutional Review Boards under 
Subpart A of this par£, the applicarJt 's 
or offeror's Board shaU, with respect 
co activities covered by this subp.1.rt. 
carry out the following additional 
duties:· 

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

(2) Determine that adequate 
consideralion 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 
lhe actual informed consen! process 
(e.g .. through such mechaninus, 
when appropriate. as pa11icipation by 
the lnstiwrionaJ·Revicw Board or 
subject advocates in: (i) Overseeing 
the aetua! process by which 
individual consents required by this 
subpart are secured either by 
approving induction of each 
individual inlo the activity or 
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verifying, perhaps through sampling, 
, . that approved procedures for 

t induction of individuals into the 
activily are being followed, and (ii) 
monitoring the progress of the 
acllvity and imervening as necessary 
through such s!cps as visits to the 
act~vi>y site and cominuing evaluation 
to determine if any unanticipated 
ris~ s have ari&.en); 

(3) Carry out such other 
responsibilities as may be assigned by 
the Secretary. 

(b) No award may be issued until 
the applicant or offeror has ctnificd 
to the Secretary that the Institutional 
Review Board has made the 

determinations required under 
paragraph (a) of rhis section and the 
Secretary has approved these 
d1!tr.rminatior.s, as provided in 
§ 46.120 of Subpart A of this part. 

(c) Applicams or offerors seeking 
suppor! for activitiej:: covered by this 
\ubp;ur must provide tor the 
ol."stgnation of an Institutional Review 
BfMrd, subjecr to approval by lhe 
St~crerary, where no such Board has 
heen est;,;bhshed und<"r Suhpart A of 
!his pari. 

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

suhpart is applicable may be 

1mdert:!~:.c:n unless: 
( l l Appropnate ~tudic~ on animals 

:•nd nonpregnanl individuals have 
hecn i:ompktcd; 

( 2 I Excc:pt whac the purpose of 
th~ actavuy is to meet the health 
need.~ llf tho:: mmher or the particular 
kid\, thr: ri~k to the fetus i;, minimal 
and in all cas,~s. is the least pos~1hk 
ri~;k for achieving the objectives of 
1hc activity. 

(J) Individuals engaged in the 

aruvity will have no parr in: (i) Any 
dt:ci;.lOns :iS to the timing. method. 

:md pro..:.:dures u~cd to terminate the 
pregnan..:y. and (ii) determining lhc 

vL~hdity <)f the fetus a! !he 

tt•r~wnation of lhc pregnancy; and 
( -1.1 No procedural changes which 

m~1y cause greater than minimal risk 
w the fetus or the pregnant woman 
·.~ 1ll he mtroduced into the procedure 

for terminarin~ tht~ pregnancy solely 
in the inl·::resl of the activity. 

(h) No inducements, m•Jnetary or 
otherwise. rnay be offt:red 10 

terminate pregnancy fur purpos~s of 
the activi1y 
[40 FR 335~8. A.ug. 8. 197S. a.\ amerKkd at 
40 fR SI63H. Nov. 6, lll7SI 

§ 46.207 Activities dir«t~d 
Coward pregnant women us 
subjt.'Cts. 
(a) No pn~gnanl woman may be 

involved as a subject in an activity 
covered by this subpart unless: ( l) 

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 lo the 
minimum extent neces'iary to meet 
~uch needs, or (2) the risk to the fetus 
i!• minimal. • 

(b) An activity permitteo under 
paragraph (al of this section may be 
wndu~.~ted only if the mother and 
father are k·gally c:ompetent and have 
given the1r mfmut..:d consent after 
h;1ving been full> mformed rt·garding 
pos~ib!c imp;t..:t on the fc:tus, except 
t.ha! the f:Jther 's infom1ed consent 
need zwt he sccurcd if: (I) The 
purpost: ol tbe a.:tivity is to.:mcet the 
health m::l·ds of lilt~ mother; (2) his 

identity or wh1!reablYuts cannot 
reason:1hly be ..t.~.ccrtaincd; fJ) .ht.> is 
nor reasonably available; or i4) !he 

pregnancy n:'iu Ired from rape. 

§ 46.20a Ac.-tivilles directed 
toward iduSt>s iu utero as 
suhjt~~:IS'.tw 
(a) No fetus in lll"L'ro may be 

mvo!vcd a.~ a suhj~cl in any activity 
covered by this subpart unk-.s: (I) 
The purpose of the activity is lo meet 
the health needs of the particular fetus 
and thl' fetu:. will he placed at risk 
only ro the minimum extent ncce\sary 
to meet sud1 needs, or (2) the risk. !o 
the fetus imposed by !he research is 
minimal and th~: purpost: of 1hc 
ae~ivity is the dl.'velopment of 
important hi11mcdical knowledgt• 
which cannot be- obtatncd by o!hcr 
means. 

(b) An ac11vi1y permined under 
paragraph (a) of this section may be 
conduc~ed on I y if the mnther and 

father are legally competent and have 
given their informed consent. except 
that the father's consen(. need not be 
secured if: (I) His identity or 
wher.::;;bouts cann~ reasonably be 
ast:ertaincd, (2) he Is nor reasonably 
available, or (3) the pregnancy 
resulted from rape. 

§ 46.109 Activities direet~d 
toward retuses ex utero, 
iaduding nonviable retusest as 
!SUbjects. 
(a) Until it has been ascertained 

whether or not a. fetus ex utero is 
viable, a fetus ex utero may not be 
involved as a subject in an activity 

covered by chis subpart unless: 
(!} There will be no .edded risk to 

the 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 [l<)ssibility of survival of 
the particular fetus to the poinr of 
viability. 

(b) No nonviable fetus may be 
involved as a subject in an accivity 
covered by this subpart unless: 

(I) Vital functions of the fetus will 
not bl! anificially main!;;,incd. 

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

\3) The purpose of the activity is 
the developm • .;nl. of important 
biomedical knowledge which cannot 
ht~ obtained by other means. 

(c) ! n I he event the fetus n utt.•ro 
is found to be viable. it may be 
induded as a subject in the activity 
only to the extent permined by and in 
accordance with the requirements of 
other subparts of this part. 

{d) An acrivity permitted under 
paragraph (a) or (b) of !his section 
may be conducted only if the mother 
and father arc leglilly competent and 
have given their informed consent, 
cx..:cp! Lhat the falher's informed 
consent need not be s1:cured if: (I) his 
ide:nuty or whereabouts cannot 
reasonably be ascertained, (2) he is 
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twt reasonably availabk, or U) the 
. pregnancy resulted from rape. 

§ 46.210 Activirles lnvol11ing !h~ 
dud fehl!s, fetal mated~1l, or th~ 
placenta. 
Activities involving tht~ dead fetus, 

mascerated fetal m~1!enal. or cells. 
ti:;,-;ue, or organs excised from a dead 
fews shall be conducrcd only in 
acemdunce with any applicable State 
or local laws regarding such 
activiues. 

§ ·46.21 J Modirkation or waiver 
of spl.'c·ifh: requirements. 
Upon the reque>l of an applicant or 

offeror ( wi1h the approval of its 
lns!Hutiona'l Review Hoard), tht~ 
Secretary may modify or waive 
specific requirements of this subpart, 
wun the approval of the Ethical 
Advi:,ory Board after such 
opportunity for publi.: comment as 
the Ethic::t! Advisury Hoard consider::: 
appropnate 111 ~he parw;ulJr :nstance. 
In making such tkcis10ns. th·~ 
S(:cretary wdl consider \vhether the 

risks to rho:.: ~ub_iecl are ~u ou~w\.~ig.hed 
hy !he sum of the henefit to the 
wh,~.:l .and !hc imrmnanc·~ of the 
~ II<>V• h~dg,: to be: ),!ainc•ol as to v. arrant 
''h. h lllddiil~·JtWn or waiver :md that 
•.ucn ht:ndirs ~.::wnol 1:\e gainc d cx.cep! 
lhrcJugh a modiii,;ation or w;.11vcr. 

Anv ~uch modifications or waivers 
~~viii be puhlisht•d as nonce-; in 1ilc 
F HJHtAt R EG<s n R 

Suhp;u·t C-Additional J>ruln:tiou .. o; 

§•,~rtaining to Biom~1lkul :md 
}Jch.a\·ioral Rt·se~u·dl htvolvin~ 
Prl§o4WR as Subject, · 

'i<li:H'<" 4.1 FR SJI\55, Nov ICJ. 197:) 

~ .aldOK Applkahiiity. 
Ia) The re~ulatwns In this ~uhpart 

are .tpplicab!e to <11! hiom..:tlicai anJ 

hd1avioral research com:lucred or 
·.bpp•mcc.l by thl" D~p;trtmcnt of 
HcJ!rh, Edu..:arion. and WdLm: 
involvmg pns,Jncrs as ~ubjccts. 

(bl Norhiog in this ;;uopan .;hall he 
cun•,lru::d :1s ind1c:ilin~ rha1 

'l'mroliancc wirh lhc procedures '''l 
lorth haein will authorize research 

ln"''ivilll~ pnsoncrs as subjt~ch, hl tho: 
..:xrcnl .;uch research is limited <lf 

barred by a~~plit:able Stale or lw.::il 
law . 

(c) The requirements of this 
subpar! ar.:- in addition 10 chose 
impm>c:ll under 1he other subpans of 
this pan. 

§ 46.302 f•urpos.e. 
Inasmuch as prisoners may he 

unJcr ,;omlraints bccause of their 
incarceration whidl could affect their 
ability to make a 1ru!y voluntary and 
uncoerced deci:-.ion whether or nor to 
panicipale as subjects in research, it 
is !he purpose of this subpart to 
provide additional safeguards for the 
prolection of prisoners involved in 
activitie!i to which this subpart is 
applicable. 

§ 46.303 Oefinitibns. 
As used in this subpart: 

(a) · ·s.:aerary" means !he 
St~cretary of Health, Edu~:ation. and 

Welfart• and any other offkcr or 
employee of the Department of 
!k:dth, hlu..:auon, and Wdfar.: 111 

whom JUihorHy has bt~en dclt·):!:Ht~d. 

\h) ''DHEW" mean~ •he 
Departm(:nl of Health, Edupti\10, 
;wd \.Ve I fart~. • 

(o:l ''Prisoner'' ~cans any ' 
· iiidividual involuntclrily confin~d or 
det:1ine'd in ri penal !nstitutiori. The 
gum 1s ilitend~d 'to-enconipass ·,· · 
individuals sentenced'w such on 
ii;'ititution under a criminal or civil 
~t~uue. indiviuualtde!ained in ~)ih~r 
fa:eiiitics. bY .. ~irt~e of sta~tues t?f , · 

· commitme;:Jitpro.cedures. which .. 
provide alfei~at'ivei io criminal· 
prosecurfoi{ ,~r incarc:cration iri 'a· 

· p.rn;al 'institution. ,imd individuals 
;J~tOlincd pen4ing anaigMI'Crll. trial, 
or sent~ncing. :. 

(d) ··~1inirnal risk" is the 

prdtnhilil v and ITI<lgnirudc nt physical 

or psycholllgicd h~rrn thai is 
nt)rma!ly l'ncountercJ in the Jaily 
live:~. or in the rmmne medicll. 
dental, ,,r p~.yvhological r.:xan1inatinn 
1lf hcahhy pl~rs.ms. 

§ 46.30.l Composition uf 
lnstitutionai R~·view Bo;u·ds 
where f?risuucr~ ~ne invol.,.ed, 
In addition In salistying rhe 

requirements in § 46.107 of this part, 
an Institutional Review Board, 
carrying out responsibilities under 
this part wi1h respect to research 
covered by this subpan. shan also 
meet the foilowins specific 
requirements: 

.. ~ ! 
(a) A majorit,t. of the. Boaic'L .• _ .ws 

(excltisivo'mprii~f members) milP 
h~~t've"no association with the prison(&; 

'. - . ~.""" .~ ~· ....... ,. .. 
in_y~ived, _apan froRJ ~~it ., . .., . ...--{-..... 
membership on the Board: ·~ 

(b) At least one member of th~ 
~-.. · "'"'Nl;'f''l;!'lt.; .-" .. .- ' .. ·-·,.. I:MC'',.;<f 

!~.!.d .~~~~~..!rf~.~~.cr'. ~· ~ 
pn&u.iepr('sentati~~ ~ith; ~ · 
........ ,_ '"'" ,.,... • ··~ ,ft 

appropriate_ background and _;,'t 
ef.iperiencc w serve in that capacuy, 
excepl that where a particular 
research project is reviewed by more 
than one Board only one Board need 
satisfy this requirement. 

