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5 DEPARTMENT OF THE ARMY
UN'I'I“EU STATES ARMY INTELLIGENCE AND SECURITY COMMAMD
e T CARLINGTON HALL STATION
ARLINGTON, VIRGINI&A 22212

REFLY TO L
AYTENTION OF

TACC : 17 July 1984

MEMORANDUM FOR ASSISTANT CHIEF OF STAFT FOR INTELLIGENCE

SUBJECT: INSCOM CENTER LANE Project (1)

v

1. (U} Ve have completed a review of project CENTER LANE with a focus on
resources involved, results obtaired and the vole of INSCOM in this area.

2. {8) INSCOM has invested considerable cffort over a long pericd of time
to develop the remote viewing technology. «As a result the Army enjoys a
monopely on this revolutionary concept for intelligence 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 develeopment of the technolegy.

3. (8) T am concerped about these three asvects of the program.

a. tontinued research and development. We cannot abandon the work
already done i for no other veason than to keey pace with the effort being
expended by our adversaries. .

b. Curyent vperations. Tntelliggnce users in the Army, DIA, NsSA
and CTA have all tasked this wethodolopy to augment established disciplines
and for missions that would be extremely difficult or impractical for any other
vollection resource. The Intelligence Community cannot afford the loss of this
capab{lity while it waits for a total refinement and understanding of the
aobserved phenomenon,

c. People 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 to particlipate in some
further continuation of the program.

4, (5} In spite of these concerns it is my opinion that INSCOM, who has
supported this project with § and IA funds and personnel assigned without
spaces, should discontinue our involvement with psychoenerpgetic research and
vperations. To mitigate adverse Impact in the areas of concern expressed
above T intend to cease INSCOM CENTER LANE Project operations on 30 Sept 1984,
but allow completion of cutstanding contracts and training by 31 December 1984.
This would: :
WARNING NOTICE: CENTER LANE SPECIAL ACCESS n ,
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IACG 17 July 1984
SUBJECT: TINSCOM CENTER LANE Project({U)

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

: b, (8/CL-3/NOFORN) Peruit trainees to complete training and become
60% operational.

c. (S5/CL-3/NOFORN) Permit timely and undisrupted transfer of {1
ICLY operations to a national agency such as DIA or NSA and (2) TCLP phenomens
validation and technology extension to the Ug Arvmy Medical Research and
Development Command.

d. (U} Permit preparation of comprehensive after action reports,
thereby preserving vital instituticnal knowledge and technical details that
would otherwise be permanently lost. '

-

5. (U) Accordingly, I request that: v

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

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

S/
.-;;{ 1'/
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DEPALTMENT OF THE ARMY
OFFICE OF THE AESISTANT CHIEF OF ETATY FOR INTELLIGENCE

WARFUINGTON, B 2050

v
T Ao or (fw@“’ oy AUG 1984
DAMI-ISH K

L

,,4*""1"“"“
MEMORANDUM THRU VICE CHIEF OF STAFF, &FW C
1Y CGENERAL COURSEL—*, . : o
APHMY GENERAL o Q.( ,,("4'2 -{?M:Qg /%i;/
PR SECRETARY OF THE ARMY ¢/

P
B
SUBJECT: CENTER LANE (U)--ACTION MEMORANDUM ,7W e

: 4 '?

| 41> »
1. (S/CL-?/NOFQRN) Purpose: Ty obtaln your appro{gﬁ for 'the :
discontinuation of Intelligence and Security Command (INSCOM) ?
involvement with psychoenergetic research and operations.

2. (U) Discussion:

&, (S/CL-1/NOFORN) CENTER LANE is an INSCOM Special Access ?
Program which utilizes an aspect of parapsychology known as :
Remote Viewing (RV) as the ecollection method for obtaining in-
formation of intelligence interest. Your approval for the Army
o engage in CENTER LANE activities wan wmost recently obtained on
1 Sep B3. : u '
be (8/CL-1/NOFORR) CDR INSCOM has reviewed the project and
reached the decision to digeontinue tho command s involvement
with psychoenergetic research and operations. Recognizing that
IHSCOM has invested considerable effors cver o Tong pericé of
time to develop the RV tecimology and holds a sonopoly on this
revolutionary concept for dntellipence coilection, he desiroe
rhat we not lose this koowlodge and exoperience, ‘

e, (U)  As such, INSCOM intends to c¢o the following :

(1) (S/CL-V1/NOFORN) Cease CPNTED LANE sperations on 30
Sep 84, but allow contracts and tralning to continue to 31 Dec
8“’4’.

(2) (S/CL-3/NOFOBN) Trensier project operational aspects
to DIA and technology extension to the US Army Medical Research
and Development Command. In tha event DIA is not interpsted in
the transfer, NSA will be considersd. .

CLASSTEIED BY €G INSCOM
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SUBJECT:  CENTER LANE (L)--ACTION MEMORANDUM
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NEFANRTMENT GF THE ARMY i
OFFICL OF THI ASHSBTANT CHIEF OF GTAFE FPOR INTELLIGENTES
WASHIMOGTOR., DT 25310

REVLY YO
&y TARTION OF

DAMI-ISH

{OSEP 1334

SUBJECT: INSCOM CENTER La&NE Project (U) ‘

Conmander ,

USA Intelligence and Security Command !

Arlington Hall Station |

Arlington, VA 22211 : ’
i

i
v

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

2.  (S5/CL-1/NOFORN) The Secretary of the Army has approved
ending the Iﬁrelligeac& and Security Command's (INSCOM) involve-
ment with psychoenergetic research and operations. A copy of
the OACS1, DA 'mwemorandum to the Secretary on the subject, with
hle noted avproval, is enclosed. )

3. (S/CL-3/NOFCRN) You are authorized to coovdinate directly
with CIA, DIA, NSA, and the Army Meditcal R&D Command regarding
transfer of CENFTER LANY operatiogs and rescarch. Any transfer
of project personnel, files, equipment, contracts, ete, should
be covered by’ a Memorandum of Agreement (MOA).  Any such MOA
should be previded for review Ly the ACST prior to implemcn-
tation. 3

4. (S/CL-l/NQFORM) The CENTER LANE Special Access Progran
{5AP) should be terminated ~er transfervred. as appropriate, once
INSCOM involvement is discontinucd.

a.  (5/CL-3/NOFORNY 1f the M-dical! R&D Command becomes
involved and decives SAP prorvection, the project namz should be
chhanged and th. Secererary of the Army duly rotified.

be (S/CL»».?,iﬁillI*‘«’);?.i‘l) {1 a non-Army agency assumes the pPro-
Jeet functions, the Sa¥ should be terminared. 1f that agency
desires SAF provcetion and support for an inter i period this
should be provided under a new name.

i ‘ .
AN A
AN ik

W v“ s cur ’-. .
1 Encl . FRIES W SRR
4s “rigadler dencral, USA
Sutling ACofS for Intclligenca
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BEPLY T
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DAMI-ISH 4 00T v
]

SUBJECT: Memcrandum of Agreement (U) .

T L M L RO S i 1 et 4 i

Commander

USA Intelligence sand Security Command
Ariington Hall Station

Arlington, VA 22212

s

‘ P :

~ . . ~ . r

Lo (8/CL~2/HCFORNY  Refevence wemorandum, INSCOM, 1AGC, %

26 Sep 843, supjrct; Memoirandun of Agreenent, Transfar of INSCOM ;

CUNYER LANE Projeco (IOLF) o DIA {S/7CL-7/NOFORN)Y, !

2. (U) PReference propesed Memorandum of Apreement (MOA) is
B v | .h !

approved,
3.0 (S/CL-2/NOFORN)Y  Request you consider the inciusion of some
decall on the procedure te be followed in transferring personnel
io DA, INSCOM may detail the indivfduals involved for up to one
vear to allow time for DIA vo idgntify spaces. Once such spaces
ave available, the detailed personnel mav be given a Permanent
Change of Station., If DIA desives a change ip authorized
strengeh to allow for immediate PCS reassigrnment, they may apply
for it through JCS. O0ACSI, DA will support such a change in
svotus 1f the subiect becomes an lssue, 5

HALLIAM £ Opon | i
Setenant Cansrnl | LISA i
ALOAS for Intelligencs ;

| i

Classifiad by Cdr, INSCOM : i

Beclassify on:  OALR
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US ARMY
INTELLIGENCE AND SECURITY COMMAND
CENTER LANE TRAINING AND APPLICATIONS PROCEDURES

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

SENSITIVE INTELLIGENCE SOQOURCES AND METHODS INVOLVED
NOT RELEASABLE TO FOREIGN NATIONALS

CLASSIFIED BY: CDR, INSCOM

DECLASSIFY ON: OADR
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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 Program (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 circumstances 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 ot a designated targelt, 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 heing trained to
be a psychoenergetic source.

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

target, person, or event.

