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- DEPARTMENT OF THE ARMY
UN‘I'I"EU S5TATES ARM Y INTELLIGENCE AND SECURITY COMMAND
ARLINGTON HALL BETATION
ARLINGTON, VIRGINIA 22212

REFLY TO L
AYTENTION OF

TACC : 17 July 1984

MEMORANDUM FOR ASSISTANT CHIEY OF STAFF FOR INTELLIGENCE

SUBJECT: INSCOM CEETER LANE Project (U)

v

1. (U} We have completed a review of project CENTER LANE with a focus on
resources invoelved, results obtained and the vole of IRSCOM In this area.

2. {8) INSCOM has invested considerable e¢ffort over a long pericd of time
to develop the remote viewing technology. +«4s a result the Army enjoys a
nenopely on chis revolutionary concept for intellipence collection. We must
insure that we do not lose this knowledge and experience in any action taken
to change INSCOM's role in the use and develepment of the technology.

d. {8Y T am concerped about these three aspects of rhe program.
a. untinueﬁ research and development. We cannot abandon the work

alveady done if for vo other veasom than to keep pace with the effort being
expended by our adversaries

-
-

b. Cuvyent operations. Intelliggnce users in the Army, DIA, NSA
and CTA have all tasked this methodvlogy to augment established disciplines
and for missfons that would be extremely difilcult or impractical for any other
collection resource. The Intelligence Community cannot afford the loss of this
capability while it waits for a total refinement and understanding of the
aobserved phenomenon.

c. TPeople involved. Chanping INSCOM's role affects the dedicated
personuel Involved. We must insure the timely and fair reassignment of our
excellient cadre who may or may not wish or be able te participate in some
further continuation of the program.

4. (S) 1In spite of these concerns it is my opinion that INSCOM, who has
supported this project with 8 and 1A funds and personnel assigned without
spaces, should discontioue our involvement with psychoenergetic research and
operations. To mitigate adverse Impact in the areas of concern expressed
above I intend to cease INSCOM CENTER LANE Project operations on 30 Sept 1984,
hut allow completion of cutstanding contracts and training by 31 December 1984.
This would: :
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TACG 17 July 1984
SUBJECT: INSCOM CENTER LANE Project(U)

a. (U) Allow the reassignment of ICLP personnel on an equitable basis.

- b. (S/CL-3/NOFORN) Permit trainees to complete training and become i
604 operational. :

c. (S/CL-3/NOFORN) Permit timely and undisrupted transfer of (1)
ICLY operations to a natioual agency such as DIA or NSA and (2) ICLP phenomena

validation and technology extension to the US Awxmy Medical Research and

Development Command.

d. (U) Pormit preparation of comprehensive after action reports
thereby preserving vital 1nst1tutiona] knowledge and technlcal details that
would otherwise be permanently los

-

5. (U) Accordingly, I request that; .

a. OACSI cecordinate this action to insure that there is no cobjection
at Department of Army.

b. INSCOM be authorized to coordinate direccly with DIA, NSA and
Medical R&D Command with regard to para. 4c.

.-;;{ 1'/
/, ST
F fdny &
HAR S

Bridddier General, USA
Commonding
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| JW 1 AUG 1984
DAMI IS4
MEMORANDUM THRU VICE CHIEF GF STAFF, &Fb‘l}n‘/ S AR

3 v“'» & “ ?{{t
ARMY GENERAL-GOUNS Ef- T f%«q /??9

FR SECRETARY OF THE AWMY
SUBJECT: CENYER LANE (U)--ACTION MEMORANDUM 17@/9””5 «’,f’

fg;w e
1. (S/CL-?/NOFORN) Purpose: Tp obtaln your appro{ﬂ& forithe

digcontinuation of Intelligence and Security Command (INSCOM) ?
involvement with psychoenergetic reseavch and operations,

2. (U) Discussion:

a. (S/CL-1/NOFCRN) CENTER LANE is an INSCOM Special Access !
Program which utilizes an aspect of pﬂrﬁpevchology knowr as :
Remote Viewing (RV) as the collection method for ﬁbtalnin? in-
formation of intelligence interest. Your approval for the Amy
o engage in CENTER LANE activities ¥arn wost recently obtained on
1 Sep B3. : w

b. (S/CL-Y/NOFORN) CDR INSCOM hau revicwed the project and
reached the decision to digeontinue the command’' s {nvolvement
with psychoenergetic research and cperations. Recognizing that
THSCOM has invested considerable effort cver a 'ong pericd of
time to develop the RV technology and holds a ﬁonopn]y on thxs
revolutionary concept for dntellipence ‘O(E“L(iol; he desi
rhat we not lose this kovowloadge and experience.

c. (U Az such, INSCOM intends ta do the following:

(1)  (S/CL-1/NOFORN) Cease CENTEE LANE aperations on 30
Sep 84, bur allow contracts and tralving to continue o 31 Dec
8“’4’.

(2) (S/CL-3/NOFORN) Trensier project operational aspects
to DIA and technology extension to the US Army Medical Research
and Development Cowmand. In the event DIA is not intergsted in
the transfer, NS& will be considerad. 4
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SUBJECT: CENTER LANE (L)--ACTION MEMORANDUM

‘“mnd, (S/L‘I,Tli’?f'Ui*UFif} It Is antic humd that discussion between
L_V_.,,\‘,v(ﬁM and che above organizacions w:ﬁ result o oa Memorandu
z:w:'}::agx‘eemgnt transfering all CENTER L:&NR EE "*w*ﬂf putside of "
15‘-:5;&034, while insuvine trat i1osesrch and opeveticaal capabiliti
1ve pretected snd the pecple invelved ave !‘[‘z';;if.;vsi-g:r](:d Cnp;g Leres

sitable basis.
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NTER LANE functions. R "
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T, PEFAFT MENT GF THE ARMY @
OEFICL OF ThI ASHSTANT CHIEF OF STAFE TOUR INTELLIGENDE
WASHIMGTOR . DT 20310

REVLY YO
&1 TERTION Ob

DAMI-ISH

SUBJECT: INSCOM CENTER LaNE Project (U) ;

Conmander ,
USA Intelligence and Security Command !
Arlington Hall Station |
Arlington, VA 22211 : ’

}
i
;‘..

1. (U) Reference memorandum, INSCOM, 1ACG, 17 Jul 84, subject:
INSCOM CENTER LANE Project (U), (S8/CL-3/NOFORN), ‘

2. (5/CL-1/NOFORN) The Secretary of the Amny has approved
ending the Iﬁte1]1ge e and Security Command's (INSCOM) involve-
ment with psychoenergetic research and operations. A copy of
the OACS1, D& memorandum to the Secyretary on the subject, with
hig noted approval, is enclosed. :

3. {(S/CL-3/NOFORN) You are authorvized to coovdinate directly
with CIA, DIA, NSA, and the Armv Medltcal R&D Command regarding
transfer of CENTER LANK operatiopgs and rescarch. Any transfer
of project personnel, files, equipment, contracts, ete, should
he covered by a hvmoxandum of Agreemoent (MO ) Any such MOA
should be provided for review by rhe ACST prior to implemen-
ration. .

4o (S/CL-1/NOFORN) The CENTER LANE Special Access Program
(SAP) should be tewminatedwr transferred, as appropriate, once
INSCOM involvement is discontinucad.

a. (S/CL-3/NOFORNY  1f tne M-dica! RYD Command hecomes
involved and decives UAP nrotection, the project nama should be
changed and the Becrerary of whe Army duly rotified.

be (S/CL-2/ROFGRN)Y i a non-Army dpgency assumes Lhe pro-
ject functions, the SAP sbould be temminaved., 1f that agency
desires SAF provecction and support fov an interim period. this
should be provided under a new name,

, .r / v
' [ n
” _,L. wl\)(}l (S f;
1 Encl i JE ﬁ‘awh qﬂjbnv“
48 “ripadler General, USA

5.
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DEPARTMENT OF THE ARMY

OEEE OF THE AG0ISTANT CHIEF OF STAFF FOR INTELLIGENCE
WALHINGTOM, BT 29310

BEPLY T

ATIRESTIIN O
DAMI-IS 4 :QCT
SURBJECT: Memcrandum of Agreement (U) ; iy

T L N L RO S e o e

Commander
USA Intelligence and Security Command

o -

ariington Hall Station i
Arlington, VA 22212 ;
pay - ¥ ‘ k
L. »(3/CL«2/NU&UHH} Refervence memovrandum, INSCOM, 1AGC, :
6 Sep 84, sudbject Mvmc andum of Agreement, Transfar of INSCOM :
CUNYER LANE Project (IGLPY to DIA {(S/CL-7 /NOFORN)Y. !
2. (U) Reference proposed Memorandum of Agreement (MOA) is |
approved. : v
i, {3/ CL~ 2/NOF“RN3 Request you consider the inciusion of some !
evail on the procedure to be followed in rrah&tﬁ*ring personnel :
io DLA.  INSCOM may detail che indivfduals involved for up to one |
vear to.gilfw time Lor DIA vo identify spaces., Once such spaces §
are avallabiv, the detailed pﬁxqonne‘ may be glven a Permanent :
Change of Station. 1If DIA desires a change in authorized
streageh to allow for immediate PCS rcaqszgnment they may apply
for it through JC3, O0ACS DA will xwynrt such a change in :
stotus if the sublect bncumas an iacr |
A/ [
WhLLIAM £ OpoM - ]
i it Ga i
naryl, LISA ¥
Asarsﬁmmﬂsm
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US ARMY
INTELLIGENCE AND SECURITY COMMAND
CENTER LANE TRAINING AND APPLICATIONS PROCEDURES

WARNING NOTICHE: CENTRR LANE SPECIAL ACCESS PROGRAM
RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS
TO CATEGORY THREE (3)

SENSITIVE INTELTLIGENCE SOURCES AND METHODS INVOLVED
NOT RELEASABLE TO FOREIGN NATIONALS

CLASSTIFIED BY: CDR, INSCOM

NECLASSIFY ON: OADR
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TAGAP-F-SD 6 June 1984

U5 ARMY
INTELLIGENCE AND SECURITY COMMAND
CENTER LANE TRAINING AND APPLICATIONS PROCEDURES

1. (8/CL~1/NOFORN) GENERAL: The procedures set forth herein
detail the activities of the US Army Intelligence and Security
Command (INSCOM) Special Access Progrvam (SAP) CENTER LANE in
psychoenergetics. These procedures are in effect for the period
required to trainm and apply psvchoenergetics. - They are
effective and do not involve any practices which expose
participants to harmful cilrcumstances or substances such as

drugs.

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

a. (U) Psychoenergetics: A mental process by which an
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 devices located or focused at the target, nor
does it dinvolve classical photo interpretation of photographs
obtained from overhead or oblique means.

b. (U) Psychoenergetic Source: A person who perceives,
communicates with, and/or perturbs characteristics of a
designated target, person, or event,

c. {(U) Psychoenergetic Trainee: A person being trained to
be a psychoenergetic source.

d. (U) Psychoenergetic Session: A single attempt by =a
psychoenergetic source and-gn interviewer/monitor to perceive,
communicate with, and/or perturb characteristics of a designated

target, person, or event.

e. (U) Interviewer/Monitor: The individual who interacts
directly with the psychoenergetic source before, during, and
after the session.

WARNING NOTICE: CENTER LANE SPECIAL ACCESS PROGRAHM
RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS
TO CATEGORY THREE (3)

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED
NOT RELEASABLE TO FOREIGN NATIONALS

Approved,For Rele%'i% )4/07/09 : CIA-RDPE6-05 icsoag s CON
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f. (U) Remote Viewing: The name of a method of
psychoenergetic perceﬁtion. A term coined by SRI-Intevrnational
(SRT~I) and defined as "the acquisition and description, by
mental means, of information blocked from ordinary perception by

distance, shielding, or time."

2. (U) Coordinate Remote Viewing (CRV}: A Remote Viewing
technique that requires the use of coordinates as targeting
information.

h. (U) Targeting Information: An abstract rveferent which
represents the target of interest.

i. (U) EﬂﬁﬁEEJSiFQ? A specific area, person or event at a
specific time. .

3. (U) Discrete State: A typg of psychoenergetic activity
in which the source perceives his consciousness to be located at
the target.

3. (8§/CL~-2/NOFORN) MILITARY OBJECTIVE: It is the objective of
these procedures to maintain the quality of psychoenergetic
training and applications so that CENTER LANE will continue to
support the broad spectrum of intelligence and
counterintelligence requirements in collection, target
acquisition, and deception.

4, (S/CL-3/NOFORN) MILTTARY 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 1in the state of military units, (4)
detecting and assessing hostile inteiligence efforts targeted
against frilendly units/missitqns, and (5) detecting and assessing
hostile technological capabilities in gpecific locations. Since
US Army personnel, units, materiel, and operaticns are subject
to a similar hostile intelligence service threat, CENTER LANE
can assist in devising countermeasures to eliminate or reduce
vulnerabilities,

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

a. (S/CL-2/NOFORN) Concept Approval: The Commander, US
Army Materiel Development and Readiness Command (DARCOM)
approved in principle the US Army Material Systems Analysis
Activity (AMSAA) involvement in the project GRILL FLAME; which
began in Aprii 1978 (CGRILL FLAME was the predecessor to the
CENTFR LANE Project). 1In May 1978, the Assistant Chief of Staff
for Intelligence (ACSI) accepted lead responsibility for GRILL
FLAME applications. Effective 14 January 1981, by approval of

EE%B96-00788R001500090010-7
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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 vemained the Army focal point
for policy matters and interface at the national level., Overall
DoD responsibility resided with the Defense Intelligence Agency
(DTIA). Also din 1981, a joint services GRILL FLAME 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
applications oriented. 1In the . FYB3 DoD budget review the Budget
Subcommittee of the Senate Select Committee on Intelligence
curtailed all psychoenergetic actiyities funded by the Army in
the National Foreign Intelligence Program (NFIP), but directed
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 Securilty and
Investigative Activities (S5&TIA) 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 CENTER LANE activities within
INSCOM and with appropriate contractors in a cooperative effort
with DIA. *

b. (S/CL-2/NOFORN) Human Use Approval: CGRILL FLAME was
designated a "Human Use” program as the result of an Army
Ceneral Counsel decision in February 1979, which determined that
the Project involved "Experimentation on Human Subjects,” and
that relevant Human Use prokocols 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 1list of the
pertinent regulations, which govern CENTER LANE activities.

6. (8/CL~-3/NOFORN) SELECTION OF PERSONNEL:

a. (S/CL-3/NOFORN) Current Selection Criteria: After over
a year of participation within the psychoenergetic project,
source personnel were tested by the INSCOM Staff Psychologist in
an attempt to determine a suitable profile by which further
participants could be identified. The specific tests
administered were (see Appendix B for test descriptions):

(1) The Minnesota Multiphasic Personality Inventory
(MMPI1).

Approved For Release2004/07/08-
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(2) Gordon Personal Profile - Inventory (GPI).

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

(4) California Psychological Inventory (CPI1).
(5) Edwards Personal Preference Schedule (EPPS).
(6) Personal Orientation Inventory (POIL).

For the most part, the group presented 1tself as. emotionalily
stable with no marked trends. There did appear to bhe 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 constructed a test that may be used as
an initial screening tool 1In the selection of new
psychoenergetic participants This new test 1is 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 operational
personnel and may be potential candidates for the project,. A
score of 20 or higher is considered to he similar to CENTER LANE
personnel, Individuals who score within the parameters
specified by the INSCOM psychologist would then receive personal
interviews with CENTER LANE Project +shersonnel. From these
interviews new project participants would be gelected and
trained. *

b. (5/CL-3/NOFORN) Projected Selection Criteria: SRI~I
has been contracted to investigate and reggff'uv GM?Elticular
aspect of psychoenergetlces relating to operatiocnal management of
personnel; that 1is, to determine if a personality testing
technique can be created which, when applied to a general
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 "Human Use" (sece 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 rvisks that might be inherent
in program participation. This is accomplished through the use
of a verbal briefing from a knowledgeable CENTER LANFE official,
and the execution of a personalized Statement of Consent Fform
outlining all pertinent information and considerations. The
voluntary consent requirement pertains te individuals assigned
to the CENTER LANE Project and contractors/consultants. A
sample of the voluntary consent form is attached as Inclosure 5,
Appendix A,

Approved For Releaée“ZEQﬁ 19 ) ‘?ﬁ)PQG -00788R001500090010-7
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7. (8/CL-1/NCFORN) TRAINING PROCEDURES: To provide a
framework for the standardizing of the task of psychoenergetic
learning, a number of methodologies are being utilized and
conducted within the CENTER LANE Project. These are as follows:

a. (S/CL-3/NOFORN) Orientation Testing/Training:

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

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

(3) Location: Fort George G. Meade, Maryland and other
designated locations. .

(4)Y Duration: One to six mponths.
(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 is an eclectic approach,
using those methods which have applications pote ntLal
Orientation testing is designed to determine if new persounel

have aptitudes which would be of operational value and could be
developed through training. This oriefitation testing consists
of a series of controlled exerc1ses 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, Ordientation training is composed of practical
exercises in Remote Viewing, lectures, literature treview, and
observation of others. It includes the use of locally

significant sites, as well as more remote geographical locations
as targets. 4 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 tavrget 1s kept from the trainee untll after the
sesgsion.

(6) Training Session Preliminaries: Before a first
training session 1is 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
perceptions, since experience has shown that specific
definitions are quite often wrong while initial raw perception
tends to be correct. Personnel being trained are always
encouraged to express their feelings and ideas for enhancing all
aspects of the psychoenergetics collection process.

Approved For Release 2004/07/0§ W?QG 00788R001500090010-7
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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 a coach might give a pep talk to his team. During
the 15 minutes immediately before the session the trainee and
monitor are pgpencrally silent. Experience has shown (unpublished

data) that this quiet time enhances the training process The
training room is homogeneousliy-colored, aCOUSth“tlled, and
featureless with light controlled by a dimmer, so that

envir onmenral 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
ig, in fact, possible. At no time 1s the session conducted by
the trainee in the absence of all other persons. If the trainee
does not have any immediate sensory impressions, the monitor
applies no pressure, Rather, the monitor reassures the trainee
that there is no time l1imit for the training session, If it
appears to the monitor that the impressions are in some way
contradictory or dinconsistent, the monitor wmay then attempt
clarification hy asking questions 1In 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,. Expericnce 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
generally are not permitted to go beydnd 30 minutes as this
lecads to perceptual confusion an&"eventual loss of the training
affect,

(8) Post Session Dynamics: After the training session
is over, the trainee and monltor obtain specific information
about the target, either in picture descriptive form for remote
geographic sites, or--as in the case of local sites--by actually
visiting the target site. "The trainee and monitor then discuss
the session results, The purpose of this post-session activity
is to provide the trainec with the satiqfaction of knowing how
well he or she did while mental perceptions of the targeted site
are still fresh in mind.

b. (S/CL-3/NOFORN) CRV Training:

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

(2) Adnministered by: Contractor and subcontractor
personnel, .