§ 46.305 Additiauldutfa of the 
Institutional Review Boards 
where prisoners are lnvolnd. 
(a) In addition lo all other 

res.ponsihilities prescribed for 
lnstiuJiional Review Boards under 
this part. the Board ~hall review 
res.can:h covered by this subpart and 
apprvve such re'iearch only if if finds 
that: 

(I) The research under review 
repres.::nts one of the c;uegorie!. of 
research pcrmissibl,! under 
§ 46.30o(a)(21; 

(2) Any possible advantages 
a.:cruing to the 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 prison, arc. not of sur.iJ 
a ma&nitud::. that bi:t or her abilit:y to. , 
weigh tnfrrisk~ of the research a~t . ., 
!he value of !iuch advantages in lhe 
limited choice environment of the 
prison is impaired; 

C:H The risks inVolved in rhe 
r.:scarch :ut: commcnsura!~ with risks 
!hat would be accepted by 
nonpnsoner volunlt:crs; 

(4) Procedures for the sele~tion of 
subjects wirhin the prison are fair to 
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all prisoners and immune from 
arhitrary intervention by prison 

t authorities or prisoners. Unles·; the 
principal investigator provides to the 
Board justification in writing f1:>r 
following some other procedures, 
control •ubjeds. mi.Ut be selected· 
randomly from the· group of available 
prisoners who meet the characteristics 
needed for that particular research 
projecf; 

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

(6) Adequale assurance e:ds!!!. that 

P1!?l~,.~W~t ~ ~k&Jll~o~ . 
Kcomtt a prieonm 'w parddp1Ulon '" 
the research in making decisions 
regarding parole, and each prisoner is 
dearly informed in advance mat 
participation in the resean:h will have 
no effect on his or her parole; und 

1 7) Where the Board finds there 
may he a nL~ed for follow-up 
<~X:Jllntnalton or .:;m: of participams 
afta the end uf th.::1r particip:.Uilln, 
adequ:Hr.: provision has been made for 

t ~llch r:xamin,.tion or care, tak~ng inw 
;ICC(•Unt the \·arying lengths of 

tndiYH.IUal pris<mers' st:nlences, anJ 

tor tnlorming participaflls of this t.Jct. 

(b) The Board shall carry out ::;uch 
tllhrr duties :.s may be 3ssigned by 
!he Secrerary. 

(c) The inslilution shall certify to 
rht: Secretary. tn such form and 
m:utn•:r ds the Secretary may require. 
Ltut the .tuues. of !he Board under this 
~t'C!Ion have been fulfilled. 

§ 46.J06 Pnmitted rt'Se9rt:h. 
lnwohlftl prl$onen.· ·-·· ·· · 

(<~) Biomedical or behavioral 
rc~can:h conducted or supported hy 
DHE\V may involve prisoners as 
~UhJCCIS only if: 

( ll The institution resp~.msible f0r 
the . .;onducl of the research has 
n::rtified !o the Secretary that the 
.!m•itutional Review Hoard has 
approved the research under § 46. JO.S 
1)f thi~ suhpart; and 

c 2.) In the judgment of the 

Secretary the proposed research 
invoives solely the following: 

(A) S&udy of the po5slh!e causes. 

effects, and processes of 
incarceration, and of criminal 
~havior. provided that the study 
presents no more than minimal risk 
and no more than inconvenience to 
the subJects; 

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

1 C) ResC!ir~:h un rnnditions 
partit:ularly affcctmg prisoners as a 
class (for example, vacdne trials and 
other research on hepati!is whkh is 
rnuch more prevalent ii1 prisons than 
elsewhere: and research on social and 
psychological problems .~uch as 
alcoholism. drug ••ddictwn and sexual 
assaults) prov1ded that the study may 
proceed only aft~:r the Sccretuy has 
eons1J!teJ with appropriale experts 
including l'Xperh in penology 
nv:dkinc and <~lhi..:~. and published 
notice in the FUn RAL R EGISJ ER, 

of his intent to <~ppmve such r~sean:h; 

([)) Re-;c:m;h on prac!ll.'es, both 

inmwativc .mJ ;K·cepted, which have 
the intent and reasonable probability 
of Improving t!u: heai!h or well­
being of the subJect. 1n cases in 
which tho'SC...studit•s require the 
assignment ~"l' 'prisoners 1n a. manner 
conslSlcnt with pnHowl~ appmved by 
the Hl B to ,:ontrol groups which may 
not bendll from the rcsear.:·h, 1hc 
study m~l}' proceed only after the 
Scncwry has consulted with 
appropriate ex pens. including experts 
in penology m<::dicinc am.i ethics, and 
pub!i~heJ n~Hice, in rhe F EOFR:\!. 
R t'G~s 1 r R, of his intent to approve such 
rcseardt 

(b) Exccpl as provided in 
paragr;•ph (a) of thts section. 
hiomeJical or behJvuual re:.earch 
..:onducrcd or ~upported by DHEW 
shall not involve prisoners as 
subjects. 

S.bpart D--AddlttouJ Prot«uo.u 
for Od.Wml &!volved u ·~~a 
~ 

Sowce: 48 Fll9111S. March 8, 19U 

§46.401 To wfmt do theMe 
resulatiou apply? 

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

(l) This includes research 
conducted by Department 
employees, e~tcept thar each head of 
an Op~~rating Dlvlrtiun uf I he 
Department may adopt such 
nonsubstantive, procedural 
modification-s a:s may be appropriate 
from an adminifltrative standpoint. 

(2) It also includes research 
conducted or supported by the 
Department of Health and Human 
Services outside the Unitt:d Statn. 
but in appropriate circumstances., the 
Secretary may, under paragraph (e) 
of §46. 101 of Subpart A, waive the 
applicabihty of some or aU of the 
requirements of these reguiations for 
resezm.:h of rhis type. 

(b) Exemptions (1), (2}, (5) and (6) 
as listed in Subpart A at § 46.101 (b) 
are applicable to this subpart. 
Exemption (4), research involving 
the observation of public behavior, 
listed at § 46.l0l(b), is applicable to 
this subpart where the investigator(s) 
does not participate in the at:tivities 
being ob,~~ervcd. Exemption (3), 
re<rearch involving survey or 
interview procedures, Hstcd at 
§ 46.10 I (b) does not apply to research 
covered by this subpart. 

(c) The exceptions. additions, and 
provisions for waiver as they appe!kr 
in paragraphs (c) tlrrough (i) of 
§ 46.101 of Subpan A are applicable 
to this subpart. 

§ 46.402 Oefh:UtioM. 
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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(a) ~·Chlkfren~·~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 research will be 
conduc!e:d. 

(h) ••Auent" means a child's 
affirmative agreement to participate 
in research. Mere failure to obje\.~t 
'>hould not, absent affirmative 
agrcemt:nt, be construed as assent. 

((:) .. Pcnni!Wou" tneans the 
agre1!ment of parent(s) or guan!i:w to 
the participation of their child or 
ward in research. 

(d) .. Parent .. means a child'!! 
biological or adoplive parent. 

(e) "Gn11.rdim .. mt~ans an 
individual who is authorized under 
applicable state or local law to 
consent on behalf of a child to 
general medical care. 

!H6.403 IRB duties. 
in addi!ion to oth4:r respcmsibilitics 

assigned 1.0 IRBs under lbis p<lrt, 
each 1RH shall review resean:h 
covered hy this subpart and approve 
only research which satisfh:s the 
conditions of all appHeable s.t::1.:1ions. 
of this subpan. 

§46.404 R~*ut.b oot.itno.lthag 
gr~tu.thm minilllllll risk. ·· 

HHS will conduct or fund 
research iu which the IRB finds that 
no greater than minimal fisk to 
children is presented, only if the !RD 
finds that adequate provisions :tre 
made for soiiciting the assent of the 
children and the p.ermis.-.ion of their 
parents or guardians, as ~':.':t forth in 
§46.406. 

§ 46.4{15 R~ bnohina; ~tt>r 
tlilal!l mhdi!Ml rid hut ~ntluu the 
Jln~~"d of direct beo~ftt tJ\l d"' 
lm:!i•ldv.!d ubjectt. 

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

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

(a) TI1c risk is. justified by the 
anticipated benefit to the subjects; 

(b} 1 he relation .. 1f th,: anticipaled 
benefit to the risk is ut least as 
favorable to the subjects i.\S that 
presented by av;&ilabie alternative 
appro~\che:!l; and 

(c) Adequate provisions are made 
for soliciting the as~nt of the 
children and permission of their 
parents or guardians, a., set forth in 
§46.4D8. 

§ 46.406 Research invol ¥ina greater 
than minimal risk and no prospect of 
dfrut b.mctlt to in~iTidual subjects, 
but likely to yield generalizable 
knowlMJ~c about tbc subject's disordtl' 
or condition. 

HHS will conduct or fund 
research in which the !RB finds that 
more than minimal risk to r:hildrcH is 
presented by an intervemion ur 
procedure that docs not hold out the 
prospect of direct bcnelit for the 
individual ~uhjcct, or by ~ 
monitoring, procedure which is not 
likdy tu comribut~· to the well-being 
of t!tc subject, unly if the IR B finds 
that: 

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

(b) l_'he intervention or proccdurt~ 
presents e,.pcriences to subjects that 
are reasonably commensurate with 
those inherent in their actual or 
expected medical, dental. 
p!!ychological, social, or educational 
situation!•; 

(c) Th.:: intervcmion or procedure 
is likdy to yield generalizable 
knowledge about the subject3' 
disorder or (.~onditiou whidt is of 
vital importam:c for the 
understanding or amelioration of the 
subjects' disorder or condition; and 

(d) Adequate provisions Me made 
for soliciting usst!nt of the children 
and pcrmis..o;ion of their parents or 
guardians, :.s set forth in § 4!>.408. 

§ 46.40'7 Researdl act otllerwiM ·, 
approvable which presents aa 
opportunity to •demand, prevent; or· t).· · 
alleviate a &eriou.• problem affecting 
the h~alth 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: 

(a) The IRB finds that the rese:Drcb 
prt:Jent!S a reasonable: opportunity to 
further the understanding, 
prevention, or alleviation of a serious 
problem affecting the health or 
welfare of children; and 

(b) The Secretary, after 
consultation with a panel of experts 
in pertinent disciplines (for exmnple: 
sciem.~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, 46.403, or 
46.406, a'\ applicable, or (2) the 
following: 

(i) The research presents a 
reasonable: opportunity to further the .. , 
undcr<>randing, prevention. or 'QJ 
aile" iation 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) Adequatt! provisions are made 
for soliciting the assent of children 
and the permission of their parents or 
guardians, as set forth in § 46.408. 

§ 46.408 R~tl for 
pe~.loo by parents or guardian• 
lhld for ~·t by c:hlldren. 

(a) In addition to the 
determinations r«}uired under other 
applicable sections of this subpart, 
the lRB shall determine that 
adequate provisions are made for 
soliciting the assent of the children, 
when in the judg_mcnt of the IRD the 
children are· capable ot pro~dinti 
~t In determining whether 
children are capable of ~senting. the. 
IRB :;hall take into tlCOOI.!Jlt tfu; ages.i 
maturity. &nd pttychological state of e 
the children involved. This judgment 
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may be made for all childn~n to be 
inv,olved in research under a 

f,1t,Particular protocol, or for ~ach child, 
t.fins the iRB deems appropnate. If the 

IRD determinn that the capability of 
s.nme or aU of the children is s.o 
limited that they cannot re2sonably 
he consult!!d or tha.t the inlervention 
or procedure involved in the 
rf.~arch holds out a prospect of 
direct henef1t that is important til the 
h~ta!th or well-being of the children 
and is available only in the context of 
I he research, the assent of the 
children it> not a necessary condition 
fur iWo<::>eeding with the research. 
Even whc:ze the IRB detcmlinc:s d~t 
the $Ubjects are capable of a~nting, 
tht: lRD may itill wa.iv.e th&: as.'lent 
requirement u.n.der ci.rcv.A~IU.f.ances in 
'vh.icn couent rMY be waiv~l in 
o11ccord with § 46. J 16 of' Subpart A. 