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

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

SENSITIVE INTELLIGENCE SOURCES AND METHODS INVOLVED
NOT RELEASABLE TO FOREIGN NATIONALS

[07/09 : CIA-RDPS6-06788R094500090810-ZNSCOM
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Approved,for Releq,'sggs ,
%‘:} %m.a\rv @srﬂ:‘“ f1 “k i




-

iy

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

f. (U) Remote Viewing: The name of a method of
psychoenergetic perception, A term coined by SRI-International
{SRI~1I) and defined as "the acquisition and description, by
mental means, of information blocked from ordinary perception by

distance, shielding, or time."

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

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

i. (U) Target/Sitg; A specific area, person oY event at a
specific time. .

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

3. (8/CL~2/NOFORN) MILITARY OBJECTIVE: It 1is the objective of
these procedures to maintain the quality of psychoenergetic
training and applications so that CENTER LANE will contiaue to
support the broad spectrum of intelligence and
counterintelligence requirements in collection, target
acquisition, and deception.

4, (8/CL-3/NOFORN) MILTTARY APPLICATIONS: CENTER LANF
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 specifie technologies,
(3) detecting changes in the state of military units, (&)
detecting and assessing hostile intelligence efforts targeted
against friendly units/missiqns, and (5) detecting and assessing
hostile technological capabilities in specific 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. (S8/CL-2/NOFORN) APPROVAL HISTORY:

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

Approved For Release 2004/07/09. @I#RD@ESG-OO?SSROM500090010-7
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the Under Secretary of the Army, INSCOM became the only active
operational GRILL FLAME element in the Aramy. Program management
for GRILL FLAME was transferred to Commander, INSCOM effective
11 February 1981. OACSI, DAMI-ISH remained the Army focal point
for policy matters and interface at the national level, Overall
DoD responsibility resided with the Defense Intelligence Agency
(DIA). Also in 1981, a joint services GRILL 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 . FY83 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 NFILP, INSCOM
terminated formal involvement with GRILL FLAME at the end of FY
82; in the fall of 1982, in keeping with congressional desires,
the Commanding General INSCOM provided funding from Security and
Investigative Activities (S&IA) monies, and continued its
efforts under a provisional compartmented SAP nicknamed CENTER
LANE. On 1 September 1983, the Secretary of the Army approved
continued Army participation in CENTER’ LANFE activities within
INSCOM and with appropriate contractors in a cooperative effort
with DIA. *

b. (S/CL-2/NOFORN) Human Use Approval: GRILL FLAME wasg
designated a "Human Use" program as the result of an Army
General Counsel decision in February 1979, which determined that
the Project involved "Experimentation on Human Subjects,” and
that relevant Human Use protocols did indeed apply to Project
procedures and technologies. Conduct of the Project under Human
Use regulations was first approved in April 1980 by the Under
Secretary of the Army. Appendix A contains an historical
summary of the Human Use issue, as well as a list of the
pertinent regulations, which govern CENTER LANE activities,.

6. (5/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 (sece Appendix B for test descriptions):

(1) The Minnesota Multiphasic Personality Inventory
(MMPT),
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(2) Gordon Personal Profile ~ Inventory (GPIL).

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

(4) California Psychological Iaventory (CP1).
(5) ¥tdwards Personal Preference Schedule (EPPS).
(6)y Personal Orientation Inventory (POI).

For the most part, the group presented 1tself as. emotionalily
stable with no marked trends. There did appear to be 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 In the selectlen 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 be 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 +hersonnel. From these
interviews new project participants would be =elected and
trained. *

b. (8/CL-3/NOTFORN) Projected Selection Criteria: SRI~I
has been contracted to investigate and re53¥meﬁMGW;Erticular
aspect of psychoenergetics relating to operational management of
personnel; that is, to determine 1f 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 rvequired under
the regulations governing "Human Use" (see para 2., Appendix A),
all personnel operate on a strictly wvoluntary basis, and may
withdraw at any time without any form of prejudicial action or
consideration directed against them. Further, participants are
informed of any known or potential risks that might be inherent
in program participation. This 1is 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 to individuals assigned
to the CENTER LANE Project and contractors/consultants. A
sample of the voluntary consent form is attached as Inclosure 5,
Appendix A,
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7. ($/CL-1/NOFORN) 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 mnew personnel with an
introduction to training and applications procedures,

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

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

(4) Duracion: One to six ponths.

(5) Description of Procedures: Orientation
testing/training 1is 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 potential.
Orientation testing is designed to determine if new personnel
have aptitudes which would be of pperational value and could be
developed through training. This oriefaitation testing consists
of a series of controlled exercises in psychoenergetic
functioning. New personnel may be "asked to attempt to perceive,
communicate with, and/or perturb characteristics of a designated
target, person, or event remote in space and/or time from that

individual. Orientation training is composed of practical
exercises in Remote Viewing, lectures, literature review, and
observation of others. Tt includes the use of locally

gsignificant sites, as well as more remote geographical locations
as targets. A target pool consists of a controlled group of
sites or targets and their associated targeting information.
Prior to the beginning of a training session, a target is
randomly selected from this target pool. Information available
concerning the tavget 1s kept from the trainee untll after the
segsion.

(6) Training Session Preliminaries: Before a first
training session is scheduled, the person being trained is
oriented fully to the procedure to be fellowed 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 bheing trained are always
encouraged to express their feelings and ideas for enhancing all
aspects of the psychoenergetics collection process.
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{(7) Training Session Dynamics: During the 30-60
minutes prior to the agreed-upon time of a training session, the
monitor offers some encouragement to the trainee in the same

manner that a coach might give a pep talk to his team. During
the 15 minutes immediately before the session the trainee and
monitor are gencrally silent. Experience has shown (unpubllshed

data) that this quiet time enhances the training process The
training room 1is homogeneously-colored, acoustlc"tlled, and
featureless with 1light 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
is, in fact, possible. At no time 1is the session conducted by
the trainee in the absence of all other persons. If the trainee
does not have any immediate sensory Iimpressions, the monitor
applies no pressure. Rather, the monitor reassures the trainee
that there is no time 1imit for the training session, If it
appears to the monitor that the impressions are in some way
contradictory or inconsistent, the monitor may then attempt
clarification hy asking questions in order to verify what the
trainee first describes, All sessions are tape-recorded, and
pen and paper ave available for the trainee to sketch his or her
perceptions. Experience has shown that some trainees prefer to
combine written and oral descriptions, while some prefer to work
sequentially. The average training session for orientation is
approximately 15 minutes of actual perception. Trainees
gvnerally are not permitted to go beyodnd 30 minutes as this

cads to perceptual confusion and evpntual loss of the training
aifpcf

(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 gites--bhy actually
visiting the tarpet site. "The trainee and monitor then discuss
the session results. The purpose of this post-session activity
is to provide the trainec with the satisfaction of knowing how
well he or she did while mental perceptions of the targeted site
are still fresh in mind.

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

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

(2) Administered 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.
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(4) Duratiomn: 12 to 18 months.

(5) Description of Procedure: CRV training 1is a
contracted service provided by SRI-T. The training involves
lectures on theory coupled with practical exercises and drills.
Particularly effective instructional procedures include active
participation wherein the trainee interacts with the curriculum
materials by responding, practicing, and testing each step of
the material to be mastered; information feedback, wherein the
trainee finds out with minimal delay whether the response is
correct; and individualized instruction, wherein the trainee
moves ahead at his or her own rate. The training procedures
have been broken down into several stages representing various
elements of CRV phenomena. These stages both facilitate
training and actually follow the predictable’ course of
increasing perception which builds itself in specific increments
and impact, Stages 1 through 3 gagppertain to gemneral site
features, which become increasingly refined as individual
competency with Stage 3 techniques develops. Stage 4 involves
perception of specific site elements, a good portion of which
may not be available to any other intelligence techniques, save
for actual penctration of the site. Stage 5 allows the trainee
in a sense Lo reverse the procedure and "interrogate”™ his
perceptions, allowing clarification 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. Research 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 monitor begin by seating
themselves at the opposite ends of a table in a special remote
viewing room equipped with "paper and pens, a tape recorder, and
an overhead TV c¢amera which allows either recording for
documentation, or monitoring by individuals outside the room.
The room 1is homogeneously-colored, acoustic-tiled, and
featureless, with light c¢ontrolled 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, te¢ the trainee, For training
purposes the monitor is allowed to know enough about the site to
enable him to determine when accurate versus inaccurate

information is being provided. The session then procesds with
the monitor repeating the targeting idinformation 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.

(7 Post Session Dynamics: After the training session
is over, the trainee and monitor obtain specific information
about the target. As in the case of orientation training, this
is presented in picture descriptive form for remote geographic
sites, or in the case of local sites, may involve actually
visiting the target site. The trainee and monitor then discuss
the session results, again 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.