(3) Location: SRI-I Menlo Park, CA; SRI~I New York,
NY; SRI-I Washington D.C.; and other mutually agreed locations
as required.

Approved For Release 2100410710%,‘%@.; RI?PQG -00788R001500090010-7

kIR



Lt . Prr

. q"'g - .1 e
Approved For Release- i(’i‘€)4liﬁ'7’l£"g il;.zDPQG 00788R001500090010-7

(4) Duration: 12 to 18 months.

(5) Description of Procedure: CRV training 1is a
contracted service provided by SRI-T. The training dinvolves
lectures on theory coupled with practical exercises and drills.
Particularly effective dinstructional procedures include active
participation wherein the trainee interacts with the curriculunm
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 1tself in specific increments
and impact., Stages 1 through 3 agppertain 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, sgave
for actual penctration of the site. Stage 5 allows the trainee
in a sense to reverse the procedure and "interrogate” his
perceptions, allowing c¢larification of wvarious specific or
subtle features of the site, Stage 6 permits the construction
of 3-dimensional models of major site characteristics, with

increasing refinements in detail. Fxperience and theory
extension indicates that additio%al increments exist beyond
Stage 6. Resecarch 1s 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 wmonitor begin by =eating
themselves at the opposite ends of a table in a special remote
viewing voom equipped with "paper and pens, a tape recorder, and
an overhead TV camera which allows either recording for
documentation, or monitoring by individuals outside the room.
The room 1is 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 1inaccurate
information is being provided. The session then procesds with
the monitor repeating the targeting information at appropriate
intervals and providing necessary feedback. The feedback
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.

(7Y 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 remocte geographic
sites, or inm the case of local sites, may involve actually
visiting the target site. The trainee and monitor then discuss
the session results, again with 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.

¢. (S/CL-3/NOFORN) Applications Training:

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

(2) Administered by: CENTER LANE Project personnel,
(3)Y Location: Fort George G. Meade, Maryland.
{(4) TDuration: Continuous.

(5) Description of Procedure: Procedures for
applications training are essentiallw identical as those
previously presented except in the style of target presented.
Applications targets are actual tgrgets of military interest,
such as US facilities or USSR sites firom which data are
available or can eventually be obtained. Targets of this type
provide a basis for judgements regarding wutility, accuracy,
calibration, and depth of detail for any given trainee in a real
world environment.

EN

d., (S/CL-3/NOFORN) Advanced Individual Training:

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

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

(3) Location: Fort Meade, Maryland and various
contractor locations.

(4) Duration: Continuous.

(5) Description of Procedure: Individualized advanced
training prograws are developed to meet speclfic applications
needs. Such programs may 1involve training in bicofeedback,

Approved For ReIeaseg,gQQ4/(;740§¥,%Q1A75QP96-00788R001500090010-7
E . B L gt B

*

"~



communications skills, perturbation techniques, discrete state,
hemi~sync, secarch, Neuro-linguistic Programming, and alternate
target acquisition methods. One program of particular dinterest
is hemi~sync training conducted by the Monroe Institute of
Applied Sciences (MIAS), Faber, VA:

The MIAS hemi~sync techniques are used to teach sources to
control highly specialized mental states conducive to
psychoenergetic performance. This form of advanced
individual training 1is 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. Monroce at MIAS, which 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,

8. (S/CL-2/NOFORN) PSYCHOENERGETIC APPLICATIONS: CENTER LANE
sources can be used to perform psychoenergetic applications 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
consists of the following: (1) tasking; (2) development of a
collection plan; (3) conduct of psychoencrgetic session(s); (4)
reporting; (5) evaluation. Appli%ations sessions are alwavys

conducted under tlie control and management of CENTER LANE
personnel. Sessions may be conducted at Fort Meade or other
locations as deemed necessary, Psychoencrgetic
consultants/contractors may be emploved when required to meet
applications requirements.

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

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

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

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

d. The maximum number of tralning sessions for each- source
will not exceed 20 per week.
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e. CENTER LANE procedures do not involve the use of drugs,
substances, or c¢ircumstances harmful to participants, The
INSCOM Staff Psychologist provides continuous support to the
project. Facilities at Kimbrough Army Hospital, Fort Meade, MD,
are avallable if required.

10. (8/CL-3/NOFORN) CONFIDENTIALITY: 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) PHYSTICAL ENVIRONMENT: Psychoenergetic
sessions will be conducted in an ordinary room at ambient
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 radio, office machinery, and
outside noises,

WMW
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APPENDIX A

US ARMY
INTELLIGENCE AND SECURITY COMMAND
CENTER LANE TRAINING AND APPLICATIONS PROCEDURES

Historical Summary of "Human Use"” Issue

WARNING NOTICE: CENTER LANE SPECTIAL ACCESS PROGRAM
RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS
TO CATEGORY TWO (2)

SENSITIVE INTELLTIGENCE SQURCES AND METHODS INVOLVED
NOT KELEASABLE TO FORFEIGN NATIONALS

CLASSIFIED BY: CDR, INSCOM
DECLASSIFY ON: OADR
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APPENDIX A
Historical Summary of "Human Use” Issue
1 (8/CL-2/NOFORN) In February 1979, the Army General Counsel FOIABS

determined that GRILL FLAME activities involved testing on humanARMY
subijects, |

[ In March 19/9, The

Surgeon General's Human Subjects Research Review Board reviewed
the GRILL FLAMFE protocol and concluded that it represented
technology transfer and validation of the techunoliogy transfer,
rather than research or clinical investigation, and as such,
GRILIL FLAME activities did not require approval for human use.
Howeveyr, the Board expressed concerns that future Army follow-on
work might be classified as research, 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 the Arwmy approved the continuation of
GRILL FLAME activities. In October 1980, the DoD, DIA, and Army
General Counsel jointly agreed that it would be prudent to
obtain written approval from the Deputy Secretarv of Defense to
conduct GRILL FLAME activities. ACSI,+«DA concurrently dnitiated
action to obtain Secretary of the Army approval to conduct GRILL
FLAME activities. Tn September "1982, INSCOM GRILL FLAME
activities ceased Dbecause of NFIP restrictions: INSCOM
psychoenergetic activities were reinitiated in December 1982,
under the INSCOM CENTER LANE Project (ICLP), an S&TA activity.
Secretary or Under Secretary approval for GRILL TFLAME/ICLP
activities has been granted on 14 January 1981, 1 February 1982
and 1 September 1983, Approvals are generally valid for one
year.

2. () Regulations governing “"Experimentation on Human
Subjects” are as follows:

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

b. (U} Procedure 13, DOD Directive 5240,1-R (Incl 2),.

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

d. (U) USAINSCOM Regulation 15-3, "Boards, Commissions and
Committees: HIGH PERFORMANCE REVIEW PROCEDURES" (Iuncl 4),

5 ", 3
"%‘mﬁ T ﬁ:‘g i %
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CODE OF FEDERAL REGULATIONS

TITLE 45
PUBLIC WELFARE

DEPARTMENT OF HEALTH AND HUMAN SERVICES
NATIONAL INSTITUTES OF HEALTH
OFFICE FOR PROTECTION FROM RESEARCH RISKS

PART 45——PROTECTION OF HUMAN SBUBRJECTS
REVISED AS OF MARCH 8, 1983
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45 CFR 46

«PART 46--PROTECTION OF
HUMAN
SUBJECTS

Subpuet A--Baste HHS Policy Tor
Pretection of Human Hesearch
Subjects

Sew,

45 J31 To what do these regulations apply”?

46,442 Definitions.

46,103  Assurances.

45 {04 Section reserved.

45,103 Section reserved.

45 106 Section reserved.

46 107 {RB mewmbership.

46 108 IRB functions and operztions,

49 109 IRB review of rescarch.

46.110 Expedited review procedures for
cexiain kinds of research invaolving ko
wore than minimal risk, and for minor
changes in approved rescarch.

46 14} Criteria for IRB approval of
sesearch.

40 i) Hewview by instiiution.

30113 Suspesston or ternunation of [RE
spproval of research.

46114 Cooperative research.

A5 145 IRB records.

40 116 General requirements for ntermed
COonsent.

46 117 Documeniation of informed
sonsent.

6. 118 Applicutions and proposals lacking
definste plaas for mvolvement of human
subjecis.

d6.119  Hescarch undertaken without the

ittention of imvolving human subjects.

120 Evaluzvion and disposition of

applicanons and propuosals,

46 121 Jevestigauonal new drug or device
30-day delay requirement.

46,133 Use of federal funds.

46,123 Early termination of rescasch
fupding,; cvaivation of subscquent
appheauaens and proposals.

4 124 Conditions.

4¢

Subpart B— Additional Prolections
Fertaining to Research,
Development, snd Relnted
Activities [nvolving Fetuses,
Pregnant Woemen, and Human
tuw Vitre Fertilization

Sec.

46.201  Applicability.

46.202 Purposs.

46.203 Definitions.

46.204  Ethical Advisory Boards,

446 105  Additional duties of the {nstitutioaal
Review Boards i connection with

activities ivolving fetuses, pregnant
womien, of human in vitre fertilization,

46.206 General limitations.

46.707  Activities directed toward pregnamt
women a5 subjects.

46.208  Activites directed toward fetuses in
utero as subjects.

486.209  Activities directed toward fetuses ex
wstero, including nonviable fetuses, as
subjects,

46.210  Activities involving the desd fetus,
fetai maienal, or the placenia.

46.211 Mudification or waiver of specific
reguirements,

Subpart C—Additional Protections
Periaining (¢ Biomedical and
Behavioral Research lnvolving
Prisoners as Subjects

Sec.

46.30¢  Apphicabiiny.

45.30Y Purpose.

46.303  Definitions. *

46 304  Composition of Institutional Review
Boards where prisoners are involved.
45.305  Additional duties of the Institutional
Review Boards where prisuners are

nvolved.

46,306 Permutted activities iavolving

prisoners.,

Subpart D—Additional Protections
for Childrea Invoived 28 Subjects in
Research "

Sec.

45401 To what do these regulations apply?

46,401  Definitions,

46,403 IR B dutien.

45404 Rescarch not involving gresier than
minimaj risk,

46.405  Resesrch involving greater than
minimal risk but preseating the prospect
of direct benefit to the individual subjecty,

45406  Research involving grester than
munemal risk and no prospect of dicect
benefit to individual subjects, but likely to
yield generalizable knowledge sbout the
subject’s disorder or condition.

46.407 Rescarch not otherwise approvable
which presents am opportunity 1o
undersiand, prevens, or alleviate a serious
problem affecting the health or welfare of
¢hildren,

46,408 Requiremens for permission by
parents or guardigns snd for assent by
childien.

46,409  Wards.

Authority: S U.S.C. 301, sec. 474{a), B8
Siat, 352 (42 U.8.C. 289/-3(=)).

Sebpart A~ Basic HHS Policy for
Protection of Human Research
Subjects %

Source: 46 FR 8386, Junuary 26, 1961, 48 Fi
9169, March 4, 1983,

2 46,101 To what do these
regulations apply?

(a) Except as provided in
paragraph (b} of this section, this
subpart applics o all research
involving human subjects conducted
by the Departinent of Health and
Human Services or funded in whole
or in part by a Department grant,
contract, cooperalive agreement or
fellowship.

(1) This includes research
conducted by Department emplioyees,
except cach Principal Operating
Component head may adopt such
nonsubstantive, procedural
modifications as may be appropriate
from an administrative standpoint.

(2) It also includes research
cenducted or funded by the
Department of Health and Human
Services outside the United States,
but in appropriate circumstances, the !
Secretary may, under paragraph (e) of
this section waive the applicability of
some or all of the requirements of
these regulations for research of this
type.

(b} Research activities in which the
only involvement of human subjects
will be in onc or more of the ,
fg!ips&:ﬁng’féglqgories are cxempt from
these regulations unless the research
is covered by other subparis of this
part

{1} Research conducted in
established or commonly accepted
educational settings, invelving
normal cducational practices, such as
(i) research on regular and spacial
education instructional strategies, or
(ii) research on the effectiveness of or
the comparison among instructional
technigues, gurricula, or classroom
management methods,

(2) Research involving the use of
educational tests (cognitive,
diagnostic, aptitude, achievernent), if @\ |
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information taken from these sources

“is recorded in such a manner that

subjects cannot be identified, directly
or through identifiers linked to the
subjects,

(3) Research involving survey or
interview procedures, excepl where
all of the following conditions exist
(i) responses are recorded in such a
manger that the human subjects can
be wdentified, directly or through
identifiers linked to the subjects, (i)
the subject's responses, if they
hecame known outside the research,
could reasenably place the subject ot
risk of criminal or civil liability or be -
damaging to the subject’s financial
standing or employability, and (i)
the research deals with sensitive
aspects of the subject’s own behavior,
such as illegal conduct, drug use,
sexual behavior, or use of alcohot.
All research involving survey or
inwrview procedures is exempt,
without exception, when the
respondents are elected or appoiated
public officials or candidnies for
public otfice.

{4y Resegrch mvolving the
otseryation (including observation by
puracipants) of public behavior,
except where all of the following
vonditions exist: (i) observations dre
recorded 10 such a manner that the
human subjects can be identified,
ditcctdy or through identifiers linhed
1o the subjects, (in) the observations
recorded about the tndividual, if they
bcime known outside the rescarch,
couid reasonably place the subject at
risk of criminal or civil liability or be
demaying to the subject’s tinancial
stamding or employability and ¢iii)
the rescarch deals with sensitive
anpects of the subject’s own behavior
such us tlegal vonduct, drug use,
sexual behavior, or use of alcohal.

{3 Research involving the
collestion or study of existing data,
documents, records, pathological
specimens, or didgnOsHe specimens,
f these sources are publicly available
o 1f the information is recorded by
the mvestigator in such 4 manner that

subjects vannot be identified, directly
or through dentifiers linked to the
sudjects.

(6) Unless specifically required by
statute (and except to the extent
specified in pacagraph (1)), research
and demonstration projects which
are conducted by or subject o the
approval of the Department of
FHealth and Human Scrvices, and
which are designed to study,
evaluate, or otherwise examine: (i)
programs under the Social Security
Act, or other public benefit or
service programs; (i) procedures for
obtaining benefits or services under
those programs; (iii) possible changes
in or alternatives to those programs
or procedures; or (iv) possible
changes in methods or levels of
payment for benefits or services
under those programs.

(¢} The Secretary has final
authority to detenmine whether
particular activity is covered by these
repulations.

(d)y The Seoretary may require that
specific rescarch activities or classes
of research activittes conducted or
funded by the Department, but not
otherwise covered by these
regulations, comply®with some or all
of these regulations. .

(¢ The Secretary may also waive
applicabibity of these regulations to
specific research activities or classes
of rescarch activities, otherwise
covered by these regulations. Notices
of these actions will be published in
the Federal Register as they occur.

{f) No individual mav receive
Deparument funding for research
coverad by these regulations unless
the individual is affiliated with or
sponsored by un institution which
assumes responsibility for the
research under an sssurance satisfying
the requircments of this part, or the
individual makes other arrangements
with the Department.

{g) Comiphavce with these
regutations will in no way render
inappiwable pertinent federal, state,
or tocal luws of regulanons.

(h) Each subpart of these
regulations contains a separate
section describing 1o what the subparg
applics. Research which is covered
by more than one subpart shall
comply with ali applicable subparts,

(1) 1f, following review of
proposed research activities that are
exempt from these regulations under
paragraph (b}{(6}, the Secretary
determines that a research or
demonsiration project presents a
danger 1o the physical, mental, or
emotional well-being of a participant
or subject of the research or
demonstration project, then federal
funds may not be expended for such
a project without the written,
informed consent of each participant
or sabject.

§ 46.102 Definitions.

(@) “Secretary’’ means the
Secretary of Healih and Human
Services and any other officer or
employee. of the Department of
Health and Human Services to whom
authority has been delegated.

(b) "Department’” or “"HHS ™
means the Department of Health and
Human Services,

{¢i

‘

3118 3¢

‘Institution nghlic

or_privale entity of kgency (inctuding
federal, state, wnd oiheragencies).

(d) “'Legally authorized -
representative ' means an individual
or judicial or other body authorized
under applicable law 10 consent on
behall of a prospective subject to the
subject's participation in the
procedure(s) involved in the research

(e} “'Research’ means a
systematic investigation designed to
develop or contribute to generalizable
knowledge. Activitics which meet
this definition constitute *‘resgarch”’
for purposes of these regulations,
whether or not they are supported or
funded under a program which is
considered research for other
purposes. For example, some
“*demonsteation’” and 'service’
programs may include research
actlivities.

®
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() “‘Human subject’ means a

. living individual about whom an
investigator {whether professional or
student) conducting research obtains

{1} data through intervention ar

interaction with the individual, or (3)

identifinhle private information.

“Interventiony includes both

shysical procedures by which Jats are
gathered (for example, venipuncturej
and manipuiations of the subject or
the subgect’s environment that are
performed f:)r research purposes.

“Interactions’” includes
CONUMUMCALION OF inferpersonal
comact hetween imvestigator and
subject. CPrivate infermation™”
includes information about behavior
that occurs tnoa context in which an
individual can reasonably expect that
no observation or recording is taking
place, and information whiech has
been provided tor specific purposes
by an individual und whick the
individual can reasonably expect will
nut he made public (for example, a
medical record). Private infurmation
mast be individually wdenuiiable
(t.e., the identity of the subject is or
way readily be ascertained by the
myvesigator or associated with the
wnformation} ia order for obtaining
the infurmation to constitile research
invalving hurpan subjecrs.

(g) “Minfmal risk "ymeans that the
visks of harm andeipated in ihe °
proposed research wre not greatér,
consuidering probability and
magnitude, thay those ovdinarity
encountered in daily life or during the
performance of routine physical or
psychological cxaminations or tests,

{h) Centification !’ means the
ofticial notification by the nstitution
1o the Depariment iy accordance with
the requirements of this part thar a
research project or activity involving
human subjects has been reviewed
and approved by the dpstitutional
Review Bozrd (1) 1o sccordance
with the appooved assurance on e at
HHE. (Certification is required when
the research is funded by the
Depariment and not otherwise exempt
in accordance with § 46.101(b).

§ 46.10.3  Assursnces.

{a) Each in:tution engaged in
rescarch covered by these regulations
shall provide written assurance
satisfactory o the Secretary that it
wilt comply with the requireiments set
forth in those regulations.