(b) In ndditiou to the 
lft>tc.~m1.inations required und.:r ',lthcr 
applicable 5-<-.::-tion.s of this subp:,trt, 
the IR B shaH determine, in 
!«.:t·ordance with and co the extent 
that cm1s~nt is requirt::d by~ 46.1l6 of 

ft) Subpan A, that 1ui-:qu.a.te provtsious 
~' s.re made for 10lidtiag tht: pcnni..s.sion 

of each child's par~:nts or guardian. 
Where paremal permission is to be:: 
nblamcd, the lRB may tind that the 
pet ml~.!>.ion of one parent is suffit:ient 
;~)r research to be conducted under 
§ ~ 46.404 or 46.405. Where research 
is cuvered by § § 46.406 and 46.407 
and permission is to be obLlined from 

parents, both parent.s must give their 
permis.<:.ion unless one puent ill 
deceased, unknown, incompetent, or 
not re:lsorulbly .nv&:ilabie, or when 
only one parent hlill !cg:tl 
responsibihty for the care and 
custody of the child. 

(c) In addiuon to the provisions for 
waiver contcirh.'ti in § 46.116 of 
Subpart A, ifdu: IRB determines that 
a research protocol i'> desigm:rl filr 
conditions or for a subject poptilarion 
for which parer.tal or guardi:lfl 
permission is not a reasonable 
requirement LJ prote1.:t the subjects 
(for .:xamrle, neglected or abused 
children), it may wn.ive the consent 
requirem~'lts in Subpart A of t.his 
part and paragraph (b) of this s....~tion, 
provided an .!lppropriale mechanism 
for protecting the childrf"n who will 
ruuticipate 1.\S subject~ in the research 
i:; substituted, and provided further 
th<ll the y;aiver is not im:onsistent 
with federal s~;lfe 01 local law. The 
clwlce of nn appropriate mechanism 
would dept~nd upon the nature and 
purpose of the a.:tivities described in 
the protocol, the risk and anticipated 
b~~nc!lr to the reSt~arch subjecJs, and 
their :tge, maturity, status, and 
condition. ., 

(d) Pcmm.sion by parents or 
guardians shall tx: docurncnt('d ·in 
accordance with and to the extent 
requir~d by § 4<1.1 l7 of Subpart A. 

(e) When tl.e lRB determines that 
as~;~nt is r~quired, it shall also 

determine whether and how usmt 
must b.e documented. 

§ 46All'J Warda, 
(a) Children who are wardro of the 

state or any other agency, instilution, 
or entity can be included in research 
approved under §I 46.406 or 46.407 
only if such rt!"'..c:arch is: 

( l) Related to their ~.:atw; as wards; 
or 

{2.) Conducted in schools, camps, 
hospitals, institutions, or similar 
settings·in which the mlljority of 
children involved u subject!l are not 
ward$. 

(b) If the research is appmved 
under prtnlgraph (a) of this section, 
the IRB shall require appointmeut of 
an advocate for each child who is a 
ward, in addition to any other 
individual acting on behalf of the 
child as guardian or 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 
ex~rience to act in, and agrees to act 
in, the best interests of the child for 
the dur.ttion of the child's 
participation in the research and who 
Is nol asM>Ciated in any way (except 
in the role as advocate or member of 
the IRB) with the r\..-search, the 
investigator(»). or the guardian 
orga.uization. 
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NOTICES 

HUMAN SUBJECTS 
Minimum Criteria ldt'ntifyAng the 

Viable Fetus 

On March 13. 1975. regulations 
were published in the F EDERAI 

H E.GISHtt{40 FR 11854) relating to the 
pm1ection of human subjects in 
H~\..:arch. developrnen!, ami reLied 
;~ctivitics supported by Depanm.::nt of 
lie<lhh, Educalion. and Wdfare 
grants and contracts. These 
retwlaiions arc codified at 4S CFR 
Part 46. 

Elsewhere in this issue' of the 
FEDERAL REGISTER, the Senctary 
is amt~nding ,15 CFR Pan 46 by. 
amonr. other thing~. adding a new 
Subnan fi to provide additional 
protection~ pertaining to research. 
development, and relatcd activities 
in..,olving !'t.~tusef •. pregnant wom.:.:n. 
and in vitro fertilization. 

Seclmn 4tJ.201(d) of Subpar! n 
prov11.les inter ali;• Js follows: 

The Secretary mlly from um«: 1o lime, 

l~kinfi toto at·count medt,al 1u.lnn•·rs. 
publish In Ill~ f' ~!>F.II"l R Hi!Htl! 

guideliRt::s lo .anise In dc:cc:rr!llining whettl•n 1 

fetu' i~ 11iabie for purposes o( this subpa". 

This notice is published in 
a.:cordance with § 46.203(d). For 
purposes of Subpart B, the guidelines 
indscating !hat a fetus oa.her than a 
de:;Hi fetus within the meaning of 
i 46.103(0 is viablt: include i.he 

following: 

an .:wnt:~~ted gt'•lllliona.l llllC: of 20 weeks af 

'l!ore and a budy weigh! of 100 cram\ or 
m(}fc: 

F~D!RAL REGISTER, VOL ~. 
AUGUST I, l875 

U.S. GOVERNME!fr PkiiJT!HG OI'FICE 1'38~ 0 - 1106-756 

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

A. APPLICABILITY 

This procedure applies to experimentation on human sub­

jects if such experimentation is conducted by or Dn behalf of 

a DoD intelligence component. This pt:ocedure does not apply 

to experimentation on animal subjects. 

1 • !;~.2~-~~~E.~"! t;_'!_!:_~_C?,~ 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. Experimentation is conducted OI_!._ .. '?-~~l~Cil_~-~f a DoD 

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 
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3. ~~~-~f.l_st:~_if!~£.! in this context includes 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 DoD intelligence 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 subjects. 

2. DoD 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 components wi 1 r- h.e add rc:!ssed through command 

channels to HQDA (DAMI-CIC). WASH DC 20310.] 
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[')EPt\RTMENT OF DEFENSE 