¢. (8/CL-3/NOFORN) Applications Training:

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

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

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

EN

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

(1) Purpose: To provide experlenced 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 prograwms are developed to meet speclfic applications
needs. Such programs may involve training in biofeedback,
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communications skills, perturbation techniques, discrete state,

‘tahemi~sync, search, Neuro-linguistic Programming, and alternate

target acquisition methods. One program of particular interest
is hemi-syne training conducted hy the Monvroe 1lnstitute of
Applied Sciences (MIAS), Faber, VA:

The MIAS hemi-~sync techniques are used to teach sources toO
control highly specialized mental states conducive to
psychoenergetic performance. This form of advanced
individual training is only used with sources of proven
performance and a recognized degree of maturity. Training
is accomplished in four essential phases; {1) spplication 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. Monrce 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. ($/CL~2/NOFORN) PSYCHOENERGETIC APPLICATIONS: CENTER LANE
sources can be used to perform psychoenergetic applications in
support of idintelligence and counterintelligence requirements
(see paragraph 3, abeve). The dynamics of applicatlons 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 psychoenergetic session(s); (4)
reporting; (5) evaluation. Appli%ations sessions are always
conducted under tlie control and management of CENTER LANE
personnel. Sessions may be conducted at Fort Meade or other
locations as deemed necessary. Psychoenecrgetic
consultants/contractors may be employed when required to meet
applications requirements.

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

a. Selected personnel may use the hemi-sync environment iun
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 training 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 circumstances 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, OoOr other materials which
might reveal the identity of the source will be coded to assure
the protection of their identity.

11. (S/CL-2/NOFORN) PHYSICAL ENVIRONMENT: Psychoenergetic
sessions will be conducted in an ordimary 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.

,re
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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 SPECIAL ACCESS PROGRAM
RESTRICT DISSEMINATION TO THOSE WITH VERIFIED ACCESS
TO CATEGORY TWO (2)

SENSITIVE TNTELLTGENCE SOQURCES AND METHODBS TINVOLVED

NOT RKELEASABLE TO FOREIGN NATIONALS

CLASSIFIED BY: CDR, INSCOM
DECLASSIFY ON: OADR

Approved For Release g894/07/0% :{C) 96-00788R001500090010-7

g Vecgn we™ 8 D U




Approved For Release 2004IQ ﬁt?’ 00788R001500090010 7

APPENDIX A
Historical Summary of "Human Use” Issue
1 (S$/CL-2/NOFORN) In February 1979, the Army General Counsel FOIABS

determined that GRILL FLAME activities involved testing on humanAwNWY
subjects, |

[ In March 1979, The

Surgeon General's Human Subjects Research Review Board reviewed
the GRILL TFLAME protocel and concluded that 41t represented
technology transfer and validation of the technology transfer,
rather than research or clinical investigation, and as such,
GRILL FLAME activities did not require approval' for human use.
Howeveyr, the Beard expressed concerns that future Army follow-on
work mlight 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 tLtaken. In April 1980,
the Under Secrectary of the Army approved the continuation of
GRILL FLAME activities. In October 1980, the DoD, DIA, and Army
General Counsel jointly agreed that 1t would bLe prudent to
obtain written approval from the Deputy Secretarv of Defense to
conduct GRILL FLAME activities. ACSI,++DA concurrently dnitiated
action to obtalin Secretary of the Army approval to conduct GRILL
FLAME activities. In September 1982, INSCOM GRILL FLAME
activities ceased because of NFIP restrictions; INSCOM
psychoenergetic activities were reinitiated 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)Y AR 381-10, paragraph 2~18 (Incl 3).

-

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

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 46—PROTECTION OF HUMAN SUBRJECTS
REVISED AS OF MARCH 8, 1983
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- Page 4

45 CFR 46

¢ PART 46~--PROTECTION OF
HUMAN
SUBJECTS

Subpurt A Basic BHS Policy Tor
Protection of Human Hesegrch
Subjects

Sew.

48 101
40,442
46,101
15 104
45,105
46 1046
44 107

To what do these regulations apply”

Definitions.

Assurances,

Section reserved.

Section reserved.

Section reserved,

{RB membership.

46,108 IRB functions and operztions.

49109 IRB review of rescarch.

46110  Expedited review procedures for
ceriain kinds of rexearch invalving no
wore than minimal risk, and for minor
changes in approved research.

46 1tl Criteria for IRB approval of
sesedrch,

46 112 Review by instuution.

36111 Suspension or termination of IR
spproval of research,

10. 114 Cooperative research.

W5 115 IRB records.

40 116 Grnerai requirements for informed
consent.

46 P17 Documentation of informed
consent.

46418 Applicstions and proposals lacking
detinue plass for involvement of human
subjecis.

419 Besearch underiaken without the
intention of involving human subjects,

120 Evaluztion and disposinon of
applications and proposals,

46 121 Javestgational new drug or device

30-day deley requirement.

46,1212 Use of federal funds.

46123 Early termination of rescatch
funding. evsluation of subscquent
appiteations and proposals.

46 124 Conditions.

4 ¢

k>

4¢

Subpart B— Additional Prolections
Fertaining to Research,
Developraent, and Relnted
Activities Lavelving Fetuses,
Pregnant Woermen, and Human
tu Vitre Fertilization

Sec.

46.201
46.202
46.203

Applicability.

Purposs .

Befinitions.

46.204  Ethical Advisory Boards.

44 205  Additional duties of the Tastiutional
Review Boards in connection with
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activities thvolving feluses, pregnant
womien., of human in vitre fertilization.

46.206 General limitations.

46.207  Activities directed toward pregnamt
worien a5 subjecis.

46.208  Activities directed toward fetuses in
utero as subjecis.

46.209  Activities directed toward fetuses ex
wtero, including nonviable fetuses, as
subjects,

46.210  Activities involviag the dead fetus,
fetai material, or the placenia.

46.2i1 Mudification or waiver of specific
requirenents.

Subpart C—Additlonal Protections
Pertaining to Biomedice! and
Behavioral Research Involving
Prisoners as Subjects

Sec.
46.301
45.302

Applicability.
Purpose.
46.303  Definitions. *

46.304 Composition of Institutional Revigw
Boards where prisoners are involved.
45,305 Additional duties of the {nstitutional
Review Boards where prisuners are

tnvolved.
46,306 Permuted activities inavolving
prisoners.

Subpart D~ Additional Protections
for Children invoived g§ Subjects in
Research ,

46.401 To what do these regulations apply?

46.401  Definitions,

46.403  IRB duties.

46,404 Research not involving grester than
minima) risk.

46.405 Research mvolving greater than
mininal risk bui prescating the prospect
of direct besefit to the individual suhjects,

48406 Research involving greater thag
munemial risk and no prospect of dicect
benefit to individual subjects, but likeiy 1o
yield generalizable knowledge sbout the
subject’s disorder or condition.

46.407 Research not otherwise approvalile
which preseats ap opportunity o
undersiand, prevent, or alleviate serious
problem affecting the health or welfare of
children,

46.408  Requirements for permission by
parenls or guardians snd for assent by
children.

46,409 Wards.

Authority: 5 U.S.C. 301, sec. $74{a), B8
Siat. 352 (42 U §.C. 289/-3(x)).

Subpart A—Basic HHS Policy for
Protection of Human Research
Subjects

Source: 46 FR 8386, Jenuery 26, 1981, 48 FRt

9265, March 4, 1983,

§ 46,101 To what do these
regulations apply?

(a) Except as provided in
paragraph (b} of this section, this
subpari applies 1o all research
invoiving human subjects conducted
by the Deparument of Health and
Human Services or funded in whols
or i part by 2 Department grang,
contract, cooperative agreement or
fellowship.

(1} This includes research
conducted by Depariment empioyees,
except cach Principal Operating
Component head may adopt such
nonsubstantive, procedural
modifications as may be appropriate
from an admunistrative standpoint,

(2) It also includes research
conducted or funded by the
Depariment of Health and Human
Services outside the United States,
but in appropriate circumstances, the
Secretary may, under paragraph (ej 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 one or more of the ,
following Eategories are exempt from
these regulations unless the research
is covered by other subparis of this
part;

(1) Research conducted in
established or commonly accepted
educational settings, involving
novmal educational practices, such as
(i) research on regular and special

cducation instructional strategies, or

(i) research on the effectiveness of or
the comparison among instructional
technigues, curricula, or classroom
management methods.

(2) Research involving the use of
educational {ests {cognitive,

diagnostic, aptitude, achievement), 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 1o the
subjects,

(3) Research involving survey or
interview procedares, excepl where
alt of the following conditions exist:
{1) respouses are recorded in such a
manner that the human subjects can
be wdennified, directly or through
identitiers linked 1o the subjects, (i)
the subject’s responses, if they
tecaime known outside the research,
could reasonably place the subject at

risk of criminal or civil liability or be .

damaging to the subject’s financial
danding or employability, and (iii)
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
intwrview procedures is exempt,
without exception, when the
respondents are elected or appoinied
pubhic officials or candidaies for
public office.

¢4y Research nvolving the
osersation tncluding observation by
purticipants) of public behavior.
exvept where all of the tollowing
vonditions exist: (i) observations are
recorded 1n such a manner that the
human subjects can be identified,
diseedy or through identifiers finhed
10 the subjects, (i) the observations
recurded about the individual, if they
becime known outside the research.,
couid reasonably place the subject at
sisk of cruninal or civil liability or be
demaing 1o the subject’s fingncial
standing or employability . ang (iii)
the vescarch deals with sensitive
aspedty of the subject’s own behavior
such as illegal conduct, drug use,
sexuad behavior, or use of alcohal.