(b} The Department will conduct or
fund rescarch covered by these
regulations oaly if the institution has
an assurance approved as provided in
this section, and only if the institution
has certified to the Secretary that the
research has been reviewed and
appraved by an IRB provided for in
the assurance, and will be subject to
continuing review by the IRB. This
“assurance shall at & minimum include:

{1) A statement of principles
govermng the institution in the
discharge of its responsibilities for
protecting the rights and weltare of
human subjects of research conducied
4t or sponsored by the nstitution,
regardless of source of funding. This
mav include an appropriate existing
code, dectaration, or statement of
cthical principles, or a staicment
formulated by the iastitution itself.
This requirement does not preempt
provisions of these reguiptions
applicable o Department- tunded
resedrch and 15 n®t applicable w0 any
rescarch in an exempt cateyory listed
in § 36.101.

{2) Designation of vne of mose
IRBs established in accordance with
the sequirements of this subpart, and
fuor which provisions are made for
meeting Space and sufficient staff to
sepport the IRB's review and
recordkeeping duties,

(3 A list of the IRB members
entified by name; earned deyrees;
represeatative capacity; indications of
expericnce such us board
certifications, licenses, ete.,
sutficient 1o describe each member’s
chiel anticipated contributions 1o IRB
dehiberations: and any employment or
other relationship between each
niember and the institution: for
example: full-time employee, part-
time employee, member of governing
pancl or board, stockholder, paid or

uapaid consultant. Changes in IRB
membership shall be reported 1o the
Sacretary. !

{4) Written procedures which the
IRB will follow (i) for conducting its
snitial and continuving review of
research and for reporting its findings
and actions to the investigator and the
mstriution: (iiy for determining which
projects require review morne olten
than annually and which projects
need verification from sources other
than the investigators that no material
changes have occurred since previous
IRB review: (iii) for insuring prompt
reporting to the IRB of proposed
changes in a research activity, and for
insuring that changes in approved

sesearch, during the period for which

IRB approval has already been given,
may not be nitiated without [RB
review and approval except where
necessary to eliminate apparent
immediate hazards to the subject; and
¢iv} for insuring prompt reporting 1o
the IRB and to the Secretary ! of
unanticipated problems involving
risks 10 subjects or others.

(¢) The assurance shall be executed
by an individual authorized to act for
the institution and to assume on
behalf of the institution the
obligations imposed by these
regulations, and shall be filed in such
form and mannes as the Secretary
may prescribe. -

{d) The Secretary will evaluate ali
assurances submitted in accordance
with these regulations through such
officers and employees of the
Depariment and such experts or
consultants engaged for this purpose
as the Secretary determines 1o be
appropriate. The Secretary’s
evaluation will take into
consideration the adequacy of the
proposed {RB in light of the
anticipated scope of the institwlion’s
vesearch activitics and the types of
subject populations likely 1o be

! Repons should be filed with the Office
for Protection from Resesrch Risks, Natigpa)
Ensuutes of Healis, Depanment of Haglih
erd Human Services, Bethesda, Maryland
20203,
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invoived, the appropriateness of the
proposcd initial and continuing
review procedures in light of the
probable risks, and the size and
complexity of the institution.

() On the basis of this evaluation,
the Secretary may approve or
disapprove the assurance, or enter
into negotiations to develop an
approvable one. The Secretary may,
fimid the period during which any
pasticular approved assurance or class
of approved assurances shall remain
effective or otherwise condition or
restrict approval.

{f) Within 60 days after the date of
subnussion to HHS of an application
or proposal, an institution with an
approved assurance covering the
proposed research shall certify that
the application or proposal as been
reviewed and approved by the IRB.
Crther institutions shail certiry that the
apphication or proposal has heen
approved by the IRB within 30 days
after receipt of a request for such a
cerhification from the Department. If
the certificanon 1s not submutted
within these tme limits, the
apphication or proposal may be
returned o the institution.

4 36,104 [Reserved)
§ 46.105 [Reserved]
% 36.106 [Reserved)
§ 46.167 IRB membership.

wa) Each IRB shall bave at least
five members, with varying
huckgrounds (0 promete complete and
adequate review of research activities
commonly conducted by the
mstisuon. The IRB shall be
sufficiently qualified through the
cxperience and expertise of its
members, and the diversity of the
members” backgrounds including
consideration of the racial and
cultural backgrounds of members and
sensitivity 1o such issues as
commumily attitades, to promote
respect for its advice and counsel m
safeguarding the rights and welfare of
human subjects. In addition to

possessing the professional
competence necessary (o feview
specific research activities, the IRB
shall be able to ascertain the
acceptability of proposed research in
terms of institutional commuments
and regulations, applicable law, and
standards of professional conduct and
practice. The iKRB shall therefore
include persons knowledgeable in
these areas. {f an IRB regularty
reviews rexearch that involves a
vulnersble category of subjects,
including but not fimited to subjects
covered by other subparts of this part,
the IRE shali include one or more
individuals who are primanly
concerned with the welfare of these
subjects.

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

{c) Each IRB shall include at least
one member whose primary concerns
are in nonscientific areas; for
example: lawyers, ethicists, members
of the tlergy.

(d) Each IRB shall inciude at feast
one member who is not otherwise
affiliated with the institution and who
is not part of the mmediate family of
a person who is adfiliated with the
institution. )

(e} No IRB may have a member
participating in the IRB’s initial or
continuing review of any project in
which the member has a conflicting
interest, except o provide
informuiion requested by the iRB.

(1) An IRB may, in its discretion,
invite ndividuals with competence in
special arcas to assist in the review of
complex issues which reguire
capertise beyond or in addition 1o that
availsble on the IRB. These
individuals may not vote with the
IKB.

§ 48,108
operations,
In order o fulfill the requirements
of these regulations ¢ach IRB shali:
(2) Follow written procedures as
provided in § 46.103(b)(4),

IRB functions and

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

(c) Be responsible for reporting to
the appropriate institutional officials
and the Secretary ' any serious or
continuing noncompliance by
investigators with the requirements
and determinations of the IRB.

§ 46,169 [RB review of research.

{2} An IRB shall review and have
authority to approve, require ‘
modifications in (1o secure approval),
or disapprove. all research activities
covered by these regulations.

{b) An IRB shall require that
information given 1o subjects as part’
of informed consent is in accordance
with § 46.116. The IRB may requise
that information, in addition to that
specifically meationed in § 46,116,
be given 1o the subjects when in the
fRB’s judgment the information
would meaningfully add to the
protection of the rights and welfare of
subjects.

{0} An IRB shall require i
documentation of informed consent or
may waive documentation if
accordance with § 46.117.

(d) An IRB shail notify .
investigators and the institution in «
writing of its decision to approve or
disapprove. the proposed research
activity, or of madifications required
o secure {RB approval of the
rescarch activity. If the IRB decides
to disapprove a research activity, it
shall include 10 its written notification

! Repons should be tiled with the Office
for Protechon fram Rescarch Risks, Natiooat
insuitutes of Health, Department of Health
and Human Scrvices, Bethesda, Maryland
208
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a statement of the reasons for its
,decision and give the investigator an
opportunity 1o respond in person or in
wriing.

{e) An IRB shall cvcmdum
continving review of rescarch covered
by these regulations at intervals
appropriate to the degree of risk, but
noi less than once per yeer, and shall
have authority to observe or have a
third party observe the conscmt
process and the research.

§446.110 Expedited review
procedures for ceriain kinds of
research involving no more than
minimal risk, and for minor
chanypes in approved research.

{a) The Secretary has established,
and published in the Federal
Register, » list of categonies of
research that may be reviewed by the
IRE through an expedited review
procedure. The list will be amenided,
as appropriate, through periodic
repablication in the Federal
Regisier,

t An IRB may review some or all
of the research appearing on the list
through an expedited review
procedure, if the research involves no
maore than minimal risk. The {RB may
also use the expedited review
procedure 10 review minor changes in
previously approved rescarch during
the penoid for which approval is
authorized. Under an expedited
review procedure, the review may be
carried put by the IRB chairperson or
by one or more experienced reviewers
designared by the chairperson from
armong members of the IRB. in
reviewing the research, the reviewers
muay exercise all of the authoritics of
the IRB except that the reviewers may
not disapprove the research. A
rescarch activity may be disapproved
anly afier review in accordance with
the non»cmpcducd procedure set forth
in § 46.108(b).

{c) Each IRB which uses an
eapedited review procedure shall
adopt a methad for keeping all
members advised of research

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

proposals which have been approved
under the procedure.

{d) The Secrerary may restrict,
suspend, or terminate an stitution’s
or IRB's use of the expedited review
procedure when necessary to protect
the nghts or welfare of subjects.

§46.114 Criteria for IRB
approval of resesrch,

{a) In order w approve research
covered by these regulations the IRB
shall determineg that all of the
following requircments are satisfied:

(1) Risks to subjects are
minimized: (i} By using procedures
which are consistent with sound
rescarch design and which do not
unnecessarily expose subjects to risk,
and 1) whenever appropriate, by
using procedures already being
performed on the subjects for
diagnostic or realinent purposes.

(2) Risks to subjects are reasonable
in relation to anticipated benefits, if
any. to subjects, and the importance
of the knowledge that may reasonably
be expected to result. In evaluating
risks and benefits, the IRB should
consider only those risks and benefits
that may result from the rescarch (as
distinguished fronf® risks and benefits
of therapics subjects would receive
even if not participating in the
research). The IRB should not
consider possibic long-range cffects
of applying knowledge gained in the
rescareh (for example, the possible
eifects of the research on public
palicy) as among those rescarch risks
that {ull within the purview of s
rasponsibility.

(3) Selection of subjects is
equitable. In making this assessment
the IRB should take into account the
purposes of the research and the
setting in which the research will be
conducted.

(4) Inforined conseat will be
sought from each prospective subiject
or the subizct’s legally authonized
representaitve, in accordance with,
and to the exient required by
§4a.ll6.

001500090010-7 45 CFR 46

(5) Informed mmscng will be
appropriately documenwd in
accordance with, and to the extent
required by § 46.117.

{6) Where appropriate, the research
plan makes adequate provision for
raonitoring the data collected tw
insure the sefety of subjects.

(7) Where appropriate, there agp
adequalte provisions to protect the
privacy of subjecia ‘and to maintain
the confidentiality of data.

(b) Where some or ali of the
subjects are likely to be vaincrable to
coercion or undue influence, such as
persons with acute or severe physical
or mental illness, or persons who are
economically or educationally .
disadvantaged, appropriaie additional.
sefeguards have been included. in the
study o protect the rights and welfare
of these subjects,

]

§ 46.112 Review by institution.

Research covered by these
regulations that has been approved by
an IRB may be subject 1o further
appropriate review and approval or
disapproval by officials of the :
institution. However, those officials ‘)
may not approve the research if it has
not been approved by an IRB.

§ 46.113 Suspension or
termination of IRB approvel of
research.

An IRB shail have quth&my m‘ -

suspend of terminate approval of

research that is not being conducted
in accordance with the IRBs
requiremeris or that has been
associated with unexpected serious
harm to subjects. Any suspeasion or
termination of approval shall include
a statement of the reasons for the

- IRB's scuiopn and shall be reported-

promptly to the investigator,
appropriate institutional officials, and
the Sccretary. !

t chofts should bc filed with the Office
for Protection from Rescarch Risks, Mational
fnsttuies of Health, Depantmert of Health
and Humen Services, Bethesda, Maryland
20203,
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8§ 46.114 Cooperative research.
Cooperative research projects are
those projects, normally supported
through grants, contracts, or similar
arrangements, which involve
nstiiutions in addition two the grantee
or prime contractor (such 25 a
coniractor with the graniee, or a
subcontractor with the prime
contractor). In such instances, the
granteg of prime contractor remains
responsible o the Department for
safeguarding the rights and welfare of
human subjects. Aiso, when
cooperating institutions conduct some
ar all of the research involving some
or all of these subjects, cach
vooperating institution shall comply
with these regulations as though i
recerved funds for its participation in
the project directly from the
Depariment, except that in complying
with these regulations institugions
may Lse joint review, reliance upon
e review of another gualificd IRB,
or similur arrangements aimed 1l
avoidance of duphcaton of eftort.

$ 46.115 IRE records.

{2) An institution, or where
appropriate an IRB, shall prepare and
maintuin adequate documentation of
IRB activities, including the
following:

(1) Copies of all research proposals
reviewed, scientific evaluations, if
any, that accompany the proposals,
approved sample consent documenis,
progress reports submitted by
investizators, and reports of injuries
10 subjects.

(2) Minuies of IRB meetings which
shall be in sufficient detail to show
artendance al the meetings; actions
saken by the IRB; the vote on these
actions including the number of
members voting for, against, and
abstaining; the basis for requiring
changes in or disapproviag research;
and & written summary of the
discussion of controverted issues
their resolution.

(1) Records of continuing review
dctivities,

amd
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(4) Copies of all correspondence
between the JRB and the
investigators.

(5) A list of IRB members ax
required by § 46.103(bX(3).

(6) Written procedures for the [RB
as reguired by § 46.103(b)(4).

(7) Statements of significant new
findings provided 1o subjects, as
required by § 46.116(bX5).

{b) The records required by this
regulation shall be retained for at
least 3 years after completion of the
research, and the records shall be
accessible for inspection and copying
by authorized representatives of the
Department at reasonable nmes and
in a reasonable manner.

§ 46.116 Genersl requirements
for informed consent.

Except as providéd elsewhere in
this or other subparts, no investigator
may volve a human being as a
subject 1n rescarch covered by these
repulations unless the investigator has
obtained the legaily effective
informed consent of the subject or the
subject’s legally auvthorized
representative, An investigator shall
seck such consent only unger
circumstances that provide the
prospective subject®or the
representative sufficient oppurtunity
to consider whether or not o
participate and that minimize the
possibility of coercion or unduc
influence. The information that is
given ta the subject or the
representative shall be in language
understandable to lhc subject or the
representative. No informed consent,
whether oral or written, may include
any exculpatory language through
which the subject or the .
representalive is made to waive or
appear to waive any of the subject’s
fegal rights, or rcleases or appears to
release the investigator, the sponsor,
the institution or its agents irom
liability for negligence.

(a) Basic elements of informed
consent. Except as provided in
paragraph (¢} or {d) of this section, in

Page ¢

s s

secking informed consant the
following information shall te

. provided to each subject:.

X P A statement that the study
involves rescarch, an explanation of
. the purposes of the research and the
exp«eued duration of the subject’s
particupatmn a description of the

¥ procedures to be followed, and

4 identification of any procedures

i which are experimental;

i: {2} A description of any reasonably
| foreseeable risks or discomforis to the

jwb)cm.

1AM A description of any benefits to

;;lh:? subject or to others which may

~ reasonably be expected from the

Arescarch:

7+ {4) A disclosure of appropriate

» gliernstive procedures or courses of

" weatment, if any, that might be

. advantageous to the subject;

(5% A statement describing the
~exvent, if anv, 1o which
confidentiality of records identifying

the subject will be maintained;

(67 For research involving more
than mirimal risk, an explanation as

. to whether any compensation and an LA
. explanation as to whether any
medical treatments are available if
injury occurs and, if so, what they
consist of, or where further
information may be obtained;

7% An explanation of whom to ?
contact for answers (0 pertinent
guestions about the research and
-rescarch subjects’ rights, and whom
to contact in the event of a research-
related injury to the subject; and

Eﬁ A statement that participation is

volunmry, refusal 1o pariicipate will
involve no penalty or loss of benefits
.to which the subject is otherwise
entitled, and the subject may
, discontinue participation at any time

without penalty or loss of benefits 1o
which the subject is otherwise
“entitled.

(b} Additional elements of
informed consent. When appropriate,
one or more of the following elements
of information shull also be provided
to each subject:
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wreatment or procedure may involve
%,risks to the subject (or to the embryo
For fews, if the subject s or may
ibecome pregnant} which are currently
?;unforesecabic:

“a o {2) Amticipated circumstances
ﬁundcr which the subject’s

¢ participation may be terminaied by

1 the investigator without regard 1o the
isubject’s consent;

% {(3) Any additional costs 1o the
-subject that may result from
jparticipation in the research:

{4} The consequences of &
asubject’s decision to withdraw from
yihe research and procedures for
sorderly termination of participaiion
Yy the subject;

$5) A statement that significant
new findings developed duriag the
i course of the research which may
srelate 10 the subject’s willingaess to
jcontinue participation will be
g provided to the subject; and
¥ 16) The approximaie number of
t"-ﬁuhjc*g(\ involved in the study.
{c) An IRB may APPISYE & consem
- sdure’ W&iﬁh um&-zw&ms:iudﬁ or
which ﬂm some or all af. m«:
c"'mm ¢f informed consent st
forth abowe, or waive the requirement
to obtain informed coasent provided
tae IRB finds and documents that:
{1) The research or desmonstration
project is to be conducted by or
subject 10 the approval of state or
local government officials and is
designed to study, evaluate, or
otherwise examine: (i) programs
under the Social Securty Act, or
other public benefit or service
programs; (i) procedures for
obtaining benefits or services under
tliose programs; (iii) possible changes
in or alternatives to those programs
or procedures; or (iv) possible
changes in methods or levels of
payment for benefits or services under
those programs; and

{2) The research could pot
praciicably be carried out without the
waiver or alteration.

&
* 4
4
¥

(d) An IRB sy approve 2 consent _

-procedure which does not include, or

elements of informed consent set

" forth above,; or waive the

requiremenis 1o obtain inforred
consent provided the IRB {inds and

documents that:

(1) The research involves no more
than minimal risk to the subjects;

(2) The watver or alieration will
not adversely afiect the vights and
welfare ot the subjects;

{3) The research could not
practicably be carried out without the
waiver of alteration; and

(2} Whensver appropriale, the
subjects will be provided with
additional pertinent information after
pariicipation

{e) The informed consent
requirements in these regulations are
nol intended to preempt any
applicable federal, state, or local laws
which require additional information
to be disclosed in order for informed
consent to be legally effective.

() Nothing i these regulations is
intended to Hmit the authority of a
physician o provide emergency
medival care. 1o the extent the
physician is permitted to do so under
applicable federal, state, or local law,

$ 46.117 Documentation of ©
informed consent.

(a} Except as provided in-
paragraph (¢) of this section,
informed consent shall be
documenied by the use of a written
consent form approved by the IRA
and signed by the subject or the
subject’s lepally authorized
represendative - A copy shall be given
to the person signing the form.