PRO(~EllU:BES GOliERNING THE 

~~~~ pOD lf"TEr~l.IGE}\JCE C()rVIPONENTS 

THAT AiFFE(~l- IJNITED· STATES PIERS NS 
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->PROCEDURE --13.-- EX.PERiffi.'l\'1'ATION ON HUMAN SUB..TECTS i'~OR ltfl'ELtiG£NCE PURPOSES 

A "'/ AP~Ll.fAB]:_L,_!.!:f 

/ This -procedt::H' applies to t~xperimentation on human subjects if such experi· 
mentation is conducted by or on behalf of a DuD 'intl'lligence component. This 
procedure does not apply to exp~1iment2tion on animal subjects. 

l. ~x~~~~~~-~-~~ .. t~-~ in this context roeans any researcll or testing ac:tiv· 
ity involving hul'tlan subjects tt.at may expos!!' such subjects to tbe possibility 
of!permanent or temporary injury (including physical or psydwlogical damage 
and damage t.o the reputbtiou of Sll..:b yerson::;) beyond the riska of injury to 
wbich(s~cb subject!* tlrt" ordinarily tXJ..'()5ed io their daily lives. 

I I . ' F t• ,(\ ••. \ . 

2. Experimt-utation is conducted ~!1-~J_E~~)__f -·~-~a DoD intelligence com­
ponent if it is conduct!·d under contrMt to tbat component or to an(>ther DoD 
component for the benefit of the i11trlliKence component or at the request of 
sucb a component re1ardless of the exi~tence of a contractual relationship. 

3. ~~r,! ___ s_~t)j~~-~-~ in tbis cont:t:"xt incluctrs a11y person whether 01: not 
such person is a United StateR per~on. 

C. PROCEDURES ..· 
~ 

1f Experim~ntation (10 human sul.ljects conducted by or on behalf of a DoD 
intelligence component m.ay he undertaken ooly -with the .informed.c,ous~:llt..,Q,.f....t.b.a 
~yp_j_~,,&, i~,,..accor.4•n.i;a., • .w;a~,iuidell.oc.s.-h$u.ed by tbc . .D.e.partment. .. o.f .. Ht~alth...agd. 
~-S~.~J:.~.J. .~.e.t.t.intJ-"'h!t .... c.cu.dit.i.on.s .that safeguard .t.h.e .. welt.a.re .. ~~,nil:· 
~c..t...'i. 

2. DcoD intelligence rompcm~!·L~ may not engage in or contract for. experi­
Jlentation oo bum'!ln subjects with()ut approval o! the SHretary or Deputy Secre· 
·tary of Defense, or tbe Sfer:rctary c;r· Under Secretar·y of a Military Departi!Jent, 
as appwpriate. _,. 
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. · .. J: :,.,~·i'nnnel may 4-.@Pf)~N~i<'P'L~e~9 ~~M~<l.7/09r~a<ff~~RPn~RnQ978813PQ~~AA-R~A9a0abN~t the 
.. ~.~' .. ~.-. ;.··~:v1 ce component~ _to state and lo.eal law en- o~~~~·nho~ or ~~~rsonnel of an agency t!u~t 18 not 
ibf} (ore~m~J1~. authontres only when hve~1 are en- :J.hnlable pubhcly.) 

, ·: tiltogt:reclnnd only pursuant to a requc~1t by tlhJ h. Policy. Entployees of Army intelligence 
~ hegd of'such authority. Such requests must h! ('omponents who are assigned to work for and 

;~pproved by the Se,>retary or tlnder Secretary under tlH' direction of another agenc.;r of the 
vf dw Army. Under these circumRtnnct:s expt!l'L federal gover11ment will eonduct themselves 
personnel may be provide(~ to such ageney pro·· for the dura Uon of their assignment as if they 
vid<'d particip~tion in law eu(orcerncnt activi- were employees of that il!~(>ncy. Any re:;ponsio 
ties is limited as follows: bilitieR to provide information to or s0rvices 

(a.) Only personnel with technical skill:; for DA will he Rtat~d exprt::ssly and made a part 
not readily available to such law enforcem<!n1 of th(! terms of the assignment. 
nnthorities, which ean be utilized to preven: ~~. Jlrocedares. 
dc'Hth or serious injury, may be prrwided; (1) AsHi~r;1ment of employees of Army in-

( b) Provision of aurh persontwl will bn tclbgence component:> to other agcncieu withiu 
limited to that neee~sary to prevent the df•nth the federal government is governed by non 
or :'erious injury that is threatened. but in no Dit'Pctive 1000.17. The memorandum of agrce-
·~:uv~ ;3hall such a:>sistance be providt•d for mer~~ m\:nt <·oneerning such a~mignment and requin!d 
than '12 hours; hy su b:k'd ion D (G) (c) 0) of the Dirf~ctive shaH 

(c) Such p::)raonn,:l arc not used to np- indtuhr··· 
prehend person:>. wlw ar~ Mm:pected of com· (a) Au idcntifkatioll of the Anr·y intel-
mil Ung, ot who are about to commit, a crime, ligerwe eomponent from whkh the employee 
<.~r k:~; Lem1 assigned by DA. 

(d) Use of ~ueh personnel tkcs n:lt <:iO·· 
late the f'o;,~:·e Comitatus .t\ct. 

~~ 1 J) EJJ1crgency a;;s·ist.a ;1Ct'. ln cm,~rgmwy 
' ~1il uatioHs, where life h. end.'~lll!,\~rcd, the req ne:..t 

n:l)uirul in (1} awl (2) ahove may be .. or:d, 
JH-.~vidr~J that it is reduced to VTiting and su: .... 
mittcd to HQDA(DAMI.-CH ) within 72. hours. 
'.V!wn~ hfe is endaugcred, d<).lbt a:s to Uw leJ~al 
i1y :tnd propriety of the rc:lUP:-.teJ a~,;i-;taru·v 

tllldt'l' this procedure should Le r~\:"•>lvui in favor 
:1{ p;·uviding the a~\sistance. 

(i;) A ~;tatt·nHHit delineating the em­
llloyef.'\; n:spunsihilities, if nny, for l'(~portiug 

~· to tho DA nbnut m;:titcr:'l that eome to the em­
p;oyt•p':, atrk'nt.ion whih~ on a:o~:~igmnent outside 
th~ ! >qwrtnrcl~t. 

(2) Ot.ht:·r 1han is permitted by the term~ 
llf the mrmorandum of ;lgreement pursuant to 
D11D llireetiv(~ 1000.17, an t>mployee of an Army 
1111 ellh;Pnt··~ component 011 n~aignment to an·· 
dtlwr ag-eney of the feder.Jl g·overnment may not 
report to any Army component the opcratious 
or pt•rsonnt:.i of the a.gcucy to which the cm­
ployi•t• i!< a:-~sh~ncd. 

:::-17. Procedure 17. Assignm(~llt of inlclligcm·e 
iH:~rsmmel to other agcudt·~.. a. A.p)llic11ldl if li 
and Ht'•!JH:. This procedure applies to the :u;. 
~.igr: •nent of DA intelli!;enc~:: personnel to other 
;;g,•ncies within the federal government. Thi01 
pnwdtti't! does not apply to---

\ t) Assignment to state or Ioutl ~;oven­
alent:;, corporations or other private (;rgani:t.a­
:ion:,l. 

(2) A:~signment to nnother ngeth'Y \Vithin 
the intelligenee c.:omwunity when ]Utt of the 
puq1osc of the as~ignment is to gain .::xpetitml'•' 
,,nd knowledge about the aetivitie.\1 of l he otht•::· 
a!~~ne;r. (Hcporting or report in thL~ context 

J ,. 

(:q Aft.::r wmplction of 1111 assignment to 
Huotlwr ageney of tht> fedual government and 
retum to D.A. an employee remainB under the 
Mtml· n•striction:.;, UH to reporting, that ttpplied 
\vhen the employee >vas on :meh as~.igmnent. 

2-lK Prorrdur(' IS. E:q;(;rirn('ntation on human 
:mbjrdH. a. AN li.ca&ility H 11rl ~-cope. 

( I) ThiH p·ucPdure Hpplici-i tc• ·CXJl'::rimen­
; :Ilion o11 human subjects if sw~h CXlJCrimenta­
tion tl:l t'dtHludcd by or on behalf of any Arm:r 
int1·!lh~<.:nce compouent. Thi:~ procedure does not 
app'y to e:xpel'inwntatirm on animal subjects. 
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< f.f~f~~er~r.~grb~~J~~~iJ?R~~~?ti~9-~ itfE~~-RoPss-oo7t,8)8~~~ 1 ~~e,~ri~~~1~~~~. i, rod w·~u on of in-
a. re;Jenrch; development, or f(:!Rltd ndivi1y Uwt h•:ii~·T~nc.::; 

Tt:!ay expos~ an indivi(lual to HH~ po:Jsibility of (c) Any 1\md.ion~ in flUpport. of the 
... inj!Jry (including physical, psyeholog:icnl, or i:olledion and l'roduction intelligence; or 

iKtcial inju:ry) thn.t inereases the ordimu·y r1sk~ (d) The co:;duet of t~pec, d adiviti~s by 
nf dai1y Hfe for !he :•:.1bject (i ndHdinJ~ the ree- th<1 military scrvkt:.;;, in armr:·d c1mftict or to 
mrnized rL-1ks inbt'r·~M in a \'ht1sen O;!~:upa' ion military dec{~ption 0perntions targcled, f(,r mili. 
o~: fit:ld of se~.·vit~), v.r that tempornr·il." :HI- tary purposes, against a hm;tile f<Jreign pmvcr. 
··,re:raely aifectH a person';,, mt:n tal or pn:v"ic.al ( ~~} Cmlspi!~di v in this eon text h~.~~ the 

condition. same me;:m1ng m~ , u tht' crimimtl la\\' cont•~xt 
(~{) Experini<r!.nt:Jkm is conducted "'"' be. ;md r~'quirc·~~ an on"!rt ai.'t ~f·i;,her the t~~~~m 

l,.,c,\lf of'' rm Army intdlig:er;ce componeni Hit i~ "asgRqsinaih,n" ,.~,, the h~rm "<~onspire" in. 
t:ottduct•~d under cout(':\d to tbt C!l!l]lOJh.'llt or elude mlHtary or t•viliun meHi:ltn'f:!': O.fi:d•l!1t on-
tu another Army eorepo.uent for the lwne!it nf gnin~ internation;tl tf•'fl'i"l.ris1. s.ttivith,~ ('lvhkh 
the intelligenn~ I'Orn pont~nt, or n ~ Lhc r h\Utd nf is ,_. df'fined ternJ ('let l(lOR~~~u·y) and ,;i::ould be 

a. component rf'gHJ':1lf'Fl:, of il,~.~ t>:-.i:;'Lenct• (~onstr~IN1 Btridly), .Hherafi: l•i.i<wking:'l, or m 
uf :n eontractual relationship. re~por;.~c to dan~Tr iif ;;•thst;\mUal r;hysh::al harm 

(4) Hunmn nub.ieds in thie~ ;~o: 1hrd in- to 'lilY pPrHJr.. TI1P . .,e terms do not ,l,ppl.y to 
1 ~ } ,_,h., a-~ti.••l1,c, of lhf:: m.Jli~.u:v E;~rvkes b1 t1'w exer.a-any p~~rso~: re~:at·r; es!\ or wt·!t 1e1· , ,...;- - . 

• "' tion ·.1f J:nvfuJly or,_lNed rni!itar:: op,:rntion!!. perbop qualifies n:'l a ,J,, person 

t1. PoliC'y. Army intellir;enc<: eornp<•nmd.H rm1)' • 
eonduct <!Xperhnent;ltio:n on humun n;hjec~.s 
'lnly when an impor !ant foreig-n intd!ig,'JH.:e or 
1.:1 pm·po::;e h> to Le ;1ervcd, {'lllV afkr Ow iH·· 
f;>J~mt!t1 consent of the rmbjE•et ba8 lweli i>hLtind 
in \'i!Jdting, and unly in ac~.~or,lan;'e with ~:uide-
1inos issued by the Pepartinc;,nt of Hehlth m1rl 
Human S~;>rviees s•~ttinJ{ out conditio1!H that 
saff!guard the welfare of the subj<_'df-;, and :.JUwr 
l!,pplicable r;•gulation::;. 

c. Pn;eedun:, .n.nny ir.~ft'llhwnce tO:tllJ><1l1Pnts," 
may not eng;lge in or contrad for eX)If•rirnen­
l.athm on human m;bj.::d.g without prio!' ap. 
Pl"OVrtl of thl:l SecretHry or Ur:dcr Secn~t:ii'Y of 
thr~ Army. 

:;,! ... J9. Pn)ttdure l!L Special activitieH. a. A))· 

plicabUity arul scope, ·,.. 

(1.) This proeedure applies to the conduct 
~wd support of speelal actidti<:l:l by Army int,~l~ 
.lig~:nce !:t>mponents. Thi:'> pnweJurc ab) applies 
tonthtlr .t\rmy com:pon~:nt.s that provide ~<uppvrt 

sp~:cinl activitie~ conducted by DoD intel­
:;~~ence components aml other ap·end<!H vdthin 
th; .lntelli_gcnc.~e Community. Tl:w::w p.:·ot~£·dures 

<'k· it.f'JI' t!,pply to-~ 

(a) Diplomatic or milihi.ry aLtad1e ve­
'ivitieR com:ludf.!d by DOD. 

CO Diplomatic:! ;;nd milit.JH)' attache activ. 
ities means the repretlentationnJ, informntion 
t.nrth<:r1ng, and re-pmtirw :stctivities performed 
by diplomatic: and milltHry attache pm·,wnnel 
aLnmd. 

(4) Prorludk>n of intE:Hh~~·nc(~ meitl'b th~ 
pwc~.~s;, of devdoping "~nt•:!Hgem~e pm~luctl:'l" 

which is a d~~fmed term. (;;ee glossary). 

( fi) Spetiul <tdiviLes mei,r• activities con. 
duc!.ed abm1:sd in ~HPP<1tL of nntional foreign 
policy f;bj(!<:tives that a:re des;pned to further 
oflkinl US progrut~n and polidns abroad; thnt 
are plm•nui and l~)H~eutN1 ;;o that the n1lc of the 
U nitJ(l StHteH GoventnHmt ig n•)t appflreut, or 
aclwo,vledgt~d publicly and fml•:Lions in support 
<•f fmch t'l.ctivitieH, but n.ot in(·h1dlnt:r <liplomatir 
and :-nilitary aHHchn aetivitit'H ''r the collt>cti(m 
!Hid production nf. intdligence or reli1ted sup. 
port. fmtdicns. 

(I)) SupJHWt, when used in this ccnte.<t~ 
mean:; tht~ provision of aHHistDt<~f1 in the fotlli 
(If tnm!'lportntion, training, !HtppHeH, e.-juipmf!lt. 
or (~X pert pers·onn•Pl. ' 

b. Policy. No Anny inteHig,mee r.omponeni 
will. pnrtidpate in the <.condud or t'lupport 
special ndlvities. -~~o nthn1· Army com 
\Vill provide FPlpport. fot· ~<rux:ialr~rtivitief! 
upon the Hp{•eilk din.'dhm of th(• Secret 
UndH ,'iend:t7')' ;;f :ht1 ,;\ tmy and the 
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Dt:PARTHENT OF !HE ARMY 
YJNITED ST1\TES ARM'l INTELLLGENCE Ai"JD SEGlJRITY COHMANJJ 

Arlington l:Vtll Station 
Arltngton. Virginia 22212 

Boards, Commissions and Committees 
HIGH PERFORHA.NCE REVIEW PROCEDURf:S 

iJ,•rinJ>~ 1982 and l9fD 1 1n kecplnp, t>Jith the US Army Intetl:i.gell1ce and Security 
i\Jt::'11i',~Vi (INSCOH) goai of "t~:-;.traordi,\ary performance," and sr:!·~king to move the 
cuurrwnd t<:l a level •.,.rhlch exceeds c.or>:monly defined pararn.,.~t~.r::~ of: pE:r.-fonnance, 
U.c INSCOH conducted a ,study of h:Lgh pe•rforming; organizat tons and programs ln 
tL<:: pubH.c and pr·:!.vilte sectors. S.;·v~ral • technologt,"?~>. n\~irutgement U>c.hnlqnes, 
~ r;d.nJ.Iil) e:lC.per.!Jmces ~.nd programs w'He ldentified for fm7ther ~\raluat!.on ~1<1ith 
cr.':,~pe;:::t r·o thelr !)OU~nt.lal to contd.butc~ to the dev~lopr~ent of e>;tra.ot\1in~try 
!';tdi.vi;}.nal and unH; perfotmance wl'':.hin ~:he: Comm<J.nd. This rf'gule.t:icn ~::ontaJns 

r::~::toi-i polic.ies ~1nd guldance for that evaluationt establishr.os procedur<!s for 
'"ht• use of INSCON pe:.sonnel .<1'3 vo·iuntei.•rs in ev:1·~~1atlrg a,;d 1.mple1H!llting h:t.gh 
pcrforl'ltnr, human systems and prot·ld?;:. gui.dance for comnmr:det·s and ~~~.tpervf.sors 

:n btrther :f.mpleroent:ing and ev;1luar:ing those high p.,;~:forming human tlyste'1!S· 
pleuentation of thfs regul.H:ior. ts permltte~ only aft.i)t prior approval ha~; 

: e:l t>bttdae.fl from this Hectdquartt1i': .. ;, l\T1'N: IKSJA. 
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lNSC0!1 Human Technology Rnview Board (HTRB) -··---~~·-··" 

Chai:rper~wn of the HTRB ---------··-···------··-·- -~-----.. -
EJtecuti n~ Secretary of the' HTR.B -----·--··~-·------·-·--·-­