{5) Research involving the
collestion or study of existing data,
ducuments, recosds, pathological
spectmens, or lagnostic spectmens,
H these sources are publicly available
ot af the information is recorded by
the investigator in such & manner tha

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

(6) Unless specifically required by
statute (and cxcept 10 the extent
specified in paragraph (1)), research
and demounstration projects which
are conducted by or subject to the
approval of the Department of
Health and Human Scrvices, and
which are designed to study,
evaluate, or otherwise examine: (i)
programs under the Social Security
Act, or other public beneflt or
service programs, (i) procedures for
obtaning 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 beaefits or services
under those programs.

(¢} The Secretary has final
suthority te determine whether 3
particular activity is covered by these
repulations.

() The Seeretary may reguire that
spectfic research activities or classes
of research activiues conducted or
funded by the Department, but not
otherwise covered by these
regulations, comply?with some or ali
of these regulations. .

(e} 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 acttons will be published in
the Federal Regisier as they occur.

(f) Nou individual mav receive
Department funding for research
coversd by these regulations unless
the individual is affiliated with or
spenasored by un institution which
assumes responsibitity for the
research under an assurance satisfying
the requircments of this part, or the
individual makes other arrangements
with the Department.

{g) Conipliance with these
regulations will in no way render
inappitcable pertinent federal, state,
or tocul taws or regulations.

(1) Each subpart of these
regulations contains a separate
section describing to what the subpars
applies. Research which is covered
by more than one subpart shall
comply with al} applicable subparts,

() If, following review of
proposed rescarch activities that are
exempt from these regulations under
paragraph (b}(6), the Secretary
determines that a research or
demnonstration project presents a
danger to the physical, mental, or
cmotional 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 subject,

§ 46.102 Definitions.

{a) “"Secretary”’ means the
Secrewary of Health and Human
Services and any other officer or
empioyee of the Department of
Health and Human Services to whom
authority has been delegated.

(b} *"Department’” or ““HHS ™
mezns the Department of Health and
Human Services.

orprivale entify or g
federa!, state, and othepagencies).

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

(¢} “'Research’’ means a
systematic investigation designed to
develop or contribute to generalizable
knowledge. Activities which meet
this definition constitute *‘research*’
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
“'demonstration’” and “‘service '’
programs may include research
activities.
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() “‘Humaa subject’’ means 3

. living individugl about whom an
tavestigator {(whether professtonal or
student) conducting cesearch oblains
{1} data through intervention ur
interaction with the individual, or ()
identifiahle private information.
“Intervention ¥ includes both
physical procedures by which Jata are
gathered (for example, venipunciure)
and raanipuiations of the subject or
the subject’s environment that are
performed t'z)r research purposes.
“interactions” includes
COMMUNICANon or interpersonal
contact between mvestigator and
subject. CPrivate information™”
includes information about behavior
that occues 1 a comtext in which an
wdividual can reasonably expect that
nay observation or recording is taking
place, and information which has
been provided tor specific purposes
by an individual and whick the
tdividual can reasonably expect will
nut be made public (for example, a
medical record). Proivate infurmation
must be individually wWdentitiable
{r.e., the identity of the subject is or
way readily be ascertained by the
mvesugator or associated with the
information} ia order for obtaining
the infurmation o comstitule rescarch
involving human subjecrs.

(@) “Minimat visk " ymeans that the
visks of harm andeipated in ihe -
proposed research wre oot greatér,
considering profsbility and
magnitede, than those ardinarity
encounteresd in daily life or during the
performance of routine physical or
pivchological cxaminations or tests,

{h) “Certification}’ means the
official notification by the institution
ta the Depariment v accordance with
the requirements of this part that a
research praject or activity involving
human subjects has been reviewed
and approved by the dnstitutional
Review Baard (M8) o sccordance
with the appooved assurasee on e at
HHE. (Certification is reguired when
the research is funded by the
Depariment and not otherwise exempt
in accordance with § 46.101{b)).

§ 46.113  Assursnces.

{a) Each in:titution engaged in
rescarch cuvered by these repulations
shall provide written assurance
satisfactory to the Secrerary that ot
wilt comply wih the requireinents set
forth in these regulations.

(b} The Deparunent 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 certilied to the Sceretary 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 2 minimum include:

{1) A statement of principles
govermng the institution in the
discharge ot #s sesponsibilities for
protecting the rights and weltare of
human subjects of research conducted
At or sponsured by the anstitution,
regardless of source of funding. This
may include an appropriate existing
vade, declaration, or statement of
cthical principles, or a staicment
formulated by the tastitution itself.
This requirement does not preempt
provisions of these reguintions
applicable o Department-tunded
research and 15 a8t applicable 1o any
rescarch in an exempt catevory listed
in & 46.101.

{2) Designavon of vne or more
IRBs established in accordance with
the requirements of this subpart, and
for which provisions are made for
u‘xcelzng"?pmte and sufficient staff o
sepport the IRB's review and
recordheeping duties,

(1) A list of the IRB miembers
identified by name; earned degrees;
representative capacity; indications of
expericnce such as board
certifications, licenses, etc.,
sufficient to describe each member’s
chief apticipated contributions 1o IRS
deliberations: and any employment or
other relationship between each
member 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 reportad to the
Sacretary. !

{4} Wriiten procedures which the
IRB will follow (i) fur conducting its
initial and continuing review of
research and for reporting its findings
and actions to the investigator and the
wmsteiution; (1) for determining which
projects require review more often
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 initiated without IRB
review and approval except where
necessary (o eliminate apparent
immediate hazards to the subject; and
{iv} for insuring prompt reporting to
the IRB and to the Secretary ! of
unanticipated problems involving
risks 1o subjects or others.

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

{d) The Secretary will evaluate all
assurances submitied in accordance
with these reguiations through such
officers and employces of the
Depanment and such experts or
consultants cngaged for this purpose
as the Secretary determines 1o be
appropriate. The Secreary’s
evaluation will take into
consideration the adeguacy of the
proposed {RB in fight of the
anticipated scope of the institution’s
research activitics aad the types of
stbject populations likely 1o be

! Repons should be filed with the Office
for Protection from Resesrch Risks, Natigna)
Insuiutes of Health, Depariment of Healih
and Human Services, Bethesda, Maryland
20203.
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involved, the appropriateness of the
s proposed 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
imto negatiations to develop an
approvable one. The Secretary may,
fimit the period during which any
particular approved assurance or class
of approved assurances shall remain
effective or otherwise condition or
restrict approval.

{6 Within 60 days after the date of
subnussion to HHS ot an application
or proposal, an institution with an
approved assurance covering the
proposed research shall certify that
the application or proposal has been
reviewed and approved by the IRB.
(nher institutions shall certiiy that the
apphication or proposal has heen
approved by the IRB within 30 days
alter receipt of a request for such a
certification from the Depariment, If
the certification 1s not submatted
within these time Limits, the
application or propoesal may be
feturned o the institution,

4 46,103 [Reserved!
§ 46.105 [Reserved]
4 36.106 [Reserved)
§ 46.107 IRB membership,

va) Each IRB shali heve at least
five membrers, with varying
hackgrounds 1o promete complete and
adequate review of research activities
commonly conducted by the
rmstitstion. The [RB 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
sensiivity 1o such issues as
commumiy attitudes, to promote
respect for its advice and counsel in
sufeguarding the rights and welfare of
human subjects. In addition to

possessing the professional
compelence necessary (o review
specific research activities, the IRB
shall be able to ascertain the
acceptability of proposed rescarch in
terms of institurional commitments
and regulations, applicable law, and
standards of professional conduct and
practice. The IRB shall therefore
include persons knowledgeable in
these areas. If an IRB regularly
reviews rescarch that involves a
vulnerable category of subjects,
including but not Limited to subjects
covered by other subparts of this part,
the IREB shall include one or more
individuals who are primarily
voncerned with the welfare of these
subjects.

{b) No IRB may consist entirely of
men or entirely of Wwomen, or entirely
of members of one profession.

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

(dy Each IRB shall inciude at feast
one member wha i3 not otherwise
affiliated with the institution and who
is not part of the immediate family of
a person who is a#filiated with the
stitution. )

(¢) No IKB may have a member
participating in the IRB's initial or
continuing review of any project in
which the member has a conflicting
inerest, except (o provide
informaiion requested by the IRB.

(I} An IRB may, in s discretion,
invite individuals with competence in
special arcas to assist in the review of
complex issues which reyuire
eapertise beyond or in addition to that
available on the IRB. These
individuals may not vote with the
IKB.

§ 48,104
operations,
in order 1o fullill the requirements
of these regulations each IRB shall:
(a) Follow written procedures as
provided in § 46 103(bh)(4).