{by Except as provided in
paragraph (¢} of this section, the
consent form may be either of the
following:

{1} A written consent document
that embaodies the elements of
informed consent required by
§ 46.116. This form may be read to
the subjuct or the subject’s tegally
authorized representative, but in any
event, the investigator shall give
either the subject or the representative

it is signed; or

(2) A “shors form ™™ Wiiteh
consent docuiment stating that the
clements of informed consent
required by § 46.116 have beern
presented orally to the subject or the
subject's legally authorized
representative. When this method is
uscd, there shall be a witness 1o the
oral presentstion. Also, the IRB shall
approve 8 wrillen summary of what is
to be said to the subject or the
representative. Only the short form
itself is to be signed by the subject or
the representative. However, the
witness shall sign both the short form
and a copy of the eummary, and the
persoa actually obuwining consent
shall sign a copy of the summary. A
copy of the summary shall be given 0
the subject or the representative, in
addition to a copy of the **short

f .
or{rg) An IRB may waLve f?ﬁ:

requirement for the in
obtain 2 signed consent form for sdine
or all subjects if it finds either:

(1) That the only record linking the
subject and the research would be the
consent document and the principal
risk would be potentiad harm resulting
from a breach of confidentiality. Each
subject will be asked whether the
subject wants decumentation linking
the subject with the research, and the
subject’s wishies will govern; or

(2} g"%uc the res c;m.h ;}zqicms
mare thar winim
sulifects and invo ve
for which writen cg
required ouiside of
context,

in cases where the documentation
requiremnent is waived, the IRB may

require the investigator 10 provide
subjects with 2 written statement
regarding the research.

§ 46.118 Appilcations and
proposals lacking definite plans for
Involvement of human subjects,
Certain types of applications for
grants, coopcrative agreemenis, of
contracts are submitied to the
Department with the knowledge that
subjects may be involved within the
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period of funding, but definite plans
"would not normally be set forth in the
application or proposal. These
include activitics such as institutional
type grants {including bloc grants)
where selection of specific projects is
the institution's responsibility;
rescarch training grants where the
activities involving subjects remain to
be sefected: and projects in which
furman subjects ' mvolvement will
depend upon completion of
instruments, prior animal studies, or
purification of compounds. These
applications need not be reviewed by
an IRB before an award may be
made. However, except {or research
described in § 46.101(b}, no humun
subjects may be involved in any
project supported by these awards
until the project has been reviewed
and approved by the IRB, as provided
in these regulauons, and cerufication
sabritted to the Department,

¢ 46.119 Research undertaken
without the intention of invelving
human subjects,

Ia the event rescarch (conducted or
funded by the Depariment) is
undertaken without the intenuon of
involving human subjects, but it is
later proposed to use human subjects
i the research, the research shait first
be reviewed and approved by an IRB,
as provided in these regulations, a
certification submitted to the
Depucnment, and final approval gaven
1o the proposed change by the
Depuriment,

§ 46.120 Evaluation and
disposition of applications and
propusals,

(a) The Sccretary will evaluate all
apphications and proposals involving
human subjects submitted to the
Department through such officers and
emplayees of the Department and
such experts and consultants as the
Sceretary determinegs to be
appropriate. This evaluation will take
inte constderation the risks to the
stibyects, the adeguacy of protection
apamnst these nsks, the potential
benetfits of the proposed research to

the subjects and others, and the
importance of the knowledge to be
gained.

(b} On the basis of this evaluation,
the Secre¢tary may approve or
disapprove the application ov
proposal, or cnter into negotiations to
develop an approvable one.

% 46.12% Investigational new drug
pr device 30-day delay requirement.

When an institution is required to
prepare or 1o submit a certification
with an application or proposal under
these regulations, and the application
or proposal involves an
investigational new drug (within the
meaning of 21 U.S.C. 355(i) or
357(d)) or & significant risk device (as
defined in 21 CFR B12.3(m)}, the
institution shall identify the drug or
device in the certification. The
institution shall also state whether the
36-day taterval required for
investigational new drugs by 21 CFR
312 1(ay and for significant risk
devices by 21 CFR 812.30 has
clapsed, or whether the Food and
Druy Administration has waived that
requirement. If the 30-day interval
hay expired. the institution shal! state
whether the Food afd Drug
Administration has requested that the
S00F continue to withhold or
restrict the use of the drug or device
mn human subjects. If the 30-day
interval has not expired, and a waiver
has aot been received, the insiitution
shall send a"statement 1o the
Departtnent upen expiration of the
titerval, The Department will not
cansider a cernification acceptable
until the institution has submitted a
statcment that the 30-day interval has
clapsed, and the Food and Druyg
Administration has not reguested it to
limit the use of the drug or device, or
that the Food and Drug
Administration has waived the 30-day
interval.

§ 46,122 Use of Federal funds.
Federal funds admuinistered by the
Department may not be cxpended for
research involving human subjects

unless the requirement of these

regulations, including all subparis of
these regulations, have been satisfied.

§ 46.123 Early termination of
research funding; evaluation of
subsequent 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
Secrerary finds an institution has
materially failed 1o comply with the
terms of these regulations,

(b} In making decisions aboui
fuading applications or proposals
cavered by these regulations the
Secretary may take into account, in
addition to all other eligibility
reguiremenis and program crieria,
factors such as whether the applicant
has been subject to a termination or
suspensiun under paragraph (a) of this
section and whether the applicamt or
the person who would direct the
scientific and technical aspects of an
activity has in the judgment of the
Secretary materially failed 1o
discharge responsibility for the
protection of the righis and welfare of
human subjects (whether or not
Department fuads were involved).

§ 4€6.124 Conditions.

With respect to any research
preject or any class of research
projects the Secretary may impose
additicnal conditions prior to or at the
time of funding when in the
Secretary’s judgment additional
conditions are necessary for the
protection of human subjects.

Subpuart B—-Additional Protections
Pertaining to Research
Development, and Related

“Aetlvities [nvoiving Fetuses,”
Preguant Women, snd Human In

Vitro Fertifization’
Souvrce: 40 FR 31528, Aug. 8. 1975, 43 FR
1738, January 11, 1978, 43 FR
51559, Novembar ¥, 1978

§ 46.201 Applicability.

{a) The regulations in this subpart
are applicable to all Department of
Health, Education, and Welfare
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grants and contract supporing
rescarch, development, and related
activities involving: (1) The fetus, (2)
pregnant women, and (3) human
vitro fertilization.

(b} Nothing in this subpart shall be
construed as indicating that
compliance with the procedures set
forth herein will in any way render
inapplicable pertinent State or locai
faws bearing upon aciivities covered
by this subpan.

(¢ The requirements of this
suhpart are in addition (o those
imposed under the other subparts of
this part.

§ 46.202 Purpese.

It is the purpose of this subpart to
provide additional safeguards in
reviewing activities 1o which thns
subpart is applicable to assure tha
they conform to appropniate cthical
standards and relate 0 importan
societal needs.

$ 46.203 Definitions.

As used in this subpart:

{a) “‘Secretary ' means the
Segretary of Health, Education, and
Welfare and any other officer or
employee of the Department of
Health, Education, and Welfare to
whom authority has been delegated,

(b} “‘Pregnancy’’ encompasses the
period of time from confirmation of
implantation (through any of the
prasumptive signs of pregnancy, such
as missed menses, or by a medically
acceptable pregnancy test), until
expulsion or extraction of the fetus.

{¢) “‘Fetus’” means the product of
conception from the tume of
implantation (as evidenced by any of
the presumpiive signs of pregnancy,
such ds missed menses, or a
medically acceptable pregnancy test),
until a determination is made,
following explusion or extraction of
the fetus, that it is viable.

(d) "*Viable' as it perains to the
tetus means beiag sble, after either
spontaneous or induced delivery, to
survive (given the benefit of available
medical therapy) to the point of
independently maintaining hean

beat and respiration. The Secretary
may from time to time, aking inlo
account medical advances, publish in
the FEDERAL R £GISTER guidelines

toy assist in deternuning whether a
fetus is viable for purposces of this
subpart. If a fetus 15 viable after
delivery, il is a premature nfant,

{e) “‘Nonviable fetus’’ means a
fetus ex wiero which, although living,
is not viablc.

() "‘Dead fetus’’ means a fetus ex
urero which cxhibits neither
heartbeat, sponianeous respiratory
activity, spontaneous movement of
voluntary muscles, nor pulsation of
the umbilical cord (if still attached).

(g} in vitro fertihization’”” means
any fertilization of human ova which
occurs outside thebody of a female,
either through admixture of donor
human sperm and ova or by any other
means.

§ 45.204 Ethical Advisory
Boards.

{u) One or more Ethical Advisory
Boards shall be established by the
Secretary. Members of these board(s)
shall be so selected that tHe board(s)
will be competent 1o deal with
medical, legal, sotial, ethical, and
related issucs and may include, for
example, research scientists,
physicians, psychologists,
sociologists, educators, lawyers, and
cthicists, as well as representatives of
the genegal public. No board member
may be a regular, full-time employee
of the Department of Health,
Education, and Weltare.

(b) At the request of the Secretary,
the Ethical Advisory Board shall
render advice consisteni with the
policies and requirements of this Part
as to cthical issues, involving
acuvities covered by this subpart,
raised by individual applications or
proposals. In addition, upen request
by the Secretary, the Board shall
render advice as 1o classes of
applications or proposals and general
policies, guidelines, and psocedures.

{¢) A Board may establish, with
the approval of the Sccretary, classes
of applications or proposals which:

{1} Must be submitted to the Board,
or (2) need not be submiited to the
Board. Where the Board so
establishes a class of applications or
proposals which must be submitted,
no application o¢ proposal within the
class may be funded by the
Department or any component thereof
until the application or proposal has
been reviewed by the Buard and the
Board has rendered advice as to its
acceptability from an cthical
standpoint.

(d) No application or proposal
involving human in vitro fertilization
may be funded by the Depanimeni or
any component thereef uniil the
application or proposal has been
reviewed by the Ethicsl Advisory
Board and the Board has rendered
advice as to its acceptability from an
ethical standpoint.

§ 46.205 Addigiens] gutles of the
Institational Review Boards in
connection with activities
invelving fetuses, pregoant
women, or haman in vitre
fertifization,

(a) In addition to the
responsibilities prescribed for
Institutional Review Boasds under
Subpart A of this pan, the applicant’s
or offeror’s Board shall, with respect
to activities covered by this subpart,
carry oui the following additional
duties:

(1) Determine that all aspects of
the activity meet the requirements of
this subpar;

(2) Determine that adequate
consideration has been given 1o the
manner in which potential subjects
will be selected, and adequate
provision has been made by the
applicant or offeror for monitoring
the actual informed consent process
{e.g., through such mechasnisms,
when appropriate, as participation by
the Instiiutional Review Board or
subject advocates in: (i) Qversecing
the actual process by which
individual consents required by this
subpart are secured cither by
approving inductior of each
individual into the activity or
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verilying, perhaps through sampling,
that approved procedures for
induction of individuals into the
activity are being followed, and (i
monitoring the progress of the
activity and inigrvening as necessary
through such steps as visits to the
activiiy site and continuing evaluation
to determing if any unanticipated
risks have arisen);

{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 certificd
to the Sccretary that the Institutional
Review Board has made the
determinations required under
paragraph (a}) of this section and the
Secretary has approved these
determinations, as provided in
§ 46.120 of Subpart A of this part.

(¢} Appiicanis or offerors seeking
support for activities covered by this
subpart must provide for the
deswnation of an lastitutional Review
Board, subject to approval by the
Secretary, where no such Board has
been established under Subpart A of
this part.

§ 46.206 Gemeral limitations.

(4) No activity to which this
subpart is applicable may be
undertaken unfess:

(1) Appropriate studies on snimals
and nonpregnant individuals have
been completed,;

(33 Except where the purpose of
the activity is to meet the health
needs of the mother or the particular
fetus, the risk to the fetus s niinimal
and_ in all cases, 15 the least possible
risk for achieving the objectives of
the activity.

(3) Individuals engaged in the
actuvity will have no part in: (1) Any
decisions as to the thming, method,
and procedures used (o erminate the
pregiancy, and (i) determining the
viahility of the fetus at the
whnmation of the pregnancy; and

(4! Mo procadural changes which
may cause greater than minimal risk
to the fetus or the pregnant woman
will be muroduced into the procedure

fur terminating the pregnancy solely
in the interest of the activity.

{b) No inducements, monetary or
otherwise, may be offered 1o
terminate pregnancy for purposes of
the acuivity.

(40 FR 33528, Aug. 8, 1975, as amended at
40 FR 51634, Nov. 6, 1978}

§ 46.207 Activities directed
toward pregnant women us
subjects,

{a) No pregnant woman may be
involved 4s a subject in an activity
covered by this subpart unless: (1)
The purpose of the activity is 10 meet
the health needs of the mother and the
fetus will be placed at risk only to the
MInIMUNT eXlent necessary o meet
such needs, or (2) the risk to the fetus
is minimai. .

(b) An activity permitted under
paragraph {(a) of this section may be
conducted unly if the mother and
father are legally competent and have
given thewr informed consent afier
having been fully informed regarding
possible impact on the fetus, except
that the father's informed consent
need not be secured if: (1) The
purpose ot the activay is taemeet the
nealth needs of the mother; (2) his
identity or whereabButs cannot
reasonably be ascertained; (3) he s
not reasonably available; or (4) the
pregnancy resulted from rape.,

§ 46.208  Activities directed
toward feinses in utery as
subjectse..

{a) No fetus in niero may be
involved as a subject in any activity
covered by this subpart unless: (1)
The purpose of the activity is t0 mest
the healib needs of the particalar ferus
and the fetus will be placed at risk
only 1o the minimum exient necessary
10 meet such needs, or (2) the risk o
the fetus tmposed by the rescarch is
minima!l and the purpose of the
activity is the development of
important biemedical knowledge
which cannot be obtained by other
means.

{b) An activiiy permitied under
paragraph (2) of this section may be
conducted only if the mother and
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father are fegally competent and have
given their informed consent, except
that the father’s conseut nced not be
secured if: (1) His identity or
whercabouts cannot reasonably be
ascertained, (2) he is not reasonably
available, or (3) the pregnancy
resulted from rape.

§ 46.209 Activities divected
toward fetuses ex utero,
including nonviable fetuses, as
subjects.

(a) Until it has been ascertained
whether or not a fetus ¢x utero is
viable; a fetus ex utero may not be
involved as a subject in an activity
covered by this subpart unless:

(1) There will be no edded risk t0
the fetus resulting from the aclivity,
and the purpnse of the activity is the
development of important biomedical
knowledge which cannot be oMained
by ather means, or

{(2) The purpose of the activity is 1o
enhance the possibility of survival of
the particular fetus to the point of
viabulity,

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

(1) Vital functions of the fetus will
not be artificially maintained,

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

{3) The pumpose of the activity is
the development of important
hiomedical knowledge wkich cunnot
he ubtained by other means.

(c) In the event the fetus ex wrero
is found to be viable, it may be
included as a subject in the activity
only to the extent permiited by and in
accordance with the requirements of
other subparts of this parnt.

(d) An activity permitted under
paragraph (a) or (b} of this section
may be conducted only if the mother
und father are legally competent and
have given their informed consent,
except that the father's informed
consent nced not be secured if: (1) his
wentity or whercabouts cannot
reasonably be ascertained, (2) he is
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nuot reasomably avatlable, or (3) the
pregnancy resalted from rape.

8 46.210  Activitles Invelving the
dend Tetus, fetal material, or the
placents.

Activities involving the dead fews,
rascerated fetal matenal, or cells,
nssue, of organs excised from a dead
fetws shall be conducted only in
accordance with any applicable State
or local laws regarding such
ACtIVINES.

§ 45.211 Muyodification ar waiver
of specific requirements.

Upon the request of an applicant or
offeror (with the approval of is
Institutional Review Board), the
Secretary may modify ot waive
specific regquirements of this subpar,
wiih the approval of the Ethical
Advisory Board after such
opportunity for public comment as
the Eihical Advisory Board considers
appropnate in the particular instance.
In making such decisions, the
Seceetary wil consider whether the
risks (o the subject are so cuiwsiphed
hy the sum of the benefit to the
subsect and the tmportance of the
boowledge to be gatped as to warrant
sich modification or waiver and that
sicn benefits cannot be gained except
through a modiflcation or waiver.
Any such modifications or walvers
will be published as notices in lhe
Frorrat REGISTER

Subpart C—Additional Protections
Pertaining to Biomedico! and
Hehaviorad Reseaveh bavolving
Prisoners ag Subjects

Soprce: 43 FR 33655, Nov 16,

§ 46,301 Applicability.
{a) The regulations in this subpart

are apphicable to all biomedicai and

behavioral research conducted or
supporied by the Depariment of

Health, Education, and Welfure

involving prisoners as subjects.

(hi Nothing in this subpart shall be
construed as indicating that
complianee with the procedures sai
forth herein will authorize research

1975

taveiving prisoners as subjects, to the

extend such research is limited or

barred by applicable State or local
law.

{3 The requirements of this
subpart are in addition to those
imposed under the other subparts of
this pare.

§ 46.30% Purpose.

Inasmuch as prisoners may be
under constraints because of their
incarceration which could affect their
ability to make a truly voluntary and
uncoerced decision whether or not
participale as subjects in rescarch, it
is the purpose of this subparnt 10
provide additional safeguards for the
protection of prisoners invelved in
activities to which this subpart is
applicable.

§ 46.303 Definitivns.

As used in this subpart:

(ay *Secretary '’ means the
Secretary of Health, Education, and
Welfure and any other officer or
employee ef the Depariment of
Health, BEducanon, and Welfare 1o
whont authority has been deleyated.

ib) "DHEW™ means the
Depariment of Health, Ldu;dtmn
and welfare,

{0 “Prisoner™”

means any

jiiidividuai involuntarily confincd or

z‘h.tmncd in & peral msmutmn Thc
term is intended to t.nmmp.w;
ndwuzuals senienced 1o such an
mmmuon under a, mmmal or civil,
awwte mdmdua!; dc!amcd in “other
faciiities by virtue of staqutes or |

‘mmmmmm procedures. which
pmvxde ahematwez to cnmnui

pmsewt!nn or mcarccmuon ina

-penal institution, gnd individuals

demmud ;mndmg aragnment, ma!
OF SEntnCing.

b “Mxmm;xi risk ' s the
probability and magnitede of physical
or psychological barm that is
normally encountered in the Jdaily
hives, or in the rouune medical,

dental, or paychological examination
of healthy persons.

§ 46.304  Composition of
Institautional Review Boards
where prisoners ave involved.
In addition to satistying the

requirements in § 46. 107 of this part,
an Institutional Review Board,
carrying out responsibilities under
this part with respect 1o research
covered by this subpart, shat! aiso
meet the following specific
reguirements:

{a) A ma;oﬁq of the Boatd ...... wf
(exclusive of prisober members) shaif

have no association with the pnscm{u
mvoiwcd _apart from thenr .
membership on the Bosrd® “13

(b) At least one member 9&%?
HBoard ahall be a gnsonci', 8 g:,
pnﬁawr mmmwwe thh
RpPrOPEaLE hackgﬂmnd and Jf&
eaperience 1o serve in that capacity,
except that where a panticular
resexrch project is reviewed by more
than one Board only one Board need
satisfy this requirement.