R·-~gular HTFW 1'1Pnbersld p --·-----~--~·-·~-·-----·-----· .. ··-·"· 
E:'t Officio HTHB Ht•mber·s·1ip ··"·--·-·-··· .. ---~---.-----············ 
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Chapter 1 

GENERAL INFORMATION 

1·-1. Purpose. Thl~J regul.at:f.on contains !NSCOH polic:!.es and guidance for the 
evaluaB.'Oiland. implementation of tdgh performing human systems within the com­
mand. It 

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

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

c. Insures the continued eva.luatlon of Y.NSCOM acti.vltl.es to assure that . 
the provisions of AR 70-25 are being followed; 

. '""~ .... 
d. 'Establishe::; procedures to obtaill a 'health hazard assessment prlor to 

approving an INSCOM protocol 1.ssued as n~quired ht~ rein; and 

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

• 
1·~2. Applicab:tl~ty.. Thts regulation applies to all elements of the INSCOM. 

1-3. References. 

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

b. AR 381-10, US Army Intelligence Act !vi ties. 

c. AR 70-31, Standards for Techn:!cal Reporting. 

1-/~. ~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 icieg and guidance contained in this regulat :f.on 
pertain to the following: 

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

(2) Inclusion of human subjects, whether as the dir<'>.ct or indirect 
object of research, regardle~;s of t~e level or rlsk involved, i.n the devr;:lop­
nwnt, testing or stu(y of matters associdted with the missions and functions of 

1-l 
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the INSCOM, or th1~ application of non-·traditional ideas and technologies ln. t 
achieving h:lgh performance of human rcsour.c:es. 

(3) The investigation of programs .:md tec:hnologi(~S to enhance orga.n-· 
izational at{d individual excellence where such investigation involves the :l.n­
cluslon 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 this 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 that subjects cannot 
be identified directly or indirectly. 

(b) The subject's responses, H they becor1e known, would I\.Jt 

place the subject at risk of criminal or c:i •ril 1i abU 1 ty or damage the suh· .. 
ject's financial or social standing or~mployabllity. 

(c) The activity -~does not deal wJ.th 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- us(~ of educational tests, provi~<>rl 
the data is recorded in such a way that the :3ubjcc t s cannot be ident Hied rLL m. 
rectly or indirectly. 

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

(a) Reg~lar and special educ~tional strategies. 

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

( 4.) Follow-up de.briefings, inte:rv:I.ews, tests, or evaluations to de­
termine how well participants have learned the information or 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~~lations or directives, shall 
not be cons ldered valid for INSCOM purposes unless and unt 11 confirmed by tht~ 
lNSCm1 Human Tt!chnology Revie\-r Board as pn•s.:::ribed elsewhere in this regula­
tion. 

1-2 
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RESPONSIBILITIES 

2···1. ~.P.P..E_C?Vi_':11L9..f.fi~!_a_!!.· The Commanding General, the Deputy Commander, In­
telligence, and the Deputy Commander. Support, are the designated INSCOM ap··· 
proving officials. Only these offid.aln may approve the use of hum;:m subjects 
in research. 

2-2. Commanders and Staff Element Head2. Comm.'lnders at all levels with in the 
I ~SCOM-:-1i'eads·a·t·ff(!'a(fqua-rters .. staf' f ··e1:e·ments, o fflce chiefs and program di rec­
tor9 (hereinafter referred to only as commanders and staff element heads) are 
reDponsible 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 contr·:tct for experimentation 
involving human subjects without the t~xpress approv.::tl of an INSCOH approving 
official. 

2-3. INSCOH Human T•:!chnolor,y Review Bo.J.rd (HTRB). 1ne INSCOH HTRU is res pon-
s 1. ble IQ;::-·-·---·-,·---···--.,·--·········-·-····-·-··--·-·----·--

a. Observing vritt.en procedur~s 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 -..rh1ch must be --

(a) 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 HTRB of proposed changes in the re-
se~rch, and to the HTRB and approving official of unexpected problems involving 
rlsks to the subjects or others. 

b. Insuring that changes ln approved projects (during the period for 
which approval has already been given) are not initiated without HTRB review, 
e:-cc1~pt to eliminate immediate hazards to a subject. 

c. Reviewing proposed pro toea ls at meetings attended by a majority of 
members except when an expedited rcv!ew is used. For the protocol to be ap­
proved, it will receive the approv3l 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 studteH at intervals pro·­
per to the degree of risk, but not less than once per ye3r. 

f. Inuuring the observation by a third party of the eonsent process anJ 
each investigation, as appropriate. 

g. Recommending safeguards or special cond l ti.ons to a protocol. ~Then 

sueh recommendations are made, the approving official 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. Chairpf!rson of the HTRB. The DCSPP11 is designated Chatrperson and a reg--· 
ular member-::;·fthe-HTRl3ancris responsibLe for chairing HTRH meetings, keeping 
the CG informed of HTRB activities, and recommend lng approval/disapproval of 

• H1'RB regular: membera to the CG. 

2-5. Executive Secretary of the HTRB. Tiu~ DCSPPM will designate a member of 
his sta-i:T'tu'""'be -th"E~··E·xe'cuUveSe.cretary of th·~ HTRB. The r:xecut ive. Secret.uy 
of the HTRB 1.s responsible for --

a. Insurlng that the responsibil:!th~s of the HTRB prescribed in· para·-
graph 2-3 are carried out. 

b. Preparing and distributing the v.g•:!nda for each meeting to all HTEB 
m-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 DCSOPS, DCSPER, DCSSYS, SJA, Command 
Chaplain--an·;~CDARCmt-LN07are- each responsible for nominatio:1 of an individu.:;,l 
to serve as a regular member of the HTRB. Nominees may be from their respec·· 
tive staffs, subordinate command functional r;ounterpart sta•~fs, or may be tht~ 

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.::ograph a, below. 

a. Nominees will he identified by name, earned degrees, current position 
a~d duties, and experience, such as board c~rtlflcaclons and licenses. The in­
formation in the nomination will he complete enoueh to describe each member's 
chief expected contributions to HTRB reviPws. 
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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
gr-ounds 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 att-f;,tudes, and respect for advice and eounsel and for the rights and 
welfare of human subjects. 

c. Confirmed ~1ominees '1Ul serve as HTRB 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 serveasex-offfcro~,~-.n·on~:vo-t"ing members of the HTRH: 

a. Chief, CE~rEx. 

b. •Command Psychologist. 

c. Chief, Hurr~,;'!n Technology Office. 

d. Chief, Public Affairs Office. 

The following will serve as ad hoc members of 

a. TI1e Staff Advisor for Scfrntific 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 investigator. 1'he principal investigator for each projec: t 
covered-by-tl1fSreguTa-tio\1 __ i_s ___ rcspon~ tb.te for 

a. HaintaininR ~dequate records on the following: 

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

(2) Case histories that rt~cord all observations and other data im­
portant to the study. 

(3) Volunteer agreement documents.· 

b. Preparing progress reports, :l.nc:1uding annual reports, as determined 
by the approving author! ty and the lNSCmf HTRB. 

c. Promptly notifying the approvtng aut1nrity, through the INSCOM 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 !NSCOM HTRB before start:!.ng, chan.ging or e:x:tend:lng a study. 

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

f. Insuring that investigational materfals and de,dces are administered 
only to subjects under his or her personal sup•Hvision and that of a previous 1 y 
approved associate investigator. 

g •. Insuri.ng that volunteer recruiting t•~ams at"e briefed as to the nature 
of the research and the ethical principles in this and related regulations. 

2-10. ~embers of _yol~!'t~!._:r:'~'::S.!.~:~!!'Et_t.,~il!~!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-lL Medical monitoro The medical monltor of each project is responsible for 
and is hereb:y-delega~ted the author:J.ty to terminate the effort if --

a. Subjects are at risk of life or limh. 

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

POLICIES 

3-1. ~!ler_!!l• Experimentation :lnvolving human tec.hnology or human subjects 
conducted by or on behalf of any INSCOM component may be undertaken only with 
the informed consent of the subject, and ln accordance with guidelines issued 
by the Department. of Health and Human Services (Dt!HS), setting out conditions 
tha.t safeguard the welfare of such !>Ubj£~cts. TI1e prov·isions of this regulation 
c~nstitute INSCOM implementation of those guidelines. 

3-2. Approval. INSCOM components may not engage in or contract any research 
or testi~;-;·~olving human subjects without advance approval throu:sh the INSCOM 
HTH B 'by an INSCOM approving official, or h.igher level official, where appropri­
ate. This approval is requfr,~d reg::lfdless of the degree of rts!<. involved. 

3-3. Risk determina tlons. The INSCm1 IITRB will render all risk determinations 
regarding INSCOM resea-rch or t:esting involving human subjects. 

3·-4. Risk versus benef!t. The dcgrt~e 1.."!f potential risk involved in any pro­
jt"!ct wiiTnever exceeTtiie 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 will~followed as outlined in this n~gulation. 
Voluntary consent of each human subject is essent:!.al. Military personnel are 
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 \oTho are fully informed and volun­
teer to-take partmaybe-~e'd .. as human subjects_ in JNSCOM research and testing 
acti.vities. 

3-7. Use tlf non-US citizens. Research may be conducted outside the US that 
i nvol vesoon-US cWi"e-r7S;-ho-;ever, all requirements of this 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~>:ainees as hur.tan research subject"S--iS'"'prohibited. 

3-9. Medical care. Volunteers ~o;·Hl he authorized illl necessary medical care 
for injury or disease that is the prmdmate result of taking part fn approved 
INSCOM research or testing activitte~. 

3·10. Stated objectives. E'ach project will be designed to achleve its stated 
objectives. The proposed number of subjects will be the mi.nimum needed to in­
sure that statistically significant results are obtained. 

]-J.l. Physical ant! rrental sufferi:~g. F'lch project will be conducted in such a 
manner astoav;Jid.unnecessary p-i1"'ysical and mental suff.::ring. Preparations 
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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 w1.11 not be conducted if any reason exists to believe that death or injury 
will result. The degree of potential ri~1k wlll never exceed the expected bene-
fits of the p~oject. 

3-12. Qualifit;_!!ti_~...,.E.~_!_~!.e._.st .. ~_g,!l~~ors_. Only persons judged qualified by the 
appropriate approving authority will conduct human subject studies. The physl.­
<!ian responsible for the health and H'el fare <>f the subject may or 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. Minces. Minors may not be involved a~1 human research subjects without 
advance a:p·proval in eac:h case by the INSCOM HTRB. 

3-llh Recruiting of volunteers. Volunteer- .... ;;;ecuiting will be accomplished hy 
pel:'sonnelres-ponsibi'e-for ,_the-conduct: of the particular project. or as othe ;·­
wise specifically approved by the INSCOM HTRE. 

a. Each app·roved protocol will be rcvi.ewed at least annually and on a 
continuing basis as determined by the• INSCOH HTRB. Annually means once each 
12-month per:l.od. -'' 

b. The decision as to whether a research protocol involves more th~1n 
minimal risk shall be made by the INSCOM HTRB. 

c ~ The research protocol w:ll 1 be prepared tn accordance with the ia­
structions contained at appendix B. 
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Chapter 4 

PROCEDURAL GUIDANCE 

4-l. Technical reports. Technical reports will be prepared as prescribed in 
AR 70·wfla-ndfollow-the, .. format of MIL-STD-84 7 A. When applicable, these reports 
will contain the following statement: 

For the protection of human subjects, the 
in11estigators h<we adhered to the policies 
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, US Army Medical 

Research and Development Command, ATTN: SGRD-HR, Fort Detri.ck, Frederick, 
Haryland ' 21701. When HQDJ\ apprcnral, .or higher, f.s required, information 