IRB functions and

(b) Except when an expedited
review procedure is used (see
§ 46.110), review proposed rescarch
ai convened meetings at which a
majority of the members of the IRB
are present, including at least one
member whose primary concerns are
in nonscientific areas. In order for the
research to be approved, it shall
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.

§ 46.19% IRB review of research.

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

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

) An IRB shall require i
documentation of informed consent or
may waive documentation in
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 reguired
10 secure IRB approval of the
rescarch activity. If the IRB decides
to disapprove a research activity, it
shall include in its written notification

! Reponis should be tiled with the Qffice
for Protection fram Rescarch Risks, Nationat
insututes of Health, Department of Healsh
and Huwman Services, Bethesda, Maryland
208
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a statement of the reasona for its .
decision snd give the investigator an
opportunity 1o respond in person or in
writng.

{e) An IRB shall cmduci
continving review of rescarch covered
by these regulations at intervais
appropriate to the degree of risk, but
ped less than once per yoer, and shall
have authority to observe or have a
third party observe the consent
process and the research.

£44.110 Expedited review
procedures for certain kinds of
resesrch involving no more than
minimal risk, and for minor
chanyges in approved resesvch.

{a) The Secretary has estzblished,
and published in the Federal
Regivier, 8 list of categories of
tesearch that may be reviewed by the
IRE through an expedited review
procedure. The list will be amended,
a» appropriate, through periodic
repablication in the Federal
Regisier,

() An IRB may review some or all
of the research appearing on the list
through an expedited review
procedure, if the research involves no
more than minimal risk. The IRB may
also use the expedited review
procedure (o revicw minor changes in
previcusly approved rescarch during
the pertwsd for which approval is
authonized. Under an expedited
review procedure, the review may be
curied put by the IRB chatrperson or
by one or more experienced reviewers
designated by the chairperson from
armong members of the IRB. In
reviewing the research, the reviewers
may exercise all of the authorities of
the IRB except that the reviewers may
not Jdisapprove the research. A
research activity may be disapproved
onty after review in accordance with
the non»cmpcducd procedure set forth
in § 46.108(h).

{c) Each IRB which uses an
expedited review procedurs shall
adopt a method 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 Secretary may restrict,
suspend, or terminate an stitution’s
or IRB s use of the expedited review
procedurs when necessary o protect
the rights or welfare of subjects.

§46.111 Criteria for IRB
approval of resesrch,

{a) In order 1o approve research
covercd by these regulations the IRB
shall determine that all of the
following requircments are satisfied:

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

(2) Risks to subjects are reasonable
in relation to anticipated benefits, if
any, to subjects, and the importance
of ihe knowledge that may reasonably
he 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 fron? risks and benefits
of therapies subjects would receive
even if not participating in the
research). The IRB should not
consider possibie long-range cffects
of applying knowledge gained in the
rescarch (for example, the possible
eifects of the research on public
policy) as among those research risks
that {all within the purview of its
responsibility.

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

{(4) Inforined consent will be
sought from each prospective subiect
or the subject’s legally authorized
representaiive, in accordance with,
and (¢ the extent required by
§4n.ll6.

001500090010-7. . *5 CFR 4

(5) Informed q«rmscng will be.
appopriately documenwd in
accordance with, and to the sxtent
required by § 46.117.

(6) Where appropriate, the research
plan makes adequate provision for
monitoring the data cellected
insure the sefety of subjects.

(1) Where appropriate, there agy
adequate provisions to prodect the
privacy of subjecis ‘and to maintain
the confidentiality of data.

(b) Where some or all of the
subjects are likely to be vulnerabie to
coercion or undue influcnce., such as
persons with acute or severe physical
or mental illness, or persons who are
economically or educationally .
disadvantaged, appropriate additional:
safeguards have been included in the
study to protect the righis 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 t0 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 Suspeasion or
termination of IRB approvel of
research.

An IRB shall have guthority. oy -

suspend of terminste approval of

research that is not being conducted
in accordance with the IRB's
requircmerds or that has been
associated with unexpected serious
harm 10 subjects. Any suspension or
termination of approval shall inciude
a statement of the reasons for the

~1RB's sctiop and shall be reported-

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

t chofts should bc filed with the Office
for Protection fiom Rescarch Risks, Matiownal
instiuics of Heaith, Departmens of Health
and Humen Services, Bethesda, Maryland
20205,
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§ 46.114 Cooperative research.
Cooperative research projects are

those projects, normally supposted
through grants, contracts, or similar
arrangements, which involve
wstiutions in addition w the grantee
or prime contractor (such as a
conleactor with the grantee, or a
subcontractor with the prime
contractor). In such instances, the
grantes of prime contractor remains
responsible to the Department for
saleguarding the rights and welfare of
human subjects. Also, when
cooperating institutions conduct some
ur adl vt the research involving some
or alf of these subjects, each
cooperating institution shall comply
with these regulations as though i
receved funds for its participation in
the project directly from the
Department, except that in complying
with these regulations institutions
muy Lse joint review, reliance upon
e review of another gualificd IRB,
ar similuy arrangements aimed at
avordance of dupheation of effort.

} 46.115 IRE records,”

{a) Am mnstitution, or where
appropriate an IRB. shall prepare and
maintun adeguate documentation of
{KEB activities, including the
following:

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

{2) Minuies of IRB meetings which
shall be in sufficient detail to show
atiendance at the meetings; actions
taken 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 disapproving research;
and @ written summary of the
discussion of controverted issues and
their resslution,

(3} Records of continuing review
sclivities,

A
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(4) Copies of all correspondence
between the IRB and the
investigators.

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

(6) Written procedures for the [RB
as required by § 46.103(b}(4),

(7) Statements of significant new
findings provided to subjects, as
required by § 46.116(b}5).

{(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 Tor inspection and copying
by authorized representatives of the
Department at reasonable times and
in a reasonable manner.

§ 46,116 Genersd requirements
for informed consent.

Except as provided elsewhere in
this or other subparts, no investigator
may tavolve a human being as a
subject in research covered by these
regulations unless the investigator has
obtained the legally 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
pruspective subject®or the
representative sufficient opporunity
0 consider whether or not to
patticipate and that minimize the
possibifity of coercion or unduc
influence. The information that is
given to the subject or the
representative shajl be in language
understandable lo the_subject or the
representative. No informed consent,
whether oral or written, may include
any exculpatory language through
which the subject or the .
represcntalive is made to waive oy
appear to waive any of the subject’s
legal rights, or releases or appears to
release the investigator, the sponsor,
the institution or its agents irom
liability for negligence.

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

seeking informed consant the
following information shall be
provided to each subject:

‘."" ¢F) A statement that the study

involves rescarch, an explanation of
. the purposes of the research and the
;. expeeted duration of the subject’s
. participation, a description of the
% procedures 1o be followed, and

-y

4 identification of any procedures

. which are experimental:

¥

i {(2) A description of any reasonably
i foresceable risks or discomforts to the
ﬁaubjcm;

.13} A description of any benefits to
;flhe subject or to others which may
- reasonably be expected from the
Aresearch ;
71 {4) A disclosure of appropriate
* sliernative procedures or courses of
weatment, if any, that might be
. advantageous to the subjeci;

- {57 A statement describing the
~extent, if any, to which

confidentiality of records idemifying

the subject will be mainsained;

{63 For research involving more

than minimal risk, an explanation as
. to whether any compensation and an 1/ #
. explanation as to whether any
medical ireatments are available if
injury oceurs and, if so, what they
consist of, or where further
information may be obtained:

71 An explanation of whom to
contact for answers 10 pertinent
questions about the research and
_rescarch subjects’ rights, and whom
o contact in the event of a resezrch-
related injury to the subject; and

, 8% A statement that participation is
voluatary, refusal to participate 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 to
.which the subjeet is otherwise
“entitled.

(b) Additional elements of
informed consent. When appropriate,
one or more of the following elements
of information shall also be provided
1o each subjeci:

[
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T ereatment or procedure may involve
%,risks to the subject (or to the embryo
For fets, if the subject is or may
Shecome pregnant) which are currently
funforeseeable:

“a o {2) Amticipated circumstances

% under which the subject’s

s participation may be terminated 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 participacion
Yy the subject;

$5) A statement that significant
new findings developed during Lhe
i course of the research which may
relate 10 the subject’s willingness to
«gumunuc participation wiil be
i provided to the subject; and
f (6} The approximate numiber of
"*-auhj«:c(\ invelved in the study.
{¢) An IRB may APPIOE & coasent
- edure’ wazﬁh um&-zw&ms:iudﬁ or
which ﬂm some or all af. m«:
c"'mm ¢f informed conseat st
forth abowe, or waive the requirement
to obtain informed consent provided
tae IRB finds and documents that:
{1) The research or demonstration
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 Security 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 benetits or services under
those programs; and
{2) The research could pot
praciicably be carried out withoul the
waiver or alteration.

&
* 4
4
¥

(d) An IRB sy approve 2 consent _

-pmcedun: wmch does not include, or

elements of informed consent set

" forth above; or waive the

requirenients 1o obtain informed
consent provided the {RB finds and

documents that:

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

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

{3) The research could sot
practicably be carried out without the
waiver or alteration; and

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

{e) The informed consent
requirements in these regulations are
not intended to preempt any
applicable federal, state, or local laws
which require additional information
to be disclosed in order for informed
consent o be legally effective.