§ 46.305  Additional dutles of the
institutional Review Boards
where priseners are Involved,
{a) in addition to all other

responsibilities prescribed for

fnstitutional Review Boards under
this part, the Board shall review
rescarch covered by this subpant and
approve such research only if it finds
that:

{1 The research under review
represents one of the categorics of
research permissible under
§ 46.306(a)2);

(2} Any possible advantages
accruing to the prisoner through his
or her participation in the resexrch,
when compared to the general living
conditions, medical care, quality of
food, amenitics and opportunity for
earaings in the prisoa, are not of such
a magnritnde trat bis or her ability . |
weiph the risks of the research agamﬁ:
the value of such advaatages in the
limited choice environment of the
prison is impaired;

(3) The risks involved in the
research are commensurate with risks
that would be accepted by
nonprisoner volunteers;

(4) Procedures for the selection of
subjects within the prison are fair to
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all prisoners and immune from
arbitrary intervention by prison
authorities or prisoners. Unless the
principal investigator provides to the
Board justification in writing for
following some other procedures,
control subjects must be selected
randomly from the group of availabie
prisoners who meet the characteristics
needed for that particular research
project:

(5) The information is presested in
language which is understandable to
the subject population,

(6) Adcquatf assurance exists that
parole boarda will not fake into,
sccount & prisonar's participation in
the rescarch in making decisions
regarding parole, and each prisoner is
clearly informed in advance that
participation in the research wili have
no effect on his or her parole; and

7y Where the Board finds there
mauy be a need for follow-up
examnation or care of participanis
alter the end of their participation,
adequate provision has been made for
such examination or care, taking inw
account the varying lengths of
individual prisoners’ sentences, and
tor informing participants of this fact.

(d) The Board shall carry out such
ather duties as may be assigned by
the Secretary.

1c) The insutution shall cerufy tg
the Secretary, i such form and
minner as the Secretary may cequire,
that the Juties of the Board under this
section have been fuifilled.

§ 46,206 Permiited research
involving prisogers.. =
{a) Biomedical or behavioral

research conducted or supported by

DHEW may iavolve prisoners as

subjects only if:

(1) The institution responsible for
the.conduct of the vesearch has
certified to the Secretary that the
Insiitutional Review Roard has
approved the rescarch under § 46.305
of thts subpart; and

(2) In the judgment of the

Secretary the proposed research
invoives solely the following:

{A) Study of the possible causes,
effects, and processes of
incarceration, and of criminal
behavior, provided that the study
presents no more than minimal risk
and no more than inconvenicnee o
the subjects;

(B) Study of prisons as institutional
struciures or of prisoners as
incarceraied persons, provided that
the study presents no more than
minimal risk and no more than
inconvenience to the subjects;

{C) Research on conditions
particularly affecting prisoners as @
class (for example, vaccine trials and
other research on hepatitis which is
much more prevalent in prisons than
elsewhere: and research on social and
psychological problems such as
alcoholism, drug addiction and sexual
assaults) provided that the study may
proceed only atter the Secretary has
consulted with appropriate experts
including experts in penology
medicine and othics, and published
notice, in the FEDERAL R EGISTER,
of s intent to approve such r%sem“ch;
o1 ®

(1) Research on practices, both
mnovative and accepted, which have
the intent and reasonable probabiluy
of improving the health or well-
being of the subject. In cases in
which those studies require the
assignment of prisoners in 2 manner
consisient with protocols approved by
the IR to control groups which may
not benelnt from the rescarch, the
study may proceed only after the
Sccretary has consulied with
appropriate experts, including exports
in penology medicine and ethics, and
published notice, in the FEDERAL
ReGister, of his intent 10 approve such
researcit.

(b) Except as provided in
paragraph (a) of this section,
biomedical or behavioral research
conducted or supported by DHEW
shall not involve prisoners as
subjects.

Subpart D--Additicnal Protections
for Children Inrolved as Sablecty fn
Research,

Source: 48 FR 9818, March 8, 1343

§46.401 To what do thess
regulations apply?

{a) This subpart applies to all
research involving children as
subjects, conducted or supported by
the Department of Health and
Human Services.

(1) This includes research
conducted by Department
employecs, except that each heud of
an Operating Division of the
Diepariment may adopt such
nonsubstantive, procedural
modifications ss may be appropriste
from an administrative standpoint.

{2) It also includes rescarch
conducted or supported by the
Department of Health and Husman
Services outside the United States,
but in appropriate circumstances, the
Secretary may, under paragraph {¢)
of £46.101 of Subpart A, waive the
applicability of some or all of the
requirements of these reguiations for
research of this type.

{b) Exemptions (1, (2), (5) and {6}
as listed in Subpart A at §46.101(b)
are applicable to this subpart.
Exemption (4}, rescarch involving
the ubservation of public behavior,
listed at §46.101(b), is applicable to
this subpart where the investigator(s)
does not participate in the activities
being observed. Exemption (3),
research involving survey or
interview procedures, listed at
§46.101(b) does not apply to research
covered by this subpart.

{c) The exceptions, additions, and
pravisions for waiver as they appear
in paragraphs (c) through (i) of
§46.101 of Subpart A are applicable
to this subpart.

§46.402 Definitions,

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) “Children™ are persons who

- shave not attained the fegal age for
consent to treatments or procedures
involved in the research, vader the
applicable law of the jurisdiction in
which the research will be
conducted.

(b} “Asscns” means a child’s
affirmative agreement to participate
in research. Mere failure to object
should not, absent affirmative
agreement, be construed as assent,

{c “Permission” means the
agreement of pareot(s) or guardian to
the participation of their child or
ward in research.

{d) “Parent” means 8 chld's
biological or adoptive parent.

{e} “CGuardian™ means an
individual who is authorized under
applicable state or local faw to
consent on behalf of a child to
general medical care.

$45403 IRB daties,

in addition to other responsibilitics
assigned to IRBs vnder this part,
cach IR D shall review research
covered by this subpart and approve
onty research which satisfies the
conditions of all applicable scetions
of this subpart.

§46.404 Research not {avelviag
greater than minimal risk,

HHS will conduct or fund
research in which the IRB finds that
o greater than minimal risk to
children is presented, only if the IRB
finds that adequate provisions are
miade for soliciting the assent of the
children and the permission of their
parents or guardians, as sat forth in
§ 46.406.

46405 Rescorcl lnvolving preater
thae mintmal risk but presentiog the
prospect of direct benefit ta the
fuadividual subjocts,

HHS will conduct or fuand
research in which the IRB finds that
more than mmimsl risk to children is
prescnted by an intervention or
procedure that holds out the
prospect of direct benefit for the
individual subject, or by 2

monitonng pr(x:edurb that is likely to
coutribute to the subject’s well-being
only if the IRB finds that

(a) The risk is justified by the
anticipated benefit o the subjects;

(b} The relation of the anticipaied
benefit to the risk is st least as
favorable to the subjects as that
presented by available alternative
approaches; and

{c) Adequate provisions are made
for soliciting the assent of the
children and permission of their
parents or guardians, as set forth in
§ 46.408.

§46.406 Research involving greater
than minimal risk and no grospect of
direct beneflt to individual subjects,
but likely to yield generslizable
knowledge about the subject’s disorder
or condition,

HHS will conduct or fund
research in which the IRB finds that
more than minimal visk to children is
presented by an intervention or
procedure that does not hold out the
prospect of direct benellt for the
individual subject, or by &
monitoning, procedure which is not
likely 10 contribut® to the well-being
of the subject, only if the IRB finds
that:

(a} The risk represents a minor
increase over minimal risk;

{b) The intervention or procedure
presents Bxperiences to subjects that
are reasonably commensurate with
those inherent in their actual or
expected medical, dental,
pvsychological, social, or educational
situations;

{c) The intervention or procedure
is likely 10 yield generalizable
krowledge about the subjecty’
disorder or condition which is of
vital importance for the
understanding or amelioration of the
subjects’ disorder or condition; and

{d) Adequate provisions are made
for soliciting assent of the children
and permission of their parents or
guardians, as set forth in § 40,408,

§ 46,407 Research mot otherwise
upgrovable which presenis an
epportunity to understend, preveat, or
slleviate » serious problem sifecting
the health or welfare of childres,

HHS will conduct or fund
research that the IRB does not
belinve meets the requirements of -

§ § 46.404, 46,403, or 46.406 only if:

(a) The IRB finds thas the research
presents a reasonsble opportunity to
further the undersianding,
prevention, o¢ alleviation of a serious
problem affecting the health or
welfare of children: and

(b) The Secretary, afier
consultation with a panel of experis
in pertinent disciplines (for example:
science, medicing, education, ethics,
law) and following opportunity for
public review and comment, has
determined either: (1) That the
research in fact satisfies the
conditions of §§ 46.404, 46.403, or
46.4006, as applicable, or {2) the
following:

(i) The research presents a
reasonable opportunity to further the
understanding, prevention, or
alleviation of a serious problem
affecting (he health or welfare of
children;

(ii) The research will be conducted
in accordance with sound ethical
principles;

(iil) Adequate provisions are made
for soliciting the assent of children
and the permission of their parents or
gusrdians, as set forth in § $6.408,

§ 46,408 Reqnirements for
penuiszion by parents or guardiang
and for assest by children,

(a} In addition to the
determinations reguired under other
applicable sections of this subpart,
the {RB shali determine that
adequate provisions are made for
soliciting the assent of the children,
when in the judgment of the IRB the
children are capable of providing
rssent. In determining whether
children are capable of assenting, the
IRB shall take into account the ages,
maturity, and paychological state of
the children involved. This judgment

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7
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may be made for all children o be
involved in research under a

- prrticular protocol, or for each child,

e

Was the IRB deems appropriate. If the

IR B determines that the capability of
some of all of the children is so
limited that they cannot reasonably
bie consulted or that the intervention
or procedure involved in the
research holds out 2 prospect of
direct begefit that is important to the
heatth or well-being of the children
and is available only in the context of
ihe research, the assent of the
children is not a necessary condition
for proceeding with the research.
Even where the IRB determines that
the subjects are capable of aswenting,
the IR msy stll waive the assent
requiremnent under circumsiances in
which coasemt may be waived in
accord with § 46.116 of Subpart A.
tby In addition to the
determinations required under other
applicable sections of this subpart,
the IRH shall deteroune, in
sccordance with and (o the extent
that consent is required by § 46.116 of

@ Subpart A, that adequate provisions

&

are made for soliciting the permisiion
ot cach child's parents or guardian.
Where parental permission is (o be
obtaied, the IRB may find thae the
permission of one parent is sufficient
for research to be conducted under
£8 36.404 or 46.405. Where rescarch
is covered by §§ 46.406 and 46.407
and permission is to be obtained from

parents, both parents muse give their
permission unless one parent is
deceased, unknown, incompetent, or
aot reasonably aveailable, or when
only one parent has legal
responsibility for the care and
custody of the child,

{¢) In addition to the provisions for
waiver contained in § 46.116 of
Subpart A, if the IRB determines that
a research protocol is designed for
conditions or for 2 subject pepulation
for which parersal or guardian
SErmission is not a reasonsble
reguirement 12 protect the subjects
(for example, reglected or abused
children), it may waive the consent
requirements i Subpart A of this
part and paragraph (b) of this section,
provided an appropriate mechanism
for protecting the chikiren who will
participate as subjects in the research
is substituted, and provided further
that the waiver is not inconsistent
with federal siate or local law. The
choice of an sppropriate mechanism
would depend upon the nature and
purpose of the activities described in
the protocal, the risk and anticipated
benelit to the research subjects, and
their age, maturity, status, anid
condition. "

{d) Peraussion by parents or
guardians shall be documented in
acenrdance with and to the extent
required by § 46.117 of Subpart A,

{e) When the IRT determines that
assent 18 required, it shall also

S

determine whether and how assent
must he documented,

§ 46,409 Wardy,

{2) Children who are wards of the
state or any other agency, institution,
or entity can be included in ressarch
approved under §§ 46.406 or 46.407
only if such yeseasch is:

(1) Rclated to their siatus as wards;
or

(2) Conducted in schools, camps,
hospitals, institutions, or simifar
settings in which the majority of
children involved a8 subjects are not
wards.

(b) If the research is approved
under peragraph (a) of this section,
the IRB shall require appointment of
an advocate for each child who is a
waerd, in addition to any other
individual scting on behalf of the
child as guardian or in loco parentis.
One individual may serve as
advocate for more than one child.
The advceate shall be an individual
who has the background and
eaperience to act in, and agrees to act
in, the best iaterests of the child for
the duration of the child's
participation in the research and who
is not associated in any way (except
in the role as advocate or member of
the IRB) with the research, the
investigator(s}, or the guardian
organization.

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

Minimum Criteria {dentifying the

Visble Fetus

On March 13, 1975, regulations
were pubtished in the FEDERAL

RecisTen {40 FR | 1854) relating to the

protection of human subjects in
rescarch, development, and rebuted

activities supported by Department of

Health, Educanon, and Wetfare
grants and contracts, These
regulations are codified at 45 CFR
Part 46,

Approved For Release 2004/07/09 : CIA-RDP.96-00788R0015000920010-7.

NOTICES

Eisewhere in this issue of the
FEDERAL R EGISTER, the Secretary
is amending 45 CFR Parnt 46 by,
among other things, adding a new
Subpart 8 to provide additicnal
protections pertaining 1o research,
development, and related activities
involving (stuses. pregnant wonmien,
and in vitro ferulization.

Section 46.203(d) of Subpart B
provides inter alia as follows:

The Secretary may from tme to time,

taking into account medical advances,
publish in the FepDERaL REGISTER

U.5. GOVERNMENT PRINTING OVFICE :

-

45 CFR 45

guidelines 1o assist in determining whether 8 e

fetus is viable for purposes of this subparg.
This notice is published in
sccordance with § 46.203d). For

purposes of Subpart B, the guidelines

indicating that  fetus other than a
dead fetus within the meaning of

§ 46.203(f) is viable include the
following: .

an cxumated gestational age of 20 weeks or

motre and & body weight of 500 grams or
more

FEDERAL REGISTER, VOL 40,
AVGUST 8, 1975

1583 O -~ WO6-~756
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PROCEDURE 13, EXPERIMENTATION ON HUMAN SUBJECTS FOR
INTELLIGENCE PURPOSES

A. APPLICABILITY

This procedure applies to experimentation on human sub-
jects Lf such experimentation is conducted by or on behalf of
a DoD intelligence component. This procedure does not apply

to experimentation on animal subjects.

B. EXPLANATION OF UNDEFINED TERMS

1. Experimentaticn in this context means any research or
testing activity involving human subjecfs that may expose such
subjects to the possibility of peré%nenc 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 ordimarily exposed in their daily

lives,

2. Experimentation is conducted on behalf of a DoD
intelligence component if it is conducted uﬁder 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.

2 .
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3. Human subjects in this context includes any person

whether or not such person is a United States person,

C. PROCEDURES

1. Experimentation en human subjects conducted by or on
behalf of a DoD intelligence component may be undertaken only
with the informed consent of the su%ject, and in accordance
with guidelines i{ssued 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- )
val of the Secretary or Deputy Secrztary pf Defense, or the
Secretary or Under Secretary of a Militafy Departnent, as
appropriate. [Requests for such approval submitted by Army - -
intelligence components will be addressed through coﬁmand

channels to HQDA (DAMI-CIC), WASH ©C 20310.]

Approved For Release 2004VQ?;1092+ CIA-RDP96-00788R001500090010-7
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j;- -PROCEDURE ~13. - - EXPERIMENTATION -ON HUMAN SUBJECTS FOR -INTELLIGEKRCE PURPOSES
k

A~ APPLICARILITY

/ This procedure applies to experimentation oo human subjects if such experi-
meutation is conducted by ox on bebalf of a DoD intelligence component. This
procedure does not apply to experimentztion on animal subjects,

B. EXPLANATION OF UNDEFINED TERMS

1. Experimeptation in this context means any research or testing sctiv-
\ ity involving human subjects that may expose such subjects to the possibility
of {permanent or temporary injury (including physical or psyehological damage
and damage to the reputation of such persons) beyond the risks of injury to
which[such subjects are ordinarily exposed in their daily lives.
ot ‘
2. Experimentation is conducted on behalf of a DoD intelligence com~
ponent if it is conducted under contract to that component or to another Dol
component for the beoefit of the intelligence component or at the request of
such a component regardless of the existence of a contractual relationship,

¥ [P SR

3. Human subjects in this context includes any person whether or not

such person is a United States person.

C. FPROCEDURES | !
‘ :‘};" %, R
:? ) 1¢ Experimentation on human subjezts conducted by or on behalf of a DeD

intelligence component may be undertaken only with the informed.cunsent.ofwthe
subiscd, ip.accerdanca-with.guidelines.issued by LheﬁDcpazLmentwaﬁl%galahﬁggd

Human.Services, seiling-owi-~conditions .that safeguard .the.velface.ob-guohasub-~
jekbs.
2. DoD intelligeace componepts may not engage in or contract for experxi- ‘

meotation on bumsn subjects without approval of the Secretary or Deputy Secre~
‘tary of Defense, or the Serretary or Under Secretary of a Military Department,
as appropriate. P

s
=
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gence tcomponents to state and local law en-
forcement authorities only when lives are en-
auogbred and only pursuant to a request by the
nead of ‘such authority. Such requests must b
spproved by the Serretary or Under Secretary
of vhe Army. Under these circumstances expers
personnel may be provided to such agency pro-
vided participation in law enforcement activi-
ties is limited as follows:

{a) Only personnel with technical skills
not readily available to such law enforcement
authorities, which can be utilized to prevent
death or serious injuvy, may be provided;

{b) Provision of such personnel will be
Hmited to that necessary to prevent the death
or serious injury that is threatened, but in ne
case shall such assistance be provided for mere
thau 72 hours;

{¢) Such porsonncl are not used to ap-

prevend persons who are suspected of com-

sudtting, or who are about to commit, a crime,
ayr

(d) Use of such personnel dees not vio-
late the Posce Comitatus Act, .

{3} Fuergency assistance. In cmergency
situations, where life iz endangered, the request
required in (1) and (2) above may be oral,
pirevided that it is reduced to writing and sub-
mitted to HQDA(DAMI-CIC) within 72 hours.
Where hife is endangered, doabt as to the legal
iy and propriety of the requested assistance
under this procedure should e resolved in favor
of providing the assistance.

2-17. Procedure 17, Assignment of intelligence
personnel {o other agencies. a. Applicability
and weope, This procedure applies to the as.
sigronent of DA intelligence personnel to other
apencies within the federal government, This
nroceduie does not apply to~-

(1) Assignment to state or local govern-
qients, corporations or other private organiza-
ions,

(2} Assigument to another agency within
the intelligence comriunity when part of the
purpose of the assignment is to gain cxperience
and knowledge abont the activities of the other
apency, {Reporting or report in this context

operation or personnel of an agency that is not
available publicly.)

b, Policy. Employees of Army inteiligence
components who are assigned to work for and
vider the direction of another agency of the
foderal government will conduct themselves
for the duration of their assignment as if they
were employces of that agency. Any responsi-
hilities to provide information to or services
for 11 A will be stated expressly and made a part
of the terms of the assignment,

¢ Procedares.