copies of material forwarded for approval will also be furnished to the office 
above. These will include as a minimum, two copies of the protocol, a copy of 
the volunteer agreement and all rnlnutes of INSCOM HTRB meetings reviewing the 
proposed project. 

4-3. Informed consent. Subjects will be given adequate time to review and un­
derstand aTi-fn10"Z:;atTon before agree:tng to take part in a project. The volun­
teE!r agreement documents will be •. rritten in language that is easily understood 
by the subject. The documents listed below will be discussed with each subject 

~ 

before his or her ac•:eptance. 

a. The Volunt•~er Agreement (appendtx C). , 

b. The gxplanation Portion of the Volunteer Agreement (append:tx D). 

l•·-L.. Mini!I~!!.-~~~-~E-~~~~i.~· Th.e la•..Js, customs and practices of the country in 
which the research is conducted wl!l take precedence over procedures required 
by this regulation, ~-.~hert~ applicable. The project must meet the sam: 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
quJr.ed for US cltizens taking part in research conducted outsid1~ the US~ re­
gardless of the laws of the country in t.rhi.ch the effort is 'being undertaken. 

4·~.S. More than minimal risk. 'Wh·~n lt ha.s been determined that the risk in a 
human subjects"""study is""itio-re than minimal, then advance approval is required 
through HQDA (DAMl-CI) by th£~ Sec.t'l'!tary or Under Secn:tary of the Army. In ad­
dition~ a medical monitor shall be. recommended by the INSCOM HTRB and approved 
by the CG. 

4--6. Con~!~~.!~!":-~~~~:· __ v.!;_~~o-~.~: Cont rae tors or vendors hold.lng .npproved DHHS 
assurance of compliance shall be con.:;ldered in compliance with thJ.s 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 INSCOM HTRB must a:p'-
prove the INSCOM participation in or utf.Uz1tion of such contractors or ven- tfl 
dora. 

4-7. !es._ue~~--~C!!_:~'!:.~e.,P~_io_!.t_:!.• Requests for eJccept!ons to this regulation will 
be submitted -to the INSCOM H'IRB Chairperson (DGSPPI'-1) with full justif:lc.ation. 

4 ... 8. ~?g?ec!_~E.~E~~!. .. categori~s: Categorle~1 which may be processed in the 
expedited revlew procedures are as follows: 

a. Recording of dat.l frorn subjects ~.<Tlv' are 18 years of age or older. 
using non-invasive procedures· routinely employed in clintcal practice. Th:ls 
category dof~S not include exposure to el<!ctromagnetic radiation outside the 
visible range (~·8·~ 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 ·lnvolve 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) Electrocard.io&,"Taphy. 

(c) Electroencephalography. 

(d) Thermography. 

(e) Detection of naturally occurring radioactivity. 

(f) Diagnostic echography. 

(g) Electroretinography. 

b. Voice recordi~gs made for research purposes such as investigations of 
speech defects, improvement in language utilizatlon, etc. 

c. Moderate exercise of healthy volunteers. 

d~ Study of existing data, documents, records, pathological specimen:;, 
or diagnostic specimens. 

e. Minor changes in previously approved research during the period for 
which approval has been authorized. 

4-9. Expedited review procedures. Under nn C'x:pedttcd revir>w procedure, tlt• 
HTRB Chairper~s-o-0:--or-oneor--;Qre-HTRB revic>w:,rs cles1.gnated hy the chairperson, 
may carry out the review. These reviewers may exercise all of the authorities 
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rr[p of the HTRB except t.hat of disapproval, which may only be exercised as pre­
scribed elsewhere in this regulation. 

a • When the expedlted revte~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 HTRB. The HTRB Chairperson 
will submit a writtEm report of expedited revie\1 actions to the CG w:lth:l.n ten 
working days of appr1?val action. 

b. An expedited review proc:edure may be restricted or suspended to pro­
tect the rights or ~relfare of subjects at any time based upon either direction 
of an approving offtdal or t'£!quest by any member t">f the HTRB. 

•, 
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Chapter 5 

INSCOM HUMAN TECHNOLOGY REVIEW BOARD ACTIVITIES 

5-1. Composition of the HTRlL Ne:nbership :f.n the INSCOM rmm will consist of 
the chair"perso'n-;--;;£-Tca.sts:ix"- ot.ho::r regular members, app<)inted by the CG from 
;,:;~1ong the nc.mln.ationu subm:tttcd 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 pr.escri bed in :.hapter 2, above. One regular member will 
he not affiliated with the INSCO: I and not part of the :lmmed ia te family of a 
per:·son affiliated with the INSCO~!. 

5·-:~. General criteria for membership. At least one member· of the HTRB Hill be 
frcm a-'Profes.sio't\TP"o.s1t'IoiiT.ictiv:Cty--p·rimaruy concerned with the welfare of hu·· 
man persons. At least one me1nber will be non-scientific, such as .a lawyer, 
ethicist or member "f the clergy. THE INSCOM HTRB may invite persons with spe­
cial competence to assist in the review of complex issue• that require exper­
tise beyond that avaUable on the HTRB. These persons normally will not vote, 
unless he or she iJJ serving as the non-lNSCOM member of the HTRB. 

5-3. Gt~neral commi1:tee activities. Each regular and ad hoc committee memb~r 
shall have~~c;·x:~;;;--··eq"ti:ii_v_ote;-an~l-the-en.tire committee will be vested with the re­
sponsibility to determine if a propo~:ed activity is acceptable. Acceptability 
will be in terms of Army l1ed.1cal Department (AMF.DD) commitments Elnd regula­
t{ons, applicable law, standards cf conduct and practice, and with full consid­
eration for the particularly sensitive nature of the INSCOM's role as an intel­
ligence componcn,t • 

• 'l. At least five voting members w.i.ll be required to constitute a quorum 
at 0ach committee meeting. 

b. All actions of the commHtee will be by majot'it)F vote of members 
present. 

5-~. Avoiding possible conflict~ of interest. _ ....... __ . -,, .. ,. ... ,.,_,~,~~.---_.._.,__,_,._._,.,.-____, .. --... --·--~-:--·--··---... -··-K-~· .... 

a • Except to provide :lnformation requested by the HTRB, no lNSC0?-1 HTRB 
member may take part in a review of any project which is sponsored by that mem­
ber's organization or office of t~mployment or assignm('!nt, or ln which there may 
otherwise be a conflict or appearance of a conflict of interest. 

b. The intended approving officL1l 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 must review and 
approve such projects. 

a. In evaluating the risk~; and benefits for. projects uncler consldera-
t'l<:ln, tht~ INSCOH HTRB ~hould consid·,~r only those that may result from that 
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particular project, unless a clear linkage has been entablished to other pr,­
jects. 

b. 1'o approve an (!ffort covert!d by this regulation, the INSCOM HTllB must 
determin~ that all of the requirements belou are met. 

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

(a) Consistent with sound investigation design and do not unne·~­

essarily expose subjects to risk. 

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

(2) Risks to subjects are re3sonablc in relation to --

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

(b) The importance of the 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 sctt1ng in which tne.,- research investigation will be con-
due ted. 

"' 
(!l) Informed consent wUl be ~.le,::tlt'ed from each subject. 

(5) 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 subjectJ and 
to maintain the confidentiality of data when appropriate. 

5-6. Special considerations of sensitivity. Some or all of the subjects may be 
vulnera-6Ie-to-~speciaTco-nsDie:rat10Ti9'""()f's"C;.1si ti.vi ty because of past assignments, 
affiliations, etc. In such case!i, add It tonal saf€1guards will be included to 
protec.t the rights and welfare of these subjects. Tn no instance wHl the 
INSCOM 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<l­
tionally disadvantaged. 

a. The rNSCOM will sus pend or terminate a pro Je.ct that --
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(l) Is not being conducted according to the UTRB's requirements. 

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

b. Suspensions or term1na.t tons of a project will 1nclude a statement of 
the reasons for the HTRB's action, <Hld will be reported within 24 hours to the 
principal investigator and the approving official. 

:,-f;. Records. 

a. 'The HTRB executive secretary will prepare a.nd maintain adequate docu­
m~nts on HTRB activities, including --

(1) Copir~s of all pro·1osals reviewed, scientific evaluations that 
accompany the proposals, approved sa:nple 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 !NSCOM HTRB; the vote of thc~e actions, i.ncluding the number of members 
voting far, against, and abstaining a decision; the basis for requiring changes 
or d:f.sapproving a p1:oject; and a ~.rrftten summary of the disc:usston of Cl?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~ators. 

(5) A cunent Hst: of HTRB members •. Hembers will be identified by 
nc.u1w. earned degree~, reprcs.~ntat :l..ve c.apacity and experience, such as board 
Ct.!rtifications and licenses. The Jnformation will be complete enough to des­
cd.he eaclh member's chief expected contributions to HTRB revie,,.•s. Any employ­
ment or other relationship between members and the INSCOM will be noted. 

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

(7) Statements of significant new findings. 

b. The records required by thls regulation will be retained pP.nnanently 
under 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. 
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APPENDIX A 

TERMS AND ABBREVIATIONS 

Section I - Terms 

A-1. Approving official. 'fhe INSCOM Commanding General, Deputy Commander, In­
telligence ,--nepu,ty-(:ommander) Sup,:Jort, or higher level official, l<tho has been 
delegated authority to approve the use of human subjects in research. 

A-2. Associate investigator. A ?en1on who may be deeply involved in the exe:­
cut.i.on -of-research but···does-··-not have ovf=rall prlmary responsibility. 

A-3. Consent. The leeally effec.ti.ve agreement to take part as a human sub­
ject. oPThe agreement may pertain to one's own participation o:i:' be in behalf of 
another person. Three tex:ms associated wi,th this meaning that distinguish be­
tween the' legal validity of such agret:!ment"'s·· are subject consent~ permission, 
and assent. These terms are defi.ncd below. 

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

Agref~ment by an adult person who has autonomous 
t!lking part as a human subject. This .form of con­
who have not lost their legal caj)ac:l ty to consent. 

b. Perrdssion.. Agreemen.t by a "legally authorized represent: at! ve" fc.r 
taking part"a;tah~man subj<t!c t' of anothe 1:' person who does not pos:H!SS autono­
mous legal capacity to consent in h f.s or her own behalf. A legally authorized 
representative is a person or judtc:Lal body authoriz1~d under applicable law to 
grant permission (also knm .. '11 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.ty to consent in hi:; or her own 
behalf, but who is (:apable of understanding what .is proposed and able to ex­
pr!!Ss an opinion as to willingness to participate. Assent is concurrence in 
what is proposed, but is not a substitute for 1mbject consent bE~cause, unlike 
consent, assent has ~o legal effect. 

A-t.. ~periment~~iO!!_· Any research or tes tinr, activity involving human sub­
jects that may expose such subjects to the possibility of permanent or tempor­
ary injury (includlng physical or p~lycholog:tcal damage and da.mag(~ to the repu­
tation of such persons) beyond the: ·risks of :!.n,jury to wh:tch such subjects ;!Jre 
ordinarily exposed in their daily lives. 

A-5. Expedited revit~W procedure:~: TiiOS·f! procedures used in rese.n·ch :involvlng 
nt:> more than minimal risk and those used for minor ch.1nges in approv(~d investi­
gations. These procedures mlnimiz•d time required f. or revh:l.r. 

A-6. He,'ilth care practitioner. An individual trained to interact with pa­
t l.ents t·o- prov:feiedi:ignostTc-;r· tn•n tme nt procedures 1vi thin es tab l.U:hed profes­
sional standards. 
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A-7. ~~ ... ~~-~~!!:~!:..• Any person, whether or not ::mch person is a US citizen, •. ~ 
about whom an investJg<ltor conducting research:, testing or studies obtains data lfl· 
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 <:lS 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 int~rrogation technique on an 1ndivic1u~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). 

[1~·8. Human Technology Rev:few Board (HT~.B). A body set up to provide 1.niti.3.l ,..., __ ,,_... ... ~T----··"""'-----~··-............ •--·-· ........... ,,....._. .... _._.,._,_ - ~·-, ............ -. 