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

§ 96.117 Documentation of :
informed consent.

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

{by Except as provided in
paragraph (¢) of this sectioa, 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 subject or the subject’s fegally
authorized representative, but in any
event, the investigator shall give
either the subject or the representative

it is signed; or

(2) A *“shors fogm ™ wiitéh
consent document stating that the
clements of informed consent
required by § 46.116 have been
presented orally to the subject or the
subject’s legally authorized
representative. When chis method is
uscd, there shall be a witness to the
oral presentstion. Also, the IRB shall
approve a writlen 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 «ummary, and the
person actually obuining consent
shall sign a copy of the summary. A
copy of the summary shall be given to
the subject or the representative, in
addition to a copy of the *‘short
for([?)' An IRB may waive e
requirement for the inves
obtain z 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 potentind harm resulting
from a breach of confidentiality, Each
subject will be asked whether the
subject wants documentation linking
the subject with the research, and the
subject’s wishes will govern; or

(2) That the res c*m.h PIESEME Be
mote thar minimal risk of barm lo
sul¥fects and VOIYeE hO pxw& yres
for which wiitien
required oulside of
coniext,

in_cases where the documentation
requirement is waived, the IRB may

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

§46.118 Appiications and
proposals lacking definite plans for
nvolvement of human subjects.
Certain types of applications for
grants, cooperative agreements, of
contracts are submitted 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 acuvitics such as institutional
type grams {including bloc grants)
where selection of specific projects is
the institution's responsibility;
rescarch training grants where the
activities invelving subjects remain to
be setected; and projects in which
tuman subjects’ involvement 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 human
subjects may be involved in any
project supported by these awards
until the project has been reviewed
and approved by the IRB, as provided
i these regulations, and cerufication
sabrnitted to the Department.

4 46.119 Research undertaken
without the intention of invelviag
human subjects,

In the event rescarch (conducted or
tunded by the Depariment) is
underttken without the intenton of
involving human subjects, but it is
later proposed to use human subjects
w the research, the research shait first
be reviewed and approved by an IRB,
an provided in these regulations, a
cernfication submiutted to the
Deparcimend, and final approval yiven
to the proposed change by the
Depariment,

§ 46,1208 Evaluation and
disposition of applications and
propusals,

(a) The Secretary will evaluaie all
appheauons and proposals involving
human subjects submutted to the
Depuartment through such officers and
employees of the Department and
such experts and consultants as the
Sceretary determines to be
appropriate. This evatuation will take
wnte consideration the risks 1o the
stibjects, the adeguacy of protection
aparnst these risks, the poteatial
beaetits ot 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 Secretary may approve or
disapprove the application or
proposal, or enter into negotiations to
develop an approvable one.

§ 96.121 Investigational new drug
or device 30-day delay requirement,

When an institution is required to
prepare or to submit a centification
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 a signiticant risk device (as
defined in 21 CFR B12.3(m)), the
institution shatl identify the drug or
device in the centification. The
institution shall also state whether the
30-day interval required for
investigational new drugs by 21 CFR
31X 1aY and for significand risk
devices by 21 CFR 812.30 has
elapsed, or whether the Food and
Drug Administration has waived thag
requirement. If the 30-day interval
has expired. the institstion shal! stute
whether the Food afd Drug
Administration has requested that the
SQONSOF continue to withhold or
resirict the use of the drug or device
mn human subjects. It the 30-day
interval has not expired, and a waiver
has not been received., the institution
shall send a"staterment 1o the
Departnent upen expiration of the
interval. The Department will not
consider a centification acceptable
untl the institution has submiited a
statement that the 30-day interval has
elapsed, and the Food and Drug
Administration bas not requested 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 administered by the
Department may not be expended for
research involving human subjects

unless the requirement of these

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

§ 46.123 Early termination of
research funding; evaluation of
subsequent applications and
proposals,

(a) The Secretary may require thas
Department funding for any project
be terminated or suspended in the
manner prescribed in applicable
program requirements, when the
Secretary finds an institution has
materially failed to comply with the
terms of these regulations.

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

% 46.124 Conditions.

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

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

“Activities fnvoiving Fetuses,”
Pregnant Women, and Human in
Vitro Fertilization’

Soumce: 40 FR 33528, Aug 8. 1975, 33 FR

1738, January 11, 1978, 43 FR
51559, November 3, 1978

§ 46.201 Applicability,

(#) The regulations in this subpart
are applicable te all Department of
Health, Education, and Welfare
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grants and contract supporting
research, development, and related
activities involving: (1) The fetus, (2)
pregnant women, and (3) human i
vitro fertilization.

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

{c} The requirements of this
subpart are in addition to those
imposed under the other subparts of
this part.

§ 46.202 Purpose.

It is the purpose of this subpart to
provide additional safeguards in
reviewing activities to which this
subpart is applicable to assure that
they conform to appropnate cthical
standards and relate o importan;
societal needs.

$ 46.203 Definitions.

As used in this subpart:

{a) "'Sceretary ' means the
Secretary of Health, Education, and
Welfare and any other officer or
employee of the Depantment of
Health, Education, and Welfare 1o
whom authority has been delegated,

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

{c) “*Fetus™" means the product of
conception from the time of
implantation (as evidenced by any of
the presumptive signs of pregnancy,
such as missed menses, or a
medicatly acceptable pregnancy test),
until a determination is made,
tollowing explusion or extraction of
the fetus, that it is viable.

(d} 'Viable'" as it pertains to the
tetus means being able, after either
spontaneous or induced delivery, 1o
survive (given the benefit of available
medical therapy) to the point of
independently maintaining heart

beat and respiration. The Secretary
may from time to time, taking into
account medical advances, publish in
the FEDERAL R EGISTER guidelines

to assistin determining whether a
fetus is viable for purposes of this
subpart. If a fatus is viable after
delivery, it is a premature nfang,

{e) *‘Nonviable fetus '’ mesns a
fetus ex wero which, although living,
is not viable.

(D) "*Dead fetus' means 3 fetus ex
wlero which exhibits neither
heartbeat, spontaneous respiratory
acuvity, spontaneous movement of
voluntary muscles, nor pulsation of
the umbilical cord (if stili attached).

(8} n vitro fertilization means
any iertilization of human ova which
occurs outside the*body of a female,
cither through admixture of donor
human sperm and ova or by any other
means.

§ 45.204 " Ethica} Advisory’
Hoards, 7

{u) One or more Fthical Advisory
Hoards shall be established by the
Secretary. Members of these board(s)
shall be so selected that e board(s)
will be competent 10 deal with
medical, legal, sotial, ethical, and
related issues and may include, for
example, research scientists,
physicians, psychologists,
sociologists, educators, lawyers, and
ethicists, as well as represemtatives of
the genegal public. No board member
may be a regular, full-time employee
of the Department of Healitr,
Education, and Welfare.

(b) At the request of the Secretary,
the Ethical Advisory Board shall
render advice consistens with the
policies and requirements of this Part
as to cthical issues, involving
activities 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 procedures.

{c) A Hoard may establish, with
the approval of the Secretary, classes
of applications or proposals which;

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

(d) No application or proposal
involving human in vitro fertilization
may be tuaded by the Deparimeni or
any component thereof uniil the
application ur proposal has been
reviewed by the Ethical Advisory
Board and the Board has rendered
advice as to its acceptability from: an
cthical standpoint.

§46.205 Addidonal gutles of the
Institutional Review Boards in
connection with activities
invelving fetuses, pregoant
women, or haman in vitre
fertilization.

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

{1} Determine that all aspects of
the activity meet the requirements of
this subpart;

(2) Determine that adequate
consideration has been given to 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 mechanisms,
when appropriate, as participation by
the Instiiutional Review Board or
subject advocates in: {i) Oversacing
the actual process by which
individual consents required by this
subpart are secured either by
approving induction of each
individual into the activity or
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verilying, perhaps through sampling,
that approved procedures {or
induction of individuals into the
activity are being followed, and (i)
monitoring the progress of the
activity and inlervening as necessary
through such steps as visits 1o 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 certified
to the Sccretary that the Institutional
Review Board has made the
determinations required under
paragraph (2} of this section and the
Secretary has approved these
determinations, as provided in
§ 46.120 of Subpart A of this part.

(c) Applicants 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
Sccretary, where no such Bouard has
been established under Subpart A of
this part.

§ 46.206 General limitations.

(1) 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 thiming, method,
amd procedures used to wrminate the
pregnancy, and (i) determining the
viability of the fetus at the
whnmation of the pregnancy; and

(4! Mo procedural changes which
may cause greater than minimal risk
to the fetus or the pregnant woman
will be mmtroduced 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 activity.