(1) Assipnment of employees of Army in-
Lellipence components to other agencies within
the federal government is governed hy DOD
Directive 1000.17. The memorandum of agree-
mant concerning such assipnment and required
by subsection D(6)Y (¢} (1) of the Directive shall
include.

(«) An identification of the Army intel-
ligence component from which the employee
hes been assigned by DA,

(L) A statemeut dehneating the em-
ployee's responsibilities, if any, for reporting

Cto the DA about maiters that come to the em-

pover’s attention while on assignment outside
the Department,

{2) Other than is permitted by the terms
of the memerandwn of agreement pursuant to
Dol Directive 1000.17, an employee of an Army
wiclligenee component oi asgignment to ane-
other ageney of the fedeval governnment may not,
report to any Army component the opcerations
or persoanei of the agency to which the em-
ployee i assigned.

(33 Aftzr completion of an assignment o
another apency of the federal government and
return to DA, an employee remaing under the
same restrictions, &y to reporting, that applied
when the employes was on such assignment.

2-18. Procedure 18, Bxperimeniation on human
subjects. a. Applicability and ccope.

(1) This procedure applies te exnperimen-
fatiun on human sabjeets if such experiinenta-
tion i conduvied by or on behalf of any Army
intellipence component. Thiy procedure does not
app'y to experitmentiation on animal subjects,




i
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Xperimeniniion In
s reaeareh, development, or related setivity that
» TREY €Xpose an individual to the possibility of
in ,mrs; (including physical, psychological, or
goeial injury) that increases the ordinar v risks
w“f dm}v H fc fcar 9hc 4 uvc‘( ( s ds n;r e rec-

or MI& m? Se?ﬁ’i‘mﬁi, or that tempc.‘f:m]t ad-
vergely affecty s person’s mental or phvsical
condition.

{2y Buperimentsiion is conducted “on be.
Lalf of” an Army intelligence component il it i
mmﬁuftw? under contrnct to that component or
te another Army component for the benelit of
the intelligence camponent, or af the vequeat nf
such a component regardless of the exintence

s contractual relationghip.

{4} Muman sabjects in this context in-
shudes any person rogurdless of whother the
verson qualifies as o US person

b, Poliey, Army intelligence componenis muy
sonduet experimentation on huwman rubjects
anly when an imporiant forelgn intelligence or
1 purpose is to be served, enly after the in.
{ormed consent of the subjeet has heen obinined
in writing, and only in accordance wilh guide-
tiney issued by the Department of Hewlth and
Human Sorvices sefting out conditions that
safeguard the welfare of the subjects, and oiher
aplicable regulations,

¢, Procedure, Army iptellivence components

may not engage n or contraci for experimen-
fation on human subjects without prior ap-
wraval of the Beerctury or Uwsler Secvclary of
the Army.

238, Procedure 149, Special M!mtwq. o Ap-
plieability aud scope, e

{1} This procedure applies to the conduct
and support of special activitics by Army intel-
ligenee components, This procedure also applisg
to other Army components that provide support
foy special activities conducted by Dol intel
renee components and other agencics within
thay Intelligoncee Community. These procedures
o nal apply 10—

{a) Diplomatic or mililary attache pe.
fvitiss conducted by DOD,

wE2

- Febroery (882

10 eoltection and production of in.
telilronce; )

(o} Any funclions in support of the
collection and produciion intellipence; or

(Y The conduet of apeciyl getivities by
the military services in armed conflict or o

miiitsry deception operations targeted, for mil. 1
tary purpuses, against & hostila foreign power, i

{2} Conspiracy in this context has the ¢
same meaning sz ot the eriminal law context ¢
and requives an overt act. Nelvher the ferm

“asgassination” ver the {erm “conspire” in- ¢
clude military or civilian mesaurss againat on- i
gnm{e’ internationsd terrorist sciivitie ex fw'hich v
i3 # defined ferm (see glossary) and should be 2
construed strictlv), siveraii hs,m{:kmg& or in ¢ [
reaponse to danger of subsiantial physical harm 8
to any person. These fering do not gpply io p

tary services in the execu- 1

actions of the wmi
svaerad poilitary operations

tiom of lawlully

{4y Diplomatic and military attache setiv. 2-
ities zmam the representationsd, information pl
gathering, and reporting sctivities performed 5.
by diplomatic and military attache personnel (<

abroad,

(4} Production of intellipence mesns the
process of developing “intellizence products”
which is a defined icrwm. {sve plossary).

(5) Sperial activilies mean activities con.
dueted abroad in suppoert of national foreign ,
policy vbjectives that are des! pned to further ‘
official US programs and policies abraad; thet TI
are planned and executed so that the role of the
United States Government iz not apparent, or
acknowledged publicly and functions in supbost
of suc%s activities. but net inchuling diplomatie
and milary atische activities or the eolleetion
and pmmzcmm of intelligence or related sup.
pori Ninctiens, '

(6) Support, when used in this context
means the provision of assigtsnce in the forg -
of transportation, training, supnlies, #—ﬁdlpmqa@
or expert personnel,

b. Pelicy, No Anmy intelligence mmpomnh g
will participate in the conduct or supnort of
spacial activities. MNo cthoy Army componeg
will provide support {or special activities em@g
upen the speciiic direction of the Secretary p
Under Secretary of the Army and the Seﬂrﬂvhéy
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Boards, Commlssions aad Committees
BIGH PEAFORMANCE REVIEW PROCEDURES

1982 and 1983, in keeping with the US Army Intellipgence and Security
. 7 {INSCOM)Y goal of "extraordisary performance,” and seeking to move the
command to a level which exceeds cormonly deflned parameters of performance,
#ie INSCOM conducted a study of high p&r;arming organizarions and programs In
the public and private gectors. Several ‘technologies, management tschniques,
training experiences and programs ware ideatified for further evaluatlon with

¢ po thelr notential to contvibute to the development of extvaorcdinary
in idnal and unit performance within the Command. This regulaticn contains
tyeeoM pelicies and guldance €or that evaluation, eatablishes procedures for
»he use of INSCOM personnel as voiuntesrs in evainating aad implementing high
porforming human systems and provides guldance for commarders and supervigors
i further iImplementing and evaluaring those high performing humaa systemns.
pplementation of this regulatlon (s permitted only after prior approval has
topn obtained from this Headgquartars, ATTN:  I&SJA.

Ll
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i ' Chapter 1

SENERAL TNFORMATION
1~1. Purpose. This regulation contalns INSCOM policies and guldance for the
evaluation and implementation of high performing human systems within the com=

mand, Tt =-

4. Promulgates procedures and guldance for the use of IN3SCOM personnel
as volunteers in the evaluation of high performing human systems;

b. Establishes and imnplements a review process which 13 congistent with
AR 70-253

¢» Insures the continued evaluatlon of IN%COM activities to assure that
the provisions of AR 70-25 are belng followed:

d. 'Establishes procedures to cbtain a health hazard assessment prior to
approving an INSCOM protocol Issued as required hereln; and

e. Promulgates INSCOM pollcies and procedures to assure that INSCOM com-
ponents do not engage in or coniract for experimentation on human subjects in
violation of Procedure 13, AR 381«10.'

1-2. Applicability. This regulation applies to all =lements of the INSCOM.

1-3. References.

s s

a. AR 70-25, Use of Volunteers as Subjects of Research.
b. AR 381i-10, US Army Intelligence Activities.
c. AR 70~31, Standards for Technical Reporting.

1-4. Scope.

a. Nothing in this regulation 1s intended to supergsede requirements for
health hazard or other safety reviews required by any other regulations or di-
rectives.

h. The procedures, policies and guidance contained in this regulation
pertaln to the following:

(1) Behavioral studles, research and/or testing involving human sub-
jects, regardless of whether conducted by INSCOM, a contractor, or other agency
utilizing INSCOM funds.

(2) Inclusion of human subjects, whether as the direct or indirect
object of research, regardless of the level or risk i{nvolved, in the develop~
ment, testing or study of matters asscclated with the missions and functlons of

11
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T

the INSCOM, or the application of nen-traditional ideas and technologiles iIn
achleving high performance of human resources.

(3) The investigation of programs and technologies tc enhance organ-—
izational and i{ndividual excellence where such investigation involves the Iin-
clusion of human subjects as thelr object.

1=5. Exemptions.

a. Research, testing and studies in which human subjects are involved iIn
one or more of the following categorles are exempt from thig regularion.

(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:

L

(a) Responses are recorded In such a way that subjects ecanrot
be identified directly or indirectly.

(b) The sgubject’s responses, 1f they become known, would nrat
place the subject at risk of ecriminal or civil 1liabllity or damage the sub~
ject’'s financial or social standing or ,employabliiry.

{(c) The activity “does not deal with sensitive aspects of the
subject's own behavior, such as 1{llegal conduct, drug use, sexual behavior, or
use of aleohol.

(2) Research which iIinvolves the use of educational tests, providad
the data is recorded in such a way that the subjects cannot be identiffed di-
rectly or indirectly.

(3} Research in non-INSCOM educational settings which {involve normal
educational practices, such as -- .

(a} Regular and special educational strategies.

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

(4} Follow=-up debriefings, interviews, tests, or evaluations to de-
termine how well participants have learned the Information or skills transmic—
ted by training or instructional activities previously attended by the subject
thereof.

b. Exemptions of other activitles from this regulation, even where such
activities may be exempted from other similar regulations or directives, shall
not be consldered valid for TINSCOM purposes unless and until confirmed by the
INSCOM Human Technology Review Board as prescribed elsewhere In thils regula-
tion.

i-2
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‘ Chaptar 2
RESPONSIBILITIES

2-1. Approving officlals. The Commanding General, the Deputy Commander, Ian-
telligence, and the Deputy Commander, Support, are the designated INSCOM ap~
proving officialg. Only these officlals may approve the use of human subjects
in research.

2=2. Commanders and Staff Element lleads. Commanders at all levels within the
INSCOM, heads of Headquarters staff clements, cffice chilefs and program direc—
tors (hereinafter referred to ounly as commanders and staff element heads) are
‘responsible within thelr respective functional areas for ~--

a. 1Insuring that the provisions of this regulation are institutionalized
into their organizational procedures and practices.

be. 'Insuring that no persons engage. in or contract for experimentation
iovolving human subjects without the express approval of an INSCOM approving
offlclal.

2=%. INSCOM Human Technology Review Board (HTRB). “The INSCOM HTRB is respon=-
sible for =--

4. Observing written procedurds for the following:

(1) Initial and continuing review of research, including the reports
of findings and actions to the Iinvestligator and the approving official.

{2) Deternination of those projects which must be --
{a} Reviewed more often than anrually.

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

(3) Prompt reporting to the HTRB of proposed changes 1in the re-
seatch, and to the HTRB and approving official of unexpected problems involving
risks to the subjects or others.

b Insuring that changes In approved projects (during the perlod for
which approval has already been gilven) are not initlated without HIRB review,
except to eliminate immediate hazacds to a subject.

¢, Reviewing proposed protocols at meetings attended by a majority of
members except when an expedited review is used. For the protocol to be ap-
proved, it will receiva the approval of a majority of those members ‘present.

d. Reporting to the CC any scrious or continulng noncompliance with HTRB
requirements and determinations found by investigators.

2-1
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' e. Conducting a continuous review of research studies at intervals pro-
per to the degree of risk, but not less than once per year.

f. Insuring the observation by a third party of the consent process and
each investigation, as appropriate.

#+ Recommending safeguards or speclal conditions to a protocol. VWhen
such recommendations are made, the approving official may take the following
action:

(1) ©Not reduce the safeguards or conditions, and approve the proto-
2ols

(23 PRequire additional safeguards.

(3) Disapprove the protocol.
(4) Refer the protocol to a highef"bchelon approving authority for
action and review.

2-4. Chairperson of the HTRB. The DCSPPM i3 designated Chalrperson and a reg-

ular member of the HTRE and 1s responsible for chairing HTRB meetings, keeping

the CG informed of HTRB activities, and recommending approval/disapproval of
&

HIRE repgular members to the CG.

*

2-3. Executive Secretary of the HTRB. The DCSPPM will designate a member of

his staff to be the Executive Secretary of the HTRB. The Fxecutive Secretary
of the HTRB is responsible for ~=

a. Insuring that the responsibilities of the HTRB prescribed In- para-
graph 2-3 are carried out.

t. Preparing and distributing the agenda for each meeting to all HTREB
mambers. R

c¢. Insuring that all HTRB members are afforded the opportunity to com=-
mant on HTRB actions conducted under expedited review procedures.

Z-6. Regular HTRB memhership. The INSCOM DCSOPS, DCSPER, DCSSYS, SJA, Command
Chaplain and DARCOM LNO, are each responsible for nomination of an individuzl
to serve as a regular member of the HIRB. MNominees may be from their respec~
tive gstaffs, subordinate command functional counterpart staffs, or may be the
nominating element head. UNominations will be submitted to the HTRB Chairperson
(DCSPPM) for approval/disapproval by the CG. HNominatlons may be by letter, DF
or message, and will contain the Information required by paragraph a, below.

a. Nomlnees will he identified by name, esarned degrees, current position
and duties, and experience, such as board certifications and licenses. The in-
formation in the nomination will be complete enough to describe ecach member's
chief expected contributions to HTRB reviews.

22
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. b. Nominees will normally be mliitary officers in the grade of 0-5, or
above, or civilian employees, GS5-13 or above. Nominees will have diverse bhack-
grounds to insure thorough review of research studies involving human wvolun-
teers as research subjects. Nominees should be of varied raclal and cultural
backgrounds. Nominees should have displayed senslcivity to such issues as com~
munity attitudes, and respect for advice and counsel and for the rights and
welfare of human subjects.

¢. Confirmed aominees will 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 membexship. The incumbents of the following positions
will serve as ex officio, ncnwvating members of the HTRH:

a. Chlef, CENTEX.

b. ‘Command Psychologilst.

¢. Chief, Human Technology Offlce.
d. Chief, Public Affalrs Office.

2-8. Ad hoc HTRB membership. The following will serve as ad hoc members of
the INSCOM HTRB:

a. The Staff Advisor for Scientific and Cryptoleglc Affairs.

b. A physiclan, as approved by an INSCOM approving official (para 2-1).
Phiysiclan nominees for ad hoc membership will be provided as requested by the.
Chairperson.

249, Principal investipator. The prineipal {nvestigator for each project
covered by this regulation is respongible for --

a. Maintalning adequate records on the following:

(1) Receilpt, storage, use and disposition of all Iinvestigational ma-
terialea and devices.

{2) Case histories that record all observations and other data im-
portant to the study.

{3) Volunteer agreement documents.

b. Preparing progress reports, including annual reports, as determined
by the approving authority and the TNSCOM HTRB.

c. FPromptly notifying the approving authority, through the INSCOM HTRE,
of any adverse effects caused by the research.

2-3
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d. Insuvring that the rvesearch has been approved by the proper authority
and the INSCOM HTRS bafore starting, changing or extending a study.

e. Insuring that all subjects, including those used as controls or theirv
vepresentatives, are fully Informed of the nature of the research to include
potential risks to the subject.

f. Insuring that investigational materials and devices are administercd
only to subjects under his or her personal supervision and that of a previcusly
approved associate investigator.

£+ -Insuring that volunteer recrulting teams are briefed as to the nature
of the research and the ethical principles 1in this and related rvegulations.

2-10. Members of volunteer recruiting teams. Members of volunteer recrulting
teams are responsible for --— .

e

a. Establishing volunteer requirements prior to recrultment.

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

2-11. Medical monitor. The medical monitor of each project is responsible for
and i3 hereby delegated the authority to terminate the effort if --

a. Subjects are at risk of 1ife or limb.

B. It appears the risk is significantly greater than anticipated at the
time of review and approval of the project. )

2=b
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4

Chapter 3
POLICIES

3-1. General. Experimentation Involving human technolegy or human subjects
conducted by or on behalf of any INSCOM component may be undertaken only with
the informed consent of the subject, and in accordance with guldelines issued
by the Department of Health and Fuman Services (DHHS), setting out conditions
that safeguard the welfare of such subjects. The provisions of this regulation
cangtlitute INSCOM iwmplementation of those guidelines.

3-2. Approval. TINSCOM components may not angage in or contract any regearch
cr testing Involving human subjects without advance approval through the INSCOM
HTRB by an INSCOM approving official, or higher level official, where appropri~
ate. This approval 1s required regardless of the degree of risk involved.

3-3, Risk determinations. The INSCOM HTRB will rvender all risk determinations
regarding INSCOM research or testing fnvelving human subjects.

3~4. Risk versus benefit. The degree of potential risk Iinvolved {in any pro=-
Ject will never exceed the expected benefits of that effort.

3-5. Moral, ethical and lepal concepts. The moral, ethical and leogal concepts
on the use of human subjects will be followed as ocutlined In this regulation.
Voluntary consent of each human subject s essentfal. Military personnel are
not. subject to the Uniform Code of Millrary Justice (UCMJ) for choosing not to
take part as human subjects.

-
-

3~ Fully informed subjects. Only perfcoas who are fully informed and volun-
teer to take part may be used as human subjects in INSCOM research and testing
activities.

3-7. Use of non~-US citizens. Research may be conducted outside the US that
involves non~US citizens; however, all requirements of this regulation applic-
able to human subjects shall be equally applicabls to non~US citfzen human sub-
jocts. ‘

3-t. Use of prisoners of war and detalnres. The use of prisoners of war and
derainees as human research subjects Is prohibited.

3-9. Medical care. Volunteers will be authorized all necessary medical care
for inmjury or disease that is the proximate result of caking part in approved
INSCOM research or testing activities.

3-20. Stated objectives. Fach project will be designed to achieve its stated
objectives. The propused number of subjects will be the minimum neaded to in=
sure that statistically significant resulis are ohtalned.

3~311., Physical and wental sufferiag. Fach project will be conducted {n such a
maaner as to aveold unnecessary physical and mental suffering. Preparations

3-1
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will be made and adequate faclilities provided to protect the subject and o~
vestigators against all foresecable injurles, disabilities, or death. A pro-
Ject willl not be conducted if any reason exists to believe that death or injury
will result. The degree of potentlal risk will never exceed the expected bene-
fits of the project.

3-12. Qualifications of investigators. Only persons 3judged qualified by the
appropriate approving authority will conduct human subject studies. The physi~
cian regponsible for the health and welfare of 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. Minors. Minors may not be involved as human research subjects without
advance approval in each case by the INSIOM HTRB.

3=14. Recruiting of volunteers. Volunteer.yeculting will be accomplished by
personnel responsible for the conduct of the particular project, or as other-
wlise spacifically approved by the INSCOM HTRRB.