and continuing review of rc: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. 
Jt is fundamcmt;llly similar to an InstitutL)nal Review Board (IRB) discussed in 
guidelines issued by the DHHS 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 :ts vested in com11anders. In the INSCOM it is vested 
:f.n. the CG, and has been delegated to the DCG-I and DCG-S for matters uncler 
their respect ivc functional control. App::-·ovtng officials act on recommenda­
tions of validly constituted HTRBs. Outslrte DOD, IRBs tend to he vested with 
this authorJ. ty. 

/,-9. I:_~_!}~-~~lth{~iz~~_E_~!pre~~ .. ~te.._~~Y.~· A person or judicial or other body 
authorized under applicable law to consent on behalf of a prospective subject 
to the subje<:t: taking part in the procedures illvolved in the research. { 

J'.-10. Medical mon:Ltor. This person !s a military or Department of the Army 
civilianph};sician.who. is responsible for "obs·~rving human subjects during the 
Ganduct of research. 

A·-11" Hinimal risk. lfuen used in the 
t:ha t theri~sks--oi~---harm ant lcip.1ted in 
considf!ring probab:l.lity and magnitude, 
daily life or durinf~ the performance of 
:f.nat:lons or tests. . .... 

c:oncexi: of this regulation, this means 
the propoge:d research are not greater, 
than those ordinarily encountered Ln 

J:"out i.nl~ physical or psychological e:x:am-

A-12. Prine ipal imrestigator. A person, r!!ga rdless of title, who is primarily 
responsi'bfe"f"ar.~i:ile····,ictt~aT-e~ecution of the research. 

A-13. .!'.!2..!::..?.~~?}_. The wd t ten, detailed plan by ~,;tdch research :i.s to be con-· 
(lucted. The plan contains, as a minimum, discussion of 

a. The obje.ctives'of the project. 

b. The information to be collected. 

c. Th·~ means by which it wi.ll be collE·ct:ed and evaluaten. 

d. An assessment of potential r tsks and benefits 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 geniraT-"kno.wledge concerning mi 1 i tary or intelligence problE!m:;. The term 
does not include ind:lvidual or group training of personnel such as combat read­
:f.ne<J:<J, effectiveness, proficiency nr 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). "ReBearch" ln the sense applied in this regulation will be funded 
M'co:rding to the project, effort, etc., to which it applies~ 

A-13. lt3~~:~~---~m~ .. -~!:.::'!'}_£.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 is a major explor­
ation of the unknown and contains unpredi~table elements. Development ~usually 
:In con.fined to the qualification or elaboration of known principals. 

A--16. ~..2!.£E.l.?_t..!s .. -~--~~ve~t1f?~"t:..! .. ?..!! .. • A formal inquiry eenerally described in a 
protocol that sets forth explicit objectives and formal procedures designed to 
'l."i~Hch those objectives. The tenn includes cllnical investigations. but does 
not include post-tra:~ning or post-thcrap•eutic inqui.ries intend~d only to evalu­
ate individual progress or responslvenesa to training or therapy. 

A···l7. Test and evaluation. An effort or ass-essment to. validate proposed or 
exi:; t ing--stai1d'a'rc!'s'ol~·-c-onccpt s of pc rformance ~ either of huroam; or of material. 

111 

A--lB. 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 participants 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). 

A-3 
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Section II - Abbreviations 

ACSI ________ .,, __ _..«.w.-- ... w--------·----.--...--­
•· Department of the Ar:m~r Assistan.t 

Chief of Staff, Intelligence 

A~D---·-----~·--·----·-----------·----·-~-·- Army Medica 1 Department 

ARI--·------------------~·------------·- US Army Il.esearch Institute for the 
Behavioral and Social Sciences 

CENTEX-··------------------·---·-------- The INSCOt1 Center for ExcE-.'.!llence 

CFR---~--.---~·~·~"-·---------------··-~ .. ·--- Code of Federal Regulations 

DA-·----·-----·--·---·-------------·------·- De;?artment of the Army 

DARCOH-------·---·----·--·-----------·---- US Army Materiel Deve~ .. opment and 
Rese.:nch Command 

o-:;SPER-----··-------.. ---·--·~----·--~----- The INSCOM D·~puty Chief of Staff for 
Personnel 

DGSPPH----------·-··~-·----·-----··----·---- The INSCOH Deputy Chit!f of Staff 
for Plans, P rof~rams and Modernization 

.. · 
DCSOPS------------------------------ The INSC:OH D·~puty Chief of Staff 

for eperati0'1S 

DHHS----·~---·--~--------·---------·---- Department of Health and Human Services 

HPTF--------------------------------- The INSCOM High Performance Task 
Force (no longer constituted) 

""••.o:. 

HTRB------------------·---------------- 1'he INSCmt Human TechGology Review Board 

INSCOM--·--------·-·---------·----------- lJS Arm'f Inte 1 ltgence and Security 
Command 

r1ACOH·--------·--·-·-·-·~-·---------------- MaJor Army c oinma nd 

SJA---------------------------------- The INSCOM Staff Judge Advocate 

TSG----··----·-----·-------------------- ThE! Surgeon General of the Arrlly 

05----------------------------------- 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 erlstirl·-g· pro]ect t identify by indicating "Amendment No. to" immediately ,,__,_ 
preceding the title) • 

. 
a. Principal investiRator. 

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 tel4~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 project. ( Gi~ month and year of expected start and 
c omp I e t iori""'dat"CS):-------------

Section II 

INTRODUCTION 

<1. (Enter a short, onc-par;e or one··p.1ragraph, summary of the proposed pro­
ject, similar to the abstract of a scientific paper). 

b. (Enter a list and brtef description of safety measures for human sub-
jects involved in th0 project). 

6. Medical application. (Expla:tn briefly the medical importance~ including 
psych-OiOiical consTcfemtons, and possible usefulness of the proJect). 

7. Objectives. (State brldly but specifically the objectives 'of the pro-
ject .-Inc-lude--items below, where appl.lcable). 
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C• Type 'of populRtion involved. ("List the S\.lbject population to be ob--
served) • -~-----~---·-----·""·-·· · 

8. Status. (State what has been accompH~•hed or publish,~d in the proposed 
area "'O'f'St\idy and describe how this project ~·d.ll relate to, differ from and/or 
advance that whtch has already been accompl:l.shcd). 

9. !!.~'!.!E!i!.~IJ~Y-· (List all references u3ed in preparing the protocol). 

10. Authority. (Cite the specific authoritY' for the INSCOI1 to engage in thi'> 
project-:-TnXfcate date of approval. and if not yet approved, indicate specifi:-: 
approval authority needed for this project. -~Identify any POC in approval ma­
thorlty~ organization with whom coordination has been effec:ed. 

Section III 

· PROTOCOL PLAN 

... 
a. (Outline expected accomplishments in Sllfficient detail to show a clear 

course of action). 

b. (Include discussion of the technologleal validity of the proposed re-
search procedures). 

c. (List the chronological steps to be taken). 

12. Project _ _:<>ub~. (Give as a minimum the information below). 

a. Number of subjes:ts. (Indicate the total number of subjects expected LJ 
complete -ffie-··-;tudy)-:--·--

c. Sex. 

d. Inclusion criteria. (State speci fie and detailed reasons for inclusio·:t 
of subjects by cTasS,orindividually, as appropriatE~). 

f. Evaluations before entry. 
inattons :--n;eJic;1-~hlstory-;et"c.. 
entry into the project). 

(Include any physical or psychological exam­
which Ls to be done on ea.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:t:C ... i~fO'ru~itC., which (:onstitute the criteria for e.xcluslon from 

the project). 

h. (Desc:cibe briefly whf.!re subjects will be ob·-
taincd). 

L Subject identification. (Descri. be code system~ if any, which will be 
used in th'"ept:)[e"c'tY:-"·--·"··-·-·-

j. Subject assessment. (Describe the methods used to assign or allocate 
thr~ objcetaf'-th'I9"""rese.ard1 to particular subjects). 

k. Risks and b~~nefits. (Dir:cuss the analysis of risks and benefits to 
!:1\Jbjects an('f-to-t"F;os~:--zo-nJ~;cting the research). 

L Hinimization of r:!.sks. (Discuss the precautions to be taken to mini-.. -....-._...., ...... ,_ ......... ~-- ..... -·-"'--..--~~·--·-, .... , ... "" ., " 
mize or eliminate risks to subjects and those conducting the research)· 

m. £_on:::.~~~!~-·~':.~_io..:_:~.· (Describe hypothesized adverse reactions and cor­
t(!Ctive actions expected to be talwn H such adverse reactions occur). 

n. ~ec:.!~;~ __ ':_q_~~P.m~!'t. (Dcsc ri b1~ any special m'~dical or nurs lng care or 
equipment needed for subjects admlltcd to the project). 

a. (State the complet~~ name and d.ew>cription of: all t1~chnologies to be 
used, including procedures for their application). 

b. (Identify the source of all technologies and related items, devices, 
etc. List all co~ponents and manufacturing and quality control plans/ 
procedures, where applicable). 

c. (Identify the methodology fo"·r application, if different from procedures 
described above). 

d. (State the schedule, adminlstration and duration of each aspect of the 
project). 

e. (De:Jcribe 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 Food~ Drug and Cosmetic Act applies). 

f. (Discuss labeling to m'!dica.l devices, where applicable). 

1 1., • Eva .. I..~:·~~!.?.!~~--~~~-e~--~1-~~r ~.~3~ ._.:~~.d ____ J'_ol.}~_':-:!.~.8 _ _!:_~-~·- PE.~J<:_c_!_. (A pro 1 ec t scherna t lc. 
m,!y be included, or the items may ''e listed as indicated helo1.;. In either. 
c1.se ~ it fs important to Ldent tfy the person who will perform each evaluation). 
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a. Specimens to be collected • ..... - ........ -....,, .... -. .,.,... ............ _... .. , __ ... ,~.~--'' """ ... ,,.~-...·~~ ........ , . ., .... .,..,. ......... 

(1) Schedule of collections. 

( 3) StO!'il.8!_· 
are required.) 

(If applicable • st;l tc where and if special condition:; 

-.. 
(Include how adverse effects are to 

c. y_g_~~~-.1'~Lgn~.· (State when desired and the frequency). 

e. Disposi.tion of data. (St-ate location and duratton of storage. Include 
pe:rtinen.tTnFormatlon --reg.arding Privacy A::t 1nd AR 381-10 considerations, 1f 
applicable). 

f. Methods used for data collectiol'l. (State crftlcal measurements used as 
end points-io~C.:llara-cte-rTze·~·-s-a·t:et')r-;---ei"ft"c.·ac:y or equival~ncy). 

a. l.Jhen allowed. (Use flexi.ble,. but definite criteria. If none is to b(! 
allowed, 8o'si:'ate~j-·.-

b. Who will be notified. (Include both those regarding the individu1l 
subject, Tf'appro-pria-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 
modify:- term1na"ie-o;;·-exte'7i~r-the' pr.o tocol). 

18. Disposition of unused proje<:t matt'!rial. (Give a statement pertaining to 
dispositiO'tlof".unus~;r··pro1ectmaterT~i'l-~n~f"d'evtces, :tf applicable). 

19. Publications and reports. (Des<: ri be use, including potent. ial res tric-
• 1: tons ,-offiiiorma.tT~)n .. and-publicatlons and reports arising .from thE! project). 

20. lundln_f:t. ( Identlfy source of funds and any special or unusual funding im­
plications). 

21. !:i~~fcal.!!~~~itol:· (State the na1:1e anp telephone number of medical monitor, 
\tl~<m applicable). 

22. Protocol review. (Identify the human use committee or institutional re­
vit~w boa"rd-whi(~-wiJ:i provide :!.ni ~ial, continued and annual reviE!W of this pro·~ 
tcc:ol)." 

......... 

Attachments 
A-:. Propo~cied Volunteer Agreem"mt 
H - Proposed Explanation Port ion of the Volunte~~:r Agreement 
C - Review of Scientific and Human Research Issues (ff applicable) 
D - Blographic Sketch of principal and associate investigators 
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!, 
(1:3th) 
unteer 

APPENDIX C 

VOLU~TEER AGREEHEN'r 

Part A 

, having attained my eighteenth 
'birthday;"3'ru:i-otherwf's·~ ha,;tng full -capac:f.ty to consent, do hereby vol-
ta participate in .an 1nvest1ga.t:l.on study entitled: ---------··--

·-···--$---- ---·-.. ~·····--·--···~·---·-···-·-----·--- ·--·---·-··===:_:_::;and· 
;f\7:!e-rtfle ciirectTon of~-·-------------~ ·---.. -- ................ - ..... , ......... ~-·'-..... ~----~-.:............ -· _..,.....,,....,_,~·~~----.. --.~- .... -------... 

* ·-····--.. --···---.. -·-----~·---······---.. ···-·-·--· _ .. __ . --··-·· .. ". ----··-----·--
The implications of my volunti1 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 have been thoroughly explained to me hy 

, and are set forth in Part B of this 
AG-;::eement:;Wi1TCil'T"11ave sigr1(Uf:"-TF:ave -~en given the opportunity to ask ques­
tions concerning thf.s inve~>ttgat1ve study, a.nd any such questions have been 
an:;wered to my full and complete oat 1sfact1on. 

I understand that I may at any t.iLUe during the course of this in.vestigRtive 
study revoke my conHent, and wi thdra.w f. rom the study without prejudice; how­