{40 FR 33508, Aug. 8, 1975, as amended at
40 FR 51638, Nov. 5, 1978}

§ 456.207 Activities directed
toward pregnant women s
subjects,

{a) Mo pregnant woman may be
involved 4s a subject in an activity
covered by this subpart unless: (D
The purpose of the activity is 10 meet
the health needs of the mother and the
fetus witl be placed at risk only to the
MIBUMUM eX1Ent NECEssary 1o meet
such needs, or (2) the risk to the fetus
is minimat. .

(b) An activity permitied under
paragraph (@) of this section may be
conducied unly if the mother and
father are legally competent and have
given their informed coasent afier
having been tully informed regarding
possible impact on the fetus, except
that the father's informed consent
need not be secured 1if: (1) The
purpose of the activuy is toemeet the
health needs of the mother; (2) his
identity or whereab8uts cannot
reasonably be ascertained; (3) he s
not reasonably available: or (4) the
pregnancy resulted {from rape.

§ 46.208  Activities directed
toward feiuses in utero as
suhjafﬁts*;- .

{a) No fetus i wtero may be
invodved as a subjact 1n any activity
covered by this subpart unless: (1)
The purpose of the activity is 10 meet
the healih needs of the particular fetus
and the fetus will be placed at nisk
only 1o the minimum exient necessary
10 meet such needs, or (2) the sk (o
the fetus imposed by the rescarch is
mintmal 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 legally competent and have
given their informed conseni, except
that the father’s consent need not be
secured if: (1) His identity or
wherecabouts cannot reasonably be
ascertained, (2) he is not reasonably
available, or (3) the pregnancy
resulted from rape.

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

(a) Until it has been ascertained
whether or not 2 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 added risk 0
the fetus resulting from the aclivity,
and the purpose of the activity is the
development of important biomedical
knowledge which cannot be obtained
by other means, or

{(2) The purpose of the activity is to
enhance the possibility of survival of
the particular fetus o 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 purpose of the activity is
the development of important
hiomedical knowledge which cannot
he ubtained by other means.

(c) In the cvent the fetus ev 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 part.

(d) An activity permitted under
paragraph (a) or (b) of this section
may be conducted only if the mother
und father are legdlly competent and
have given their informed consent,
except that the father's informed
consent nced not be secured if: (1) his
wdentity or whercabouts cannot
reasonably be ascertained, (2) he is

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



Page 14

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

WCFR 46

aot reasomably available, or (3) the
pregnancy resulted from rape.

§ 46.210  Activitles involving the
dend Tetus, fetal material, or the
placents.

Activities involving the dead fews,
mascerated fetal matenal, or cells,
fissue, of organs cxcised from a dead
fews shall be conducted only in
accordance with any applicable State
or local laws regarding such
acuvines.,

§46.211 Muodification or waiver
of specilic requirements.

Upon the request of an applicant or
offeror (with the approval of its
Institutional Review Board), the
Secretary may modify ot waive
specific requirements of this subpart,
win the approval of the Ethical
Advisory Board after such
opportunity for public comment as
the Ethical Advisory Board considers
appropriate in the partcular instance.
In making such decisions, the
secrelary will consider whether the
risks (o the subject are 50 ouiweiphed
hy the sum of the benefir o the
subsect and the importance of the
bnowledge 1o be gained as to warrant
sich moditication or waiver and that
suen benefis cannot he gained except
through a modification or waiver.-
Any such modifications or waivers
will be published as notices in the
Frovwat REGsSTER

Subpart C-—Additional Protections
Pertaining to Biomedien! and
Hehavioral Reseaveh Favolving
Prizsoners as Subjects

Sowrce: 43 FR 33635, Nov |6,

4 46,304 Applicability,
{a) The regulations in this subpart

are applicable o all biomedicai and

behavioral research conducted or
suipporied by the Depariment of

Heulth, Educarion, and Welfure

involving prisoners as subjects.

(hy Nothing in this subpart shall be
construzd as indicating that
compliance with the procedures sei
forth herein will authorize research

1974

mvelving prisoners as subjects, to the

extent such research is limited or
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barred by applicable State or ocal
law.

(¢} The requirements of this
subpart are in addition to those
imposed under the other subparts of
this part.

3 46.302 Purpose.

Inasmuch as prisoners may be
under constraints because of their
tncarceration which could affect their
ability to make a truly voluntary and
uncoerced decision whether or not o
participate as subjects in research, it
is the purpose of this subpart to
provide additional safeguards for the
protection of prisoners involved in
activities to which this subpart is
applicable.

§ 46.303 Definitivns.

As used in this subpart:

(a) “‘Secretary ' means the
Secretary of Health, Education, and
Welfare and any other officer or
employee of the Depariment of
Health, Education, and Welfare 1o
whom authority has been deleyated.

tb) “DHEW™ means the
BDepartment of Health, Lduyatmn
and Welfare,

(o3 “Prisoner”

mt.am any

fmdw:duai mvolunhn!y confincd or

z‘h.tmncd in & penal msmutmn Thc
oam s intended w0 enwmpaw
nd:vnﬁuals senienced (0 such an
zmmuuon under a criminal or civil
statute, mdmdua!; "detained i in"other
faciiities by virtue of stagutes or

‘mmmmm.m procedures. which
pmwde aitcmzmvez to cnmnui

pmsewt!nn or mcarccmuon ina’

-penal institution, gnd individuals

demmud ;mndmg ITALENIICRE, ma!
oF sentencing.

b “Mxmm;xi risk ' is the
probabilitv und magnitude of physical
or psychological hurm that is
normally encountered in the Jdaily
lives. or in the routne medical,

dental, or paychological exaniination
of “nm!::n persons.

§ 46.304  Composition of
Institutional Review Boards
where prisoners are involved,
In addition to sausfying the

requirements in § 46. 107 of this part,

an Institutional Review Board,

carrying out responsibilities undar ‘j*‘
this part with respect 1o research
covered by this subpart, shall also
meet the following specific
fequirements: “y

(a) A majoﬁtx of the Board ... s
{exclusive of prisober members) shall
have no assocmuou with the pnscm(uji
mvoiwcd _apan from thcir" ik
mesabership on the Board® “73

(b} At least one member ofﬂméj
Board shall b, be'a gnwnci’; Ty
pmma mewe thh
wpmpmtc hackgﬂmnd wtd Jf&
expenience 1o serve in that capacity,
exgept that where a panticular
research project is reviewed by more
thiun one Board only one Board need
satisfy this requirement.

§ 46.305  Additional dutles of the
institutiona} Review Boards
where prisoners are Involved,
(a) in addition 1o ali other

responsibilities prescribed for

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

(1} The research under review
represeats one of the categories of
research permissible under
§ 463060232y,

(2) Any possible advantages
accruing 1o the prisoner through his
or her participation in the research,
when compared 1o the general living
conditions, medical care, quality of
feod, amenities and opporiunity for
earnings in the prisoa, are not of such
2 magnitde that bis or her ability tq. |
weigh therrisks of the research agam&:
the value of such advamagcs in the
limited choice environment of the
prison is impaired;

g

(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 o the
Board justification in writing for
following some other procedures,
control subjects must be seiected:
randomly from the group of availabie
prisoners who mest the characieristics
needed for that panticular research
project:

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

{6) Adcquatf assurance exists that
parole oarda will not gake info
sccount a prisonar's participstion in
the research in making decisions
reparding parole, and each prisoner is
clearly informed in advance that
participation in the research will have
no effect on his or her parole: and

t7) Where the Board finds there
may be a need for follow-up
examnation of care of parucipanis
after the end of their participation,
adequate provision has been made tor
such examination or care, taking ino
account the varying lengths of
individual prisoners’ sentences, and
for informing participants of this tact.

(#) The Beoard shall carry out such
ather duties a5 may be assigned by
the Secretary.

(¢} The institution shall certify to
the Seeretary, w such form and
munner as the Secretary may rcequire,
that the Jduites of the Board under this
section have been fuifilled.

§ 46,206 Permitted research
involving prisopers.. ~
{4} Biomedical or behavioral

research conducted or supported by

PDHEW may iavolve prisoners as

subjects only if:

{1} The institution responsible for
the.conduct of the research 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
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Secretary the proposed research
invoives solely the following:

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

(B) Study of prisons as institutional
struciures or of prisoners as
inicarceraicd persons, provided that
the study presents no more than
minimal nisk and no more than
inconvenience tc the subjecis:

{C) Research an conditions
particularly atfecting prisoners as a
class (for example, vaccine trials and
other research on hepatitis which is
much morc prevalent in prisons than
eisewhere; 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
consulied with appropriate experts
including experts in penology
medicine and ethics, and published
notice, in the FEDERAL lei;m&
of his intent to approve such research;
oy ®

(1)) Research un pracuces, both
innovative and accepted, which have
the intent and reasonable probability
of improviang the health or well-
being of the subject. In cases in
which those studies require the
assignment of prisoners in @ manner
consisient with protocols approved by
the IRB to vontrel groups which may
not benefit from the research, the
study may proceed only after the
Secretary has consulted with
appropriate experts, including experts
in penoclogy medicine and ethics, and
published notice, in the FEDERAL
ReGisTER, of his intent 1o approve such
researeit.