3-15. Protocal guldance.

a. Each approved protocol willnbe reviewed at least annually and on a
continuing basis as determined by the INSCOM HTIRB. Annually means once each
i2-month period. * ’

b. The declgion as to whether a research protocol involves more than
minimal risk shall be made by the INSCOM HTRB.

¢. The research protocol will be prepared in accordance with the in-
structions contained at appendix B.

3-2
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Chapter 4
PROCEDURAL GUIDANCE
4~1. Technical reports. Technical reports will be prepared as preseribed in

AR 7031 and follow the format of MIL~-STD-847A. When applicable, these reports
will contaln the following statement!

For the protection of human subjects, the
investigators have adhered to the policles
of AR 70-25 concerning the use of volunteers
as research subjects.

4-2. Advising the Medical Research and Development Command. Two coples of
technical reports of study will be forwarded to the Commander, US Army Medical
Research and Development Command, ATTN: SGRD~HR, Fort Detrick, Frederick,
Maryland " 21701, When HQDA approval, .or higher, 1s required, information
coples of material forwarded for approval will also be furnished to the office
above. These will include as a minimum, two coples of the protocol, a copy of
the volunteer agreement and all minutes of INSCOM HTRB meetings rvreviewing the
proposed project.

4=-3. TInformed consent. Subjerts will be given adequate time to review and un=
derstand all information before agreaing to take part in a project, The volun-
teer agreement documents will be written in languvage that is easlly undevstood
by the subject. The documents listed below will be discussed with each subject
before his or her acceptance.

»
a. The Volunteer Agreement (appendix C).

b. The Explanation Portilon of the Volunteer Agreement (appendix D).

4b-L.  Minimum standards. The laws, customg and practices of the country in
which the research 1s conducted wi{ll take precedence over procedures required
by this regulation, where applicable. The project must mect the sane standards
of ethics and safety, however, that apply within the US invelving US citizens.
When standards vary, the more stringent will apply. A minimum age of 18 i3 re-
quired for US citizens taking parz in research conducted ocutside the U5, re-
gavrdless of the laws of the country in which the effort 1s balug undertaken.

4-5, More than minimal risk., Whan 1t has been determined that the risk In a
human subjects study 1is more than minimal, then advance approval is required
through HQDA (DAMI-CY) by the Secretary or Under Secretary of the Army. In ad-
ditlen, a medical monitor shall be recommended by the INSCOM HIRE and approved
by the CG.

b6, Contractors otv vendors. Contractors or vendors holdlng approved DHHS

assurance of compliance shall be considered in compliance with this regulation.
Tn the absence of such an assurance, a speclal assurance wlll be nepotiated

=1
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with the contractor or vendor. In all casea, however, the INSCOM HTRB must apl
prove the INSCOM participation In or utilizatlon of such contractors or ven-
dorsa.

4=7. Requesta for exceptions. Requests for exceptions to this regulation will
be submitted to the INSCOM HTRB Chairperson (DCSPPM) with full justification.

4=8, Fxpedited review categories. Categories which may be processed in the
expedited review procedures are as follows:

a+ Recording of data from subjects who are 18 years of age or older,
using non-invazive procedures routinely employed 1in clinical practice. This
category does not include exposure to electromagnetic radiation outside the
vigible rangs {e.g., X-rays, microwaves}. It does include -~

(1) The use of physical sensors that are apglied either to the sur-
face of the body or at a distance and do not-luvolve input of matter or signif-
icant amounts of energy into the subject or an invasion of the subject's pri~
vacy.s

{23y Such procedures as ~-

(a) Weighing. .
(b) Electrocardiography.
(2«) Electroencephalography.
{d) Thermography.
(e) Detection of naturally occurring radloactivity.
(£) Diagnostic echography.
(g) Eleectroretinography.

b. Volce recordings made for research purposes such as investigations of
speech defects, improvement In language utilization, etec.

c. Moderate exercise of healthy volunteers.

d. Study of existing data, documents, records, pathological specimens,
or diagnostic specimens.

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

4~9, Expedited review procedures. Under an expedited review procedure, th:
HTRB Chailrperson, or one or more HTRB reviewsrs designated by the chairperson,
may carry out the review. These reviewers may exercise all of the authorities

42
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of the HIRB except that of disapproval, which may only be exercised as pre-
scribed elsewhere in this regulation.

a. When the expedited review procedure 13 used, the reviewers will fur-
nish complete coples of all their actions and related materials (e.g., research
plan, protocol, etc.) to all other members of the HTRB. The HTRB Chafrparson

will submit a written report of expedited review actions to the CG within ten
worklng days of approval action.

b. An expedited review procedure may be restricted or suspended to pro-

tect the rights or welfare of subjects at any time based upon either direction
of an approving official or request by any member of the HTRB.

413
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Chapter 5
INSCOM HUMAN TECHNOLOGY REVIEW BOARD ACTIVITIES

5=1. Composition of the UTRB. IMewbership in the INSCOM HIRB will consist of
the chaitperqon, at least six other regular members, appointed by the CG frouw
smong the nominations subamlcted {n accordance with paragraph 26 and 2-8,

abeve, or from other sources; an executive secretary; and such other ex officio
and ad hoc members ag prescribed in chapter 2, above. One regular member will
he nor affiliated with the INSCOM and not part of the lmmediate family of a
person affiliated with the TNSCOM.

-1, General criteria for membership. At least one member of the HTRB will be
frcm a profession/position/activity primarily concerned with the welfare of hu-
man persons. At least one member will he non-scientific, such as a lawyer,
athicist or member of the clergy. THE INSCOM HTRB may invite persons wlth gpe-
clal competence (o assist in the review of comnplex issues that require exper-
tise beyond that avatilable on the HTRB. These persons normally will not vote,
unless he or she 1z serving as the non~INSCOM member of the HTRB.

5-3« General committee activities. Each regular and ad hoc committee member
shall have one equal vote, and the entire committee will be vested with the ra=
gponsibllity to determine 1f a proposed activity is acceptable. Acceptablility
wiil be in terms of Army Hedlical Department (AMEDD) commitments and regula~
tions, applicable law, standards cf conduct and practice, and with full congid-
eratlon for the particularly sensitive nature of the INSCOM's role as an intel-
liprence component.

.
&

A« At least filve voting members wdll be required to constitute a quorum
at cach committee meeting.

b. All actions of the committee will be by majority vote of members
presant.

o

5-4%.  Avolding possible conflicts. of inrerest.

a. Except to provide Information requested by the HTRB, no TNSCOM HTRB
member may take part 1a a review of any project which is sponsored by that mem-
berfs organization or office of employment or assignment, or {n which there may
otherwise be a conflict or appearance of a conflict of interest.

b. The {intended approving official may not be a member of the HIRB. The
appraving official may not approve research for which he or she is also a prin-
tipal or associate investigator. A higher echelon of command must review and
approve such projects.

3=5. Crlteria for INSCOY HTRB approval.

3. In evaluating the risks and benefits for projects under considera—
tlon, the INSCOM HTRB should consider only those that way result from that

Sel
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particular project, unless a clear linkage has been established to other pro-
Jects.

b. To approve an effort covered by this regulation, the INSCOM HTRB must
determlne that all of the requirements below are met.

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

{a} Consistent wlith sound Investigation design and do not uanec-
egsarily expose subjects to risk.

{(b) Already belng used on subjects for dlagnosis or treatment,
when appropriate. _

(2) Rigks to subjects are reasonable In relation to =-

{a) Anticipated benefilts, 1f any, to the subjects.
(v) The 1mportance of the kuowledge that may be expected to
result.

{3} In making an assessment for the selection of gubjects, the spon-
3or has adequately considered --

(2) The purpose of the Investigation.

(b) The setting in which the,research investigation will be con-
ducted.
*

{4y 1Informed congsent will be secured from each subject.
{5) Informed consent will be properly documented.

{6) The protocol takes adequate provisions for manitoring the data
colliected to lusure the safety of the subjects.

(7) Adequate provisions exist to protect the privacy of subjecta aud
to malntain the confidentiallty of data when appropriate.

5=6. Special considerations of sensitivity. Some or all of the subjects may be
vulnerable to special considerations of sensitivity because of past assignments,
affiliations, etc. In such cases, additlonal safeguards will be {ncluded to
protect the rights and welfare of these subjects. In no instance will the
INSCOM be a party o any research which 1Involves the use of persons with acute
or severe physical or mental illness, or those whe are economlcally or educa-
tionally disadvantaged.

5-7. Suspension or termination of a project.

a. The INSCOM will suspend or terminate a project that --

5-2
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{1y 1Is not being conducted according to the HTRB's requirements.
{2) WHas been assoclated with unexpected harm to the subjects.

b. Suspensions or terminations of a project will include a statement of
the reasons for the HTRB's action, and will be reported within 24 hours to the
principal investigator and the approving officlal. :

5-fi.  Records.

AT T ST

a. The HTRE executive secretary will prepare and maintain adequate docu~
ments on HTRB activities, including ~

(1) Coples of all pronosals reviewed, sclentific evaluatlons that
accompany the proposals, approved sample consent documénts, progress reports
submitted, by investigators, and reports of injurles and adverse reactions.

{2} Minutes of HTRB meetings showing attendance; acticns taken by
the TNSCOM HTRB; the vote of these actions, including the number of members
voting for, agalnst, and abstaining a decision; the basis for requiring changes
or disapproving a project; and a written summary of the discugsion of contro-
verted {ssues and their resclution.

(3} Records of conrinulng reviow activities.

(4) Copiles of all correspondence befween the HTRB and project inves—

tizators.
LJ

(S5) A current list of HTRB nmembers.. Members will be ildentified by
nama, earned degrees, representative capacity and experience, such as board
certificacions and licenses. The information will be complete encugh to des-
cribe each member's chief expected contributions to HTRB reviewa. Any employ-
ment or other relationship between members and the INSCOM will be noted.

i
-

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

{7) Statements of significant new {indings.

b. The records required by this regulation will be retained permanently
under AR 340-18-13. Such records will be reasonably accessible for inspecticn
and copying by authorized DA perscnnel and representatives of the Federal Food
and Drug Administration.

5-3
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| APPENDIX A
TERMS AND ABBREVIATIONS
Section I - Terms
A-1. Approving official. The INSCOM Commanding General, Deputy Commander, In-

telligence, Deputy Commander, Supvort, or higher level officlal, who has been
delegated authority to approve the use of human subjects in research.

A~2., Asgociate investigator. A person who may be deeply involved in the exe-
cution of research but does not have overall primary responsibility,

A3 Consent. The legally effective agreement to take part as a human sub~
ject. " The “agreement may pertain to one's own participation or be in behalf of
another person. Three terms associated with this meaning that distinguish be-
tween the' legal valldity of such agreementsg: are subject consent, permission,
and assent. These terma are defined below.

a. Subject consent. Agreement by an adult. person who has autonomous
legal capacity to consent to taking part as a human subject. This form of con-
gent pettains only to adults whe have not loat thelr legal capacity to consent.

L]

b. Permission. Agreement by a "legally authorized repras sentative” for
taking part as a human subject of another person who does not possess autonc—
mous legal capacity to conseunt in his or her own behalf. A legally authorized
representative 1s a person or judiclal body authorized under applicable law to

grant permission (also known as third-party consent).

c. Assent. The affirmative agreement to take part as a human subject by
a person not possessing autonomous legal capacity to ccusent In hls or her own
behalf, but who 1s capable of understanding what is proposed and able to ex~
press an opinion as to willingness to partlicipate. Agsent is concurrence in
what 1is preposed, but Is not a substitute for subject consent because, unlike
consent, assent has no legal effect.

A-4. Experimentation. Any research or testing activity involving human sub-
jects that may expose such subjects to the possibility of permanent or tempor-
ary injury (including physical or psychological damage and damage to the repu-
tation of such personsg) beyond the risks of injury to which such subjects are
ordinarily exposed in their daily lives.

A-5. Expedited review procedures. Those procedures used in research inveolving
no more than minimal risk and those used for minor changes in approved investi-
gatlons. These procedures minimize time required for review.

A-=f. Health care practitioner. An individuval trained to {nteract with pa-
tlents to provide diagnostic or treatment procedures within established profeg-—
gional standards.

A-1
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A~7. Human subject. Any person, whether or not such person is a US citizen;
about whom an Investigator conducting research, testing or studies obtalns data
through interaction with that person. Both physical procedures and manipula-
tions of the subject or the subject's environment are Iincluded. Human subjects
may be thought of as direct objects when the research 1s to determine the ef-
fects of a new gystem on man (for example, the psychological effects of a par-
ticular intzarrogation technique on an individual) or as indirect objects when a
test 1s conducted to determine how man affects the ultimate performance of a
system (doctrine, concepta, tralning programs).

A~8. Human Technology Review Board (HTRB). A body set up to provide initial
and continuing review of research involving the use of human subjects. HTRB
fulfills all the functions of a human use committee as described in AR 70-25.
Jt is fundamentally similar to an Institutional 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 use of
human subjects in research is vested in commanders. In the INSCOM it is vested
in the CG, and has been delegated to the DCG-I and DCG-S for matters under
thelr respectlive functlonal control. Appfov1ng officials act on recommenda-
tions of validly constituted HIRBs. Qutside DOD, IRBs tend to be vested with
this authority.

4~9. Lepally authorized representative. A person or judicial or other body
authorized under applicable law to consent on behalf of a prospective subject
to the subjext takiag part in the procedures involved In the research.

A~10. Medical monitor. This person Is a miiifary or Department of the Army
civilian physiclan who 1s responsible for ,observing human subjects during the
conduct of rasearch. -

A-11. Minimal risk. When used in the context of this regulation, this means
that the risks of harm antlclpated in the proposed research are not greater,
considering probability and magnitude, than those ordinarily encountered in
dally 1ife or during the performance of routine physical or psychological exam=
inations or rests. -

&=12. Principal investigator. A person, regardless of title, who is primarily
reaponsible for the actual executfon of the research.

4~13. Protoecol. The written, detailed plan by which research is to be con~
ducted. The plan contalns, as a ninimum, discussicn of ==

3. The objectives of the project.

b. The inforwation to be collected.

c. The means by which It will be collected and evaluated.

d. An assessment of potential risks and benefits to subjects.

A-2
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e. Safety measures.
f. Other means to be used to reduce the risks to subjects.

A-14. Research. A systematlc investigation designed to develop ov contribute
to general knowledge concerning military or intelligence problems. The term
does not include indlvidual or group trainlng of personnel such as combat read-
iness, effectiveness, proficlency or fiiness exercises. This definition is
unique to this regulation and 1s not intended to identify an effort for funding
under appropriations intended for Research, Development, Test and Evaluation
{RDTE). "Regearch”™ in the sense applied in this regulation will be funded
according to the project, effort, ete., Lo which it applies.

A=15, Regearch and development. Any sclentific Inquiry, investigation, or
validation performed or directed to test hypotheses or develop ccrcepts con-
ceraning physical or biological principals or laws. Research is a major explor-
arion of the unknown and containg unprediétable elements. Development ,usually
is confined to the qualification or elaboration of known principals.

A~16. Systematic Investigation. A formal inquiry generally described in a
protocol that sets forth explicit objectives and formal procedures deslgned to
reach those objectives. The term includes clinical investigations, but does
not include post-training or post-rherapeutic inguiriecs intended only to evalu-
ate individual progress or responsiveness to training or therapy.

A-1T. Test and evaluation. An effort or asekssment to.validate proposed or
existing standards or concepts of performgnce, either of humans or of material.,

A-18. Test participants. Humans directly involved In test and evaluations,
but who are not themselves the direct object of such activities. Generally,
test participants are not regarded as recelving any direct beneflts as a result
of thelr participation in the test (for example, a new doctrine or training
concept ).

AT
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-~ Abbreviations

Department of the Army Assistant
Chief of Staff, Intelliigence

Army Medical Department

US Army Research Institute for the
Behavioral and 5ocial Sclences

The INSCOM Center for Excellence
Code of Federal Regulations
Department of the Army

US Army Materiel Development and
Regearch Command

The INSCOM Deputy Chief of Staff for
Personnel

The INSCOM Deputy Chief of Staff
for Plans, Programs and Modernization

The TNSCOM Daputy Chief of Staff
for Bperaclons

Department of Health and Human Services

The INSCOM High Performance Task
Yorce (no longer constituted)

The INSCOM Human Techuology Revlew Board

S Army Intelligence and Security
Command

Ma jor Army command
The INSCOM Staff Judge Advocate
The Surgeon General of the Army

United States
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APPENDIX B

FORMAT FOR PREPARATION OF A RESEARCH PROTOCOL

Section I
GENERAL INFORMATION
1, Project title. (Enter complete project title = 4{f this ia an amendment to

an existing project, identify by indicating "Amendment No._ to" immediately
preceding the title).

2. Investigators.

a. ?rincipal Investigator. (Enter full name, rank, title, organization
and telephone number).

b.” Associate Investipgators. (Identify all assoclate Investigators and
area of the project for whlch each 1s responsible. Include full name, rank,
title, organization and telephone number for each).

3. Location of the project. (Identify all locations at which the project will
be carried out and specify which portlions will be done at each locatlon and who
1s the polint of contact at each locaticn. Include telephone number for POC).

4, Period covered by the ploject. {Givwe month and year of expected start and
completion dates).

Section II

INTRODUCTION

-,
—

5. Synopsis.
3. {(Enter a short, one-page or one-paragraph, summary of the proposed pro-
Ject, similar to the abstract of a sclentific paper).

b. (Enter a list and brief description of safety measures for human sub~
Jeets involved in the project).

6. Medieal application. (Explain briefly the medical importance, including
psychological considerations, and possible usefulness of the project),

7. Objectives. {(State briefly but specifically the objectives "of the pro-

ject. "Include items below, where appllicable).

a. Study design. (Double~-blind, crossover, etc.).

B~-1
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be Technologles to be employed. (List tte generic technologles to be em-
ployed in the project).

Ce Typetof population involved. (Uist the subject population to be ob-
served).

8. Status. (State what has been accomplished or published in the proposcd
area of study and describe how this project will relate to, differ from and/or
advance that which has already been accomplished).

9. Bibliography. (Llat all references used in preparing the protocol).

10. Authority. (Cite the specific authority for the INSCOM to engage in this
projeci. Indicate date of approval, and if not yet approved, indicate specifi=
approval authority needed for this project. "«Identlfy any POC in approval au-
therity's orpganizaclon with whom coordination has been effeczed.

Saction III
* PROTOCOL, PLAN

3
11. General approach.

-
.

a. (Outlline expected accomplishments in sufficlent detail to show a clear
course of action).

bs. {Include discusslion of the technological validity cof the proposed re-
search procedures).

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

12. Project sublects. (Give as a minimum cthe informatlion below).

a., Number of subjects. (Indlicate the total number of subjects expected to
complete the study).

b. Age range.