ever, I may be required to undergo certain further examinations, if, in the 
opinion of competent aut:hodty 1 s··Jch eJCaminat~ons are nef.;essary for my health 
or 1t1ell being. 

-----·-·"-·--Date 

. -
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ii.PPE~TDIX D 

VOLUNTEER AGREEMENT 

Part B 

Explanation "Portion of the Volunteer Agreement 

1. !'!? . .l~~..£....!..t.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 durati.on of the subject's parttci­
pation. A description of the procedures to be followed.. An 1dent:Hlcat:lon 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 rlsks 
or dlsco;.QfortS-tothe subject). 

5. Bene~.~-ts... (A description of any b(!nefi ts to the subject or to others that 
maf reasonably be expected from the study). 

6. ~ltern~,!,iv*:_ . ..E!O<:~-~~!SS. (A disclosure of proper alternative procedures 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 any, to 
whtch.coniTcferi.i:Taut·y---oT·-·;.;;·;:;;rds 1dent Hying the subject wHl be m<lintained. 
Also, if more than a minimal risk is involved, a state~t.ent that authorities 
outside the US may inspect the records). 

8. ~~!_!'..!..~!:..!~· (An explan,atlon of whom to contact for answers to pert:l.­
nent questions about the study and"'"the £;ubject •s rights and whom to contact in 
the event of study-related injury to the subject). 

a. Participation is voluntary. 

b. Refusal to :part.tcipate will involve no penalty or loss of benefits to 
which the subject is otherwise entitled. 

·= • ·The subject may discontin1le participation at any time without penalty 
or loss of benefits to which the subjt~ct ls otherwise entitled). 

10. Compensation and medical treatment. (For a study involving more than min­
im:.~l -r""f5'k":-·-an-expfinatf~;1-"as-'to-wt~e-tl1er any compensation and mr:!dlcnl treatment 

D-1 
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USAINSCOM Regulation 15-3 

are availabln if injury occurs and, if so, what they consist of. or where fur·- Ct: 
ther information may be obtained). 

11. Additional comments. (When appropriate, one or more t:>f the elements of 
tnfor.m'"irtfon-be-iow. wiiT"-aiso be. given to each subject. 

a~ A statement that a certain 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 anticipated circumstances under whic.h the subjE:ct 's part:lcipat.ton 
may be terminated by the investigator without regard to the Hubject's consent. 

c. Any addi.t.!onal costs to the subject that may result from participation 
:!.n the study. 

d. The consequences of a subject's ded.s ion to withdraw from the study and 
procedures for the orderly end of the subject's partid.pation. 

e. A statement that new findings developer.! during the course of the study· 
which could .'if feet the subject's willingness t:o continue will be given to the 
subject. 

f. The approximate number of subjects involved in the study. 

g. 
!itudy.) 

The precautions to be observ~d by the .subject before and after the 
~ 
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~i'I A'I'!~~tEN'~ OF CONSEN'.l' 
INSCOr-1 CEN'l!,;R LAN!•; 1'F\l,~TJ<:C'1' PAH'r lCIPAN'P 

lbtc: 

1. (S/CL-·4/NOFORN) I, vo1 untarily accept assi,c;::ment 
to the INSCOH CENT~:R I, ANI:!~ -PROJBC'Y--(ir5.Lfi-,;;l;i· i· ~J-ly-\~1~d (' rs btnd tlla t: 

a. (U) Army Gener1~ l Ccunsf:l deternirwd t.h: t ICLP consti t.11 h-:,R 

experimentation on human rn:b,iectn. A;; It~qui,·c::l by Procodurc 13 of DoD Directive 
'5240.1-H, ap}Jroval for proj:::•ct nctivibec; ha:~ Ltnn t;"&llted by ~Pcretary of the Ar·my. 

b. (S/GL-·3/NOFORN) The aim of ICLl' i::: tn .jnvelor• llighl:y skilled personnel wl10 
are capable of conducting professior:al hve l .,n tEd.lige'n•~e/ counterintelligr::nco 
operations through use of p~:lychoenorgf~ti.:~ w;thodology. · DAvelopment of JCJ.P 
})EH'<wnnel wi.11 be accomplished with spec.i al t~raining ba~~E~d on m:tssion req_uiremen ts. 

e. (U) Assignments in ICLP are guvcrlind by the serwi tivity and degree or 
expertise r:quired for the position. I w:i 1 i be w.:-c:igned in accordance wi. th :11Y 
eapabili tier:: and experience, regardless of my r<tnk or previous position. Dne to 
the n.ni.ure of training involved, the durqt·:on of rr:y participation is :indefin: :>:·. 
He cords of my 1nvolvement will be availftble to pro;Ject per:Jonnt:.ll, but otherwi~1e 

protected u~der project security measures. 

d. (U) ':I'he primary eonsidera tion in :u1.·r ca:.·eer development or assignm;mt 
action wiLl be ICLP mission and operational fequi rernE~nts. I understand th;:_ t 
exemption, interruption, or delay i.n norma4 cnrecr devt:lopmrmt patterns--such <%3 

brmlCh schooling and assignment opportuni tit3r.-··may prejudice future promotion m~d 

assignment potential. I have been assured, however, that every effort will be rluirle 
to preclude the adverse effects listed above on my c~reer. 

2. (S/CI.-3/NOlWRN) PSYCHOENERGFi'riCS (PF;) include vari.oun processes by whir:h 
individuals psychically interact with objects, locations, and organisms. 

a. (U) ~:'hero is no demonstrated risk of ·permanent or temporary in_:inry 
(including phye.ica1, paychologicnl and/or c1amnge b pnrticipants' reputation) to 
pro~·ect per:::onnel beyond riBks to which Uwy w·1uld ordirw.ril;) be exposed in their 
daily lives. 

b. (U) I may temporarily choo:::f-J net to perform p~; at specific tim9s, or 
permant;•l t ly dis·~ on tinUt! partici pat ton without pre jud j e i.a l effect. 

WAHNING HO'J'T:;r~: 

GEN~.'ER LANE ~~PECIAL ,\CCr:SS PJW(;RAM 
HESTRIC'r Dis::::E~liNA'l'ION TO 'J.'HC::E WITH VEHU'TED A::CESS 

C A'i'EGOit '[ C L-·4 
NOT ~EL8ASMABLE TO FOREIG~ NA~IUNALS 

CLAS:: H'IED 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 MMPl 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--lis (hypochondriasis), D (depression), Hy 
(l1 y s t e r l a ) , P d ( psycho p a t lli c deviate ) , M f (mas c u 1 in i t y-
femininlty), Pa (paranoia), Pt (pr·sychasthenia), Sc 
(schizophrenia), and Ma (hypomania)--or by their code numbers to 
avoid possibly misleading connotat•ions. Hany other scales have 
subsequently been developed from the same items; Si (social 
introversion) ls one that is commonly scored. There are also 
three vali.dattng 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 (I), Control (C), 
and Affection (A) and are defined behaviorally as follows: I -
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 satisfactory 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. 

L1. California Psychological Inventory (CPI): Developed by 
Harrison G. Gough, Ph.D., Consulting Psychologists Press, Inc. 
The CPI is intended primarily for use with "normal" 
(non-psychiatrically disturbed) subjects. Its scales are 
addressed to personali.ty characteristics 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 interpPrsonal behavior in 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 al.so provide 
information of value in 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 in 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 measurab~e personality variables are; 
achievement (ach), deferenc~ (def), order (ord), exhibition 
(exh), autonomy (aut), affiliation (aff), intraception (i.nt), 
succorance (sue), 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 J.s one 
wbo 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 (U) (TAB A). 

b. (U) Memorandum, DAMI-ISH, OACSI, dtd 1 August 1984; subject: 
CENTER LANE (U)--ACTION MEMORANDUM (U) (TAB B). 

c. (U) 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?vliNAlTCTN-TCr-THOSE WITII VERIFIED ACCESS 

TO Cl\1'lGORY THREE (3) 

SJjNSITIVE INTI~LLIGENCE SOURCES AND METHODS INVOLVED 
NOT RELEASABLE TO FOREIGN NATIONALS 

CLASSIFIED BY: CDR, INSC'OJvl 
DECLASSIFY ON: OADR 

r:nPY 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 invested 
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 clone 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 effective 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 
space from INSCOM to DIA. The transfer of ICLP personnel to DIA 
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 5240.1-R, AR 381-10, and Code of Federal Regulation, 
Title 45, part 46.) 

b. (S/CL-2/NOFORN) Documents. All documents maintained by 
ICLP will be transferred to, and become the property and 
responsibility of, DIA. INSCOM Nill be permitted to retain access 
to command and control and historical ICLP 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) Office Space. The affect cd agencies 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 
provide the 1 east amount of turmo i 1 for the personnel invo 1 ved, 
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IACG 
SUBJECT: Transfer of the INSCOM CENTER LANE Project to DIA 

(S/CL-2/NOFORN) 

permit continued operations <1nd 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. (U) 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-2560 and T-2561). 

c. (S/CL-2/NOFORN) Coordinate transfer of ICLP equipment, 
contracts and rental agreements from INSCOM to DIA. 

d. (S/CL-2/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-2/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 :·-·says'f'TI'R _____ _ 
Major General, USA 
Commanding 

JAMEs·r.--wrrrmrs-­
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 19S5 

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 7;/;':;E: ~ 
as Majj{ General, USA 

Commanding 

CLASSIFIED BY: CG, INSCOM 
DECLAS: OADR 

1\GJ: l~·,;;_,LJ:.Sll.BLE 'IO FOREIGN UA1'IONALS 
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DEPARTMENT OF THE ARMY 
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMANO 

ARL-INGTON HAi..l.. STATION 

REPLY TO 
1-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: DAt-11 -ZA 
Washington, D. C. 20310-1001 

l. (U) DANI-ISH Letter, 
Agreement. (Incl 1) 

t~ October 1984, 
.... -"'11, 

subject: Memorandum of 

2. (S/CL-3/NOFORN) Discussions with Defense Intelligence Agency 
(DTA) management now indicate that DIA 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 operational control (OPCON) of ICLP as an 
interim 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 all.o1,vs 
necessary time to accomplish preparation and staffing of a ne\v 

:"/'"~'T't' 'n·'·Ir':.·: CENTER LANE ) \. 

TllREE C~) 

' ' 

I 
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IAGPA-F-SD 
SUBJECT: 

21 December 1984 
Transfer of CENTER LANE to DIA (S/CL-2/NOFORN) 

Memorandum of Agreement d1dineating 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 noti(y 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 DIA. Additionally, in a separate action, CENTER LANE will be disestablishe~, 
a.s a Department of the Anny Special Access Program (SAP). .'\CSI will be notified' 
when this is fully accomplished. 

l Incl 
as 

/' ). -6! ,.-· 
../··· <ill- ( .. • ' q v . ,, ......-~ 

H:ARRi} E. SO .TER . 
Maj o·t General, USA 

tCommanding_. 
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DEPARTMENT OF THE ARMY 
iC/F"FICE OF THE ASSISTANT CHIEF OF STAFF FOR INTEU .. IGENCE 

WASHINGTON, DC 2.0310 

REPLY TO 
ATrENTiot4 OF 

SUBJECT; Memorandum of Agreement (U) 

Commander 
USA Intelligence and Security Command 
Arlington Hall Station 
Arlington, VA 22212 

4 OCT 192: 

1. (S/ CL-2/NOFORN) Reference memorandum, INSCON, IAGC, 
26 Sep 84, subjt~ct: Memorandum of Agreement, Transfer of INSCOM 
CENTER LANE Project ( 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. INSCOM may detail the individuals involved for up to one 
year to allow time for DIA to identify spaces. Once such spaces 
are available, the detailed persopnel may be given a Permanent 
Change of Stat ion. If DIA desires 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 subject becomes an issue. 

Classified by Cdr, INSCOH 
Declassify on; OADR 

w~lM ·t~ 
LIAM E. OOOM 

l utenant Genercd, USA 
ACo1S for intelligence 

fJOT RELEASABLE TD 

C [ N J ~~otl\=~r1Ffelease 2004/0~Pfrffi~. . _00788R001500090b~§9GN NATIONALS 
~~~ . t~~)L~~vLf\~11: lJ CLOSE HOLD/HAND CARRY 
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DEPARTMENT OF THE ARMY 
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND 

ARL-INGTON HALL STATION 

REPLY TO 
.ATTENTION OF 

ARLINGTON, VIRGINIA 22212 

SUBJECT: Deactivation of INSCOM CENTER LANE Project (ICLP) 
as a Special Access Program (SAP) (U) 

HODA 
l'.I'TN: DAMI-ZA 
Washington, D.C. 20310-1001 

1. (S/NOFORN) This letter seryes 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 tbe retirement of CENTER LANE as an 
active project nickname, effective as of the date of this letter. 

2. (U) Request that the necessary actions be taken to officially 
discontinue CENTER LANE as a Secretary of the Army designated 
Special Access Program. 

•HARRY E. SOYSTER 
Major·General, USA 
Commanding 

CLASSIFIED BY: CG, INSCOM 
DECLAS: OADR 
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