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

Subpart D—Additicaal Protections
for Children Imvolved as Sublects in
Research,

Source: 48 FR 9818, March 8, 1333

§46.401 To whst do thess
regulstions 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 Depariment
employees, except that each head of
an Operating Division of the
Department may sdopt such
nonsubstantive, procedural
modifications as may be appropriate
from an administrative standpoint.

{2) It also includes resesrch
conducted or supported by the
Department of Health and Husnan
Services outside the United States,
but in sppropriate circumstances, the
Secretary may, under paragraph {e)
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), research involving
the ubservation of public behavier,
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.

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

§46.402 Definitinns,

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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(3) “Children’ are persons who

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

()] “Assent” means a child's
affirmative agreement to participate
in research. Mere failure to object
should not, absent affirmative
agreement, be construed as assent.

{¢) “Permisgion”™ means the
agreement of parent(s) or guardian to
the participation of thair child or
ward in research,

{d) “Parent” means ¢ child’s
biological or adoptive parent.

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

346,403 IRB duties,

iIn addiiicn 10 other responsibilities
assigned 10 IR Bs wnder this past,
cach IRD shall review research
covered by this subpart and approve
only research which satisfics the
conditions of all applicable sections
of this subpart,

§46.404 Research ot {avolviag
grester than minimal risk,

HHS will conduct or fund
research in which the IRB finds that
no greater than minimal risk to
children is presented, only if the IRB
finds that adequate provisions are
niade for soiiciting the assent of the
children and the permission of their
parents or guardiaas, as st forth in

§ 46.406,

546495 Rescerel: involving greater
thme mintmal risk but presentiog the
prospect of direct benefit o the
fucividoal sublects,

HHS will conduct or fund
research in which the IRB finds that
more than minimsh risk to children is
presented by an intervention or
procedure that holds out the
prospect of direct beneiit for the
individual subject, ur by o

monitonng procedure that is likely 1o
coutribute to the subject’s well-being
only if the IRB finds that:

() The risk is justified by the
anticipated benefit 1o the subjects;

{b} The relation of the anticipaied
benefit to the risk is at least as
favorable to the subjects as that
presented by available alternative
appronches; 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.

H46.406 Resecarch involving greater
than minimal risk and no proapect of
direct beneflt to individual subjects,
but likely to yield generaiizable
knowledge about the subject’s disorder
or condition,

HHS will conduct or fund
research in which the IRB finds that
more than minimal risk to childrea is
presented by an intervention or
procedure that does not hold out the
prospeci of direct benefit for the
individual subject, or by «
monuorning procedure which is not
fikely to 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 experiences to subjects that
are reasonably commensurate with
thase herent in their actual or
expected medical, dental,
vsychological, social, or educational
situations;

{c) The intervention or procedure
i3 likely to yield generalizable
knowledge about the subjects’
disorder or condition which is of
vital imporiance 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, ss set forth in § 46,408,

§ 46.407 Research mot otherwise
npprovable which presenis an
epportunity to understand, prevent, or-
alleviate 8 serious problem affecting
ibe kealth or weifare of children.

HHS will conduct or fund
research that the IRB does not
belisve meets the requirements of -
4§ 46.404, 46,403, or 46.406 only if:

(a) The IR B finds that the research
presents a reasonsble opportunity to
further the undersianding,
prevention, or alleviation of a serious
problem affecting the health or
welfare of children; and

(b) The Secretary, after
consultation with a panel of experis
in pertinent disciplines (for example:
science, medicine, 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, 46.405, or
46.406, 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 the health or welfare of
children;

(i1} The research will be conducted
in accordance with sound ethical
principles;

(iii) Adequate provisions are made
for soliciting the assent of childrea
and the permission of their parents or
gusrdians, as set forth in § 46.408,

§ 46,408 Reqniresents for
penission by parents or guardians
and for nasent by children,

(a} In addition to the
determinations required under other
applicable sections of this subpart,
the IRB shall 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
zssent. 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 Jjudgment

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7
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inay be made for all children to be
involved in research under &

Fxparticular protocol, or for each child,
Was the IRB deems appropriate. If the

IRB determines that the capability of
some or all of the children is so
limited that they cannot reasonably
be consulted or that the intervention
or procedure involved in the
research holds out & prospect of
direct benefit that is important to the
heslth or well-being of the children
und 15 available only in the context of
the research, the assent of the
childrest is not & necessary condition
for proceeding with the research.
Even where the IRB determines that
the subjects are capable of assenting,
the IR} may still waive the assent
requirenent under circumatances in
which coasemt may be waived in
accord with § 46.116 of Subpart A.
(b} In addition 1o the
determinations required under other
applicable sections of this subpart,
the IRH shall deternune, in
sccordance with and (o the extent
that consent is required by § 46.116 of
Subpart A, that adeguate provisions
are made for soliciting the permission
of each child's parents or guardian,
Where parental permission is (o be
obtamed, the IRB may find that the
permission of one parent is sufficient
for research to be conducted under
$3 46,404 or 46.403. Where research
is covered by §8§ 46.406 and 46.407
and permission is to be obtained from

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

(c) In addition to the provisions for
waiver confained in § 46.116 of
Subpart A, if the IRB determines that
a research protocol is designed for
conditions or for 2 subject population
for which parertal or guardian
Permission is not a reasonabie
requirement 1o protect the subiects
(for example, reglected or sbused
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 children who will
participate as subjects in the resesrch
is substitvied, and provided further
that the waiver is not inconsistent
with federal state or local law. The
chioice of an sppropriate mechanism
would depend upon the nature and
purpose of the activities described in
the protocal, the risk and anticipated
beneflt to the research subjects, and
thair age, maturity, status, afd
condition. -

{d) Permussion by pareats or
guardians shall be docunmented in
acenrdance with and to the extent
requized by § 46.117 of Subpart A,

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

e,
~

determine whether and how assent
must he documented.

§ 46,409 Wards,

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

(1) Related to their siatus as wards;
or

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

(b) If the research is approved
under peragraph (a) of this seciion,
the IRB shall require appointment of
an adwvecate for each child whn is a
ward, in addition to any other
individual acting on behalf of the
child as gusrdian or in loco parentis.
One individual may serve as
advocate for more than one child,
The advccate shall be an individual
who has the background and
expericnee 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
15 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.
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HUMAN SUBJECTS

Minimum Criteria {dentiflying the

Visble Felus

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

RecisTer {40 FR 1 1854) reiating to the

protection of human subjects in
rescarch, development, amd rebied

activities supported by Department of

Health, Educanon, and Wetfare
grants and coniriacts, These
regulaiions are codified at 45 CFR
Part 46,

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

NOTICES

Eisewhere in this issue of the
FEDERAL R EGISTER, the Secretary
is amending 43 CFR Part 46 by,
among other things, adding a new
Subpart 8 to provide additicnal
protections pertaining to research,
development, and related activities
involving fetuses, pregnant women,
and in vitro fertilization.

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

The Secretary may from time to time,

taking 1nto account medical advances,
publish in the FeDERAL REGISTER

U.S. GOVERNMENT PKRINTING OVFICE

-

4% CFR 48

guidelines 1o assist in determining whether a e

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

purposes of Subpart B, the guidelines

indicating that a 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

more andd 3 body weight of 500 grams or
more

FEDERAL REGISTER, VOL 40,
AVUGUSET 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 1f such experimentation i3 conducted by or on behalf of
a DoD intelligence component. This procedure does not apply

te experimentation on animal subjects.

B. EXPLANATICON OF UNDEFINED TERMS

1. Experimentation in this context means any research or
testing activity involving human subjecfs that may expose such
subjects to the possibility of permanent or temporary injury
(including physical or psychological damage and damage to the
reputation of such persons) beyond the risks of injury to
which such subjects are 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.

.
Approved For Release 2004/09/09 : EIA-RDP96-00788R001500090010-7
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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 issued by the Department of Health and Human
Services, setting out conditions that safeguard the welfare of

such subjects,

2. DoD intelligence components may not engage in or ("
contract for experimentation on human subjects without appro- )
val of the Secretary or Deputy Sechtary of 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 2004-VQ?;I0924 CIA-RDP96-00788R001500090010-7



DEPARTMENT OF DEFENSE

PROCEDURES GOVERNING THE
ACTIVITIES 0F
2 DOD INTELLIGENCE COMPONENTS
THAT AFFECT UNITED STATES PERSONS

DECEMBER 1982

et
gl
Approved For Re Iease 2004/07/09 : CIA-RDP96-00788R001500090010-7
UMDER SECRETARY OF DEFENSE FOR POLICY

‘v,gf%x:!.ﬂ ol



PR + DoD 5240.1-R

j;- -PROCEDURE ~13.~ - EXPERIMENTATION -ON HUMAN SUBJECTS FOR -INTELLIGENCE PURPOSES

A APPLICARILITY

/ This procedure applies to experimentation on human subjects if such experi-
meutation is conducted by or on behalf of a DuD intelligence component. This
procedure does not apply to expevimentalion