P, — S

. Sex.

d. Inclusion criteria. (State specific and detailed reasonz for inclusion
of subjects by class, or individually, as appropriate).

e« Diagnostic criteria for entrv.

f. Evaluations before entry. (Include any physical or psychological exam-
inations, medical history, etc., which s to be done on each subject befor:
entry into the project).

B2
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g. Exclusion criteria. (Include a complete list detailing the subjects,
dlseases, medicatlions, etc., which constitute the criteria for excluslon from

the project).

he Source of saubjects. {Describe briefly where subjects will be ob-
talned).

1. Subject identification. (Describe code system, {f any, which will be
vsed in the project).

4. Subject assegsment. (Describe the methods used to assign or allocate
the objleet of this research to particular subjects).

ks Risks and benefits. (Dlecuss the analysis of risks and benefits to
subjects and to those conducting the research). .

1. Minimization of risks. (Discuss the precautions to be taken to mini-
mize or eliminate risks to subjects and those condU&ting the research).

m., Corrective actions. (Describe hypothesized adverse reactions and cor-
rective actions expected to be taken If such adverse reactions occur).

ne Speclal equipment. (Describe any special medical or nursing care ot
aquipment necded for subjects admitted to the project).

13. Project technolcgles.

-
Ed

. (State the complete aame and description of all technologles to be
used, Including procedures f{or thelir application).

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

c. (ldentify the methodology fdr application, 1f different from procedures
descerlibed above).

d. {State the schedule, administration and duration of each aspect of the
project).

2. {Deseribe in detall accompanying devices amd their Intended use., Iden—
tify whether these are classified as medical devices and whether the medical
devices amendment to the Federal Feod, Drug and Cosmetic Act applies).

f. {(Discuss labeling to medical devices, where applicable).

l4%. Evaluations made during and followling the project. (A proiect schematic

may be included, or the items may e 1lsted as indicated helow. In elitherv
cage, 1t {s important to ldentlfy the person who will perform each evaluation).

B3
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a. Specimens to be collected.

{1} Schedule of collections.

(2) Evaluations to be made on specimens.

(3) Storage. (If appllicable, state where and if gpecial conditicns
are required.)

(4) Labeling and disposition.

(5) Laboratories performing evaluatlons.

{6) Special precautions.

-

b Clinicalfbehayigggl asséssmentg, (Include how adverse effects are to
be recorded).

¢a Vital signs. (State when desired and the frequency).

TR MR T R RN

d. TFollow-up procedures.

L]

e. Disposition of data. (Sipate location and duration of storage. Include
pertinent informatlon regarding Privacy Act and AR 381-10 considerations, 1(f
applicable).

f. Methods used for data collection. (State critical measurements used as
end polnts to characterilze safety, efflicacy or equivalency). .

15, Departure from protocol for individual subjects.

a. When asllowed. (Use flexible,, but defilnite criteria. If none {s to be
allowed, s0 state). )

b. Who will be notified. (Include both those regarding the individunl
subiect, if appropriate, and those elsewhere within the INSCOM. Must notify at
least the HTRB).

16. Adverse reactions. (Must correlate with paragraph lIm, above).

a. Definition of subject reactions.

b. Immediate reporting procedures.

c. Routlne reporting procedures.

d. Potential post-project adverse reactfons.

B=4
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Section IV
ADMINYSTRATION

17, Modification of protocol. (Describe the procedure to be followed to
modify, terminate or extend the protocol).

18, Disposition of unused project material. (Give a statement pertaining to
disposition of unused project material and devices, if applicable}.

19. Publications and reportsg. {Describe use, including potential restric~
‘tions, of Information and publications and reports arising .from the project).

20. Funding. (Ideuntify source of funds and any special or unusual funding im-
plications}. -

21. Medfcal monitor. (State the name and telephone number of medical mouictor,
when applicable).

22, Protocol review. (Identify the human use committee or imstitutional re-
view board which will provide initial, continued and annual review of this pro-
toeol)s

(Signature)

(Name, rank and organlization of person submitting protocal)
L]

{Signature) ‘
({Name, rank and organization of principal i1nvestigator)

(Signature)
{Nanme, rank and organizatlon of approving officlal)

Attachments

A ~ Proposed Volunteer Agreemant

B - Proposed Explanation Portion of the Volunteer Agreement

¢ -~ Review of Scientific and Human Research Tssues {(Iif applicable}
I - Blographic Sketch of principal and assoeciate Investigators

B=3
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APPENDIX C
VOLUNTEER AGREEMENT
Part A
1, , having attained my eighteenth

(13th) birthday, and otherwise having full zapacity to consent, do hereby vol-
unteer to participate in an investigation study entitled:

, and

ander the direction of

L4

The implicatlons of my voluntary participation; the nature, duration and
purpose, and the methods and neans by which it is to be conducted; and the in~

conveniences and hazards to be expectad have been thoroughly explained to me hy
, and are set forth in Part B of this

Agreement, which I have signed. I hLave been given the opportunity to ask ques-
tlons concerning this favestigative study, and any such questions have been
answered to my full and complete satisfaction.

I understand that I may at any time during the course of this Investigative
study revoke my consent, and withdraw from the atudy without prejudice; how—
ever, I may be required to undergo certain further examinations, if, in the
opinfon of competent authorlity, such examinatjons are necessary for my health
or well belng.

Slgnature Date
Witnezs's Signature - Date
c-1
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¢ APPENDIX D
VOLUNTEER AGREEMENT
Part B

Explanation Portion of the Volunteer Agreement

1. Project title. (The title of the project and the place where 1t {s to be
conducted)., :

2. Principal investigator. (Must agree with the protocol).

3. Discussion. (A statement that the study involves research. An explanation
of tFEWEGEEEEZ'of the study and the expected duration of the subject’s particl-
pation. A descriptlion of the procedures to be followed. An identiflcatlon of
any experimental procedures. A statement gilving information about prior, simi-
lar, or related studles that provide the rationale for this project).

4., WRisks or discomforts. (A descriptlon of any reasonably foresesable risks
or discomforts to the subject).

1

5. DBenefits. (A description of any benefits to the sublect or to others that

eI a8 e

may Fzzsonabiy be expected from the study).

6. Alternative procedurcs. (A disclosure of proper alternative procedures or
courses of treatmenz, if applicable, that might be advantageous to the gub=
Ject).

7. Confidentiality of records. (A staté&ent describing the extent, if any, to
which confidentiality of records l[dentifying the subject will be maintained.
Also, if more than a minimal risk 1s involved, a statement that authorities
outside the US may laspect the records).

8. Subject's rights. (An explanation of whom to contact for answers to perti-
nent questions about the study and™the subject’s rights and whom to contact in
the event of study-related injury te the subject).

9. Voluntary participation., (A statement that ~=

a. Participation is wvoluntary.

b.  Refusal to participate will dnvolve no penalty or loss of benefits to
which the subject is otherwise entitled.

¢. The subject may discontinue participation at any time without penalty
or loss of benefits to which the subject is otherwise entitled). -~

10. Cowmpensation and medical treatment. {For a study involving more than min-
lmal risk, an explanatlon as to whether any compensatlon and nmedical treatment

D-1
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are available 1f 4injury occurs and, if so, what they consist of, or where fur-
ther information wmay be obtained).

11. Additional comments. {When appropriate, one or more of the elements of
lnformation below will also be given to each subject.

a, A statement that a certaln treatment or procedure may involve risks to
the gubject =~ or to the embryo or fetus if the subject 13 or may becowe preg-
nant — that are currently unforeseeable,

b, The anticipated circumstances under which the subject's participation
may be terminated by the investigator without regard to the subject's consent.

¢. Any additional costs to the subject that may result from participation
in the study. )

d. The consequences of a subject's decision to withdraw from the study and
proceduras for the orderly end of the subject's participation.

e. A statement that new findings developed during the course of the study
which could affect the subject's willingness to continue will be given to the
gub ject.

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

g. The precautions to be observed by the ,subject before and after the

study.)

L]

Sy

D-2
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STATEMENT OF CONSENY
[N3SCOM CENTER LANE PROJECT PARTICIPANT
[AGPA-F-3D Dute:
1. (8/CL-4/NOFORN) I, __ voluntarily accept assigrment

to the INSCOM CENTER LANE PROJECT (ICLE) and Tully understand that:

g, (U)  Army  General Coungel +as deternined ithet  ICLP  constitutes
experimentation on human subjects., As required by Procedure 17 of Dol Directive
5240,1«R, approval for project activities has beeon granted by Jecretary of the Army.

b. {(S/CL-3/NOFORN) The aim of ICLP iz to Jevelon highly skilled personnel who
are capable of conducting professiornal level intelligence/counterintelligence
operations through use of paychoenergetic wethodology. “Development of 1CLP
pergonnel will be accomplished with special training based on wission reguirements.

e¢. (U) Assignments in ICLP are governed by the sensitivity and degree of
expertise ra3quired for the position. I will be aesigned in accordance with wmy
capabilities and ecxperience, regardless of my rank or previous position. Due to
the neture of training involved, the duration of my participation is indefiniic.
Records of my involvement will be availeble to project personnel, but otherwiue
protected under project security measures.

d. (U) The primary consideration in =nv career development or assigament
action will be ICLP mission and operational tequirements, I understand that
exemption, interruption, or delay in normag career development patterns-~-such &3
bravuch schooling and assignment opportuniticc--may prejudice future promotion ard
asgignment potential. 1 have been sassured, however, that every effort will be made
to preclude the adverse effects listed above on my csreer.

2. (8/CL-3/NOFORN) PSYCHOENERGETICS (PE) include various processes by which
individuals psychically interact with objects, locations, and organisms.

-
e

&, (u) There 1is no demonstrated risk of vpermanent or temporary injury
(including physical, psychological and/or damsge to participants’ reputaticn) to
project personnel beyond risks to which they would ordinarily be exposed in their
daily lives.

b. (U) I may temporarily chocue nct lo perform PE at specific times, or
permanently discontinue participation without prejudicial effect.

WARNING NOTICh:
CENTER LANE STECIAL ACCESS PROGEAM
RESTRICT DISSEMINATICON TO THOSE WITH VERIFIED ACCESS :
CATEGORY (14
NOT RELEASKABLE TO FOREIGN NATIONALS

CLASSIFIED BY: CDR, IHSUOM
DECTL: OADR
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APPENDIX B

US ARMY
INTELLIGENCE AND SECURITY COMMAND
CENTER LANE TRAINING AND APPLICATIONS PROCEDURES

Psychological Test Descriptiouns
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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 Psychclogical Corperation. The MMPI is designed to provide
an objective assessment of some of the major persomality
characteristics that affect personal and soclal adjustment. The
point of view determining the importance of a trait im this case
is that of the clinical or personnel worker who wishes to assay
those traits that are commonly characteristic of disabling
peyvchological abnormality. The «carefully constructed and
cross—-validated scales provide a means for measuring the
personality status of literate adolescents and adults together
with a basis for evaluating the acgeptability 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 ftraits 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--Hg {(hypochondriasis), D (depression), Hy
(Hysteria), Pd (psychopathic deviate), Mf (masculinity-
femininity), Pa (paranoia), Pt {psychasthenia), Sc
(schizophrenia), and Ma (hypomania)--or by thelr code numbers to
avoid possibly misleading connotations. Many other scales have
subsequently been developed from the same items; 8i (social
introversicen) 1s one that is commonly scored. There are also
three wvalidating scales: 1. (lie), F (validity), and K
{correction).

2. Gordon Personal Profile. - Inventory {(GPI): Developed by
Leonard V. CGordon, Ph.D., The Psychological Corporation. The
G¢I 4is 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 iunstruments 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, 1Inc, The fundamental interpersenal

dimensions of the FIRC Theory are; Inclusion (I), Centrol (C),
and Affection (A) and are defined behaviorally as follows: I -
The 1unterpersonal need for inclusion is the need to establish
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and maintain a satisfactory relationship with people with
respect to dnteraction and association (both positive or

negative). C = The interperscnal 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 affectrion is the need to establish and wmaintain. a
satisfactory relationsbip with others with respect to love and
affection,

4, California Psychological Inventory (CPIL): Developed by
Harrison G. Gough, Ph.D., Counsulting Psychologists Press, Inc.
The CPI is intended primarily for wuse with “normal”
{non-psychiatrically disturbed) subjects. fts scales are
addressed to personality characteristics dimportant for social
living and social interaction, 1.e., to variables 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 interpersonal 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, 1t can also provide
information of value 1in regard to educational, vocational,
familial, and many other issues,

5. Fdwards Personal Preference Schedule (EPPS): Developed by
Allen L. Edwards, Ph.D., University of Washington. The EPPS was
designed primarily as an instrument foy research and counseling
purposes, to provide quick and convenient measures of a nunmber
of relatively independent mnormal "personality wvariables. The
statements in the EPPS and the variables that these statements
purport to measure have their origin in a 1list 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 measurable personality variables are;
achievement (ach), deference (def), order (ord), exhibition
(exh), autonomy {aut), affiliation (aff), dintraception (int),
succorance (suc), dominance (dom), abasement (aba), nurturance
(nur), change (chg), endurance (end), heterosexuality (het), and
apgression (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 (POI1): Developed by Everett
L. Shostrom, Ph.D., Educational and Industrial Testiang 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 4is one

who is more fully functioning and who 1lives a more enriched life
than does the average persomn. Such a person is developing and
utilizing his unique talents to the fullest extent.

Approved For Release 2004/07/09 hgﬁA-RDPQG-OO?SSROM500090010-7

UNCLASSIFIED



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

)
.

N

TAB

R



Approved For ReIeasSE(QREIP%-OO?SSROM500090010-7

DEFARTMENT OF THE ARMY
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND
ARLINGTON HALL STATION
ARLINGTON, VIRGINIA 22212

REPLY TO
ATTENTION OF

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 DISSEMINATION TO THOSE WITH VERIFIED ACCESS

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED
NOT RELEASABLE TO FOREIGN NATIONALS

CLASSIFIED BY: CDR, INSCOM
DECLASSIFY ON: OADR

COPY OF _COPTES
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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. 1Intelligence consumers in the US Army, US Air
Force, DIA, NSA, CIA, and NSC have all tasked this methodology to
augment other intelligence systems. These agencles have recognized

the value and potential of the intelligence application of
psychoenergetics; it is likely they will continue to task the
system. The transfer of ICLP capability to DIA must be done in such
a way as to maintain continuity and momentum of effort, as well as
the state-of-the-art expertisc exclusive to this time-proven, highly
respected activity.

4, (S/CL-2/NOFORN) SCOPE. The effective transfer of ICLP to DIA
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 will 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 affected 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 least amount of turmoil for the personnel involved,

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7
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TACG
SUBJECT: Transfer of the INSCOM CENTER LANE Project to DIA

(S/CL-2/NOFORN)

permit continued operations and 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. (S8/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.

MARRY T . SOYSTER _ JAMES A. WILLTAMS
Major General, USA Lieutenant General, USA
Commanding Director
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DEPARTMENT OF THE ARMY
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND
ARLINGTON HALL STATION
ARLINGTON, VIRGINIA 22212

REPLYTO, o A2 FEB 1985

TACG

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 February 1985.

Py

2 Incl ' I{gE SOYST
as Major General, USA

Commanding

CLASSIFIED BY: CG, INSCOM
DECLAS: OADR

ROT i EAGABLE TO FORELIGN NATIONALS
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DEPARTMENT OF THE ARMY
UMITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND
ARLINGTON HALL STATION
ARLINGTON, VIRGINIA 22212

REPLY TO
ATTENTION OF

TAGPA-F-5D 21 December 1984

SUBJECT: Transfer of CENTER LANE to DIA (S/CL-2/NOFORN)

HODA
ATTN: DAMI-ZA
Washington, D. C. 20310-1001

1. (U) DAMI-ISH Letter, &4 October 1984, subject: Memorandum of
Agreement., (Incl 1) L R T .

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 acgept all command and control
regsponsibility and 1liability for ICLP until such a time as
Congress approves use of NFIP fwunds for psychoenergetic-related
activities (expected no later than the first quarter of FY 86).

determined that the best course of action to permit the continued
use of ICLP technology is to place the Project under DIA's OPCON.

3. {(§/CL~-2/NOFORN) Based on the above, CG, USAINSCOM, has

" The target date for the action is 31 January 1985, which allows

necessary time to accomplish preparation and staffing of a new

HARNTNC NOTTeEs CENTER LANE o SIS
Ty ey Ty (T ) FURVREEIREE

THREE ()

(;:’.‘“L‘T'll‘_[wy‘ HER S A B A . ; N ) ey
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IAGPA-F-SD 21 December 1984 -
SUBJECT: Transfer of CENTER LANE to DIA (S/CL-2/NOFORN)

Memorandum of Agreement delineating the responsibilities of both parties. Th:
period of the OPCON will not exceed one calendar year.

4. (8/CL-3/NOFORN) DIA has agreed to officially notify Congress of their
assumption of responsibility for CENTER LANE.

5. (S/CL-2/NOFORN) The MOA will be forwarded to your office prior to submissi. .
to DIA. Additionally, in a separate action, CENTER LANE will be disestablished._
as a Department of the Army Special Access Program (SAP). ACST will be notified-
when this is fully accomplished.

/ )
—

el 5
r/’ (,”’ ’2 AU
1 Incl HARRY/E. SOYSTER
as Majo¥ General, USA

‘Commanding
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DEPARTMENT OF THE ARMY
GFFICE OF THE ASSISTANT CHIEF OF STAFF FOR INTELLIGENCE
WASHINGTON, DC 20310

REPLY TO
ATTENTION OF

DAMI-~ISH 4 00T 10
SUBJECT: Memorandum of Agreement (U)

Commander

USA Intelligence and Security Command
Arlington Hall Station

Arlington, VA 22212

1. (S/CL~2/NOFORN) Reference memorandum, INSCOM, IAGC,
26 Sep 84, subject: 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. (8/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 pevrsopnel may be given a Permanent
Change of Station. If DIA desires a change in authorized
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.

UAM£:ODQM
autenant Ganeral, (JSA
.m&wSﬁxcmmn@mnce

Classified by Cdr, INSCOM
Declassify on: OADR

GENTER

MOT RELEASABLE TO
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DEPARTMENT OF THE ARMY
UNITED STATES ARMY INTELLIGENCE AND SECURITY COMMAND
ARLINGTON HALL STATION
ARLINGTON, VIRGINIA 22212

REPLY TO
ATTENTION OF

SUBJECT: Deactivation of INSCOM CENTER LANE Project (ICLP)
as a Special Access Program (SAP) (U)

HODA
ATTN: DAMI-ZA
Washington, D.C. 20310-1001

1. (§/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
Intelligence Agency, and the 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

HUL LCELIUABLE TO FOREIGH NATIONALS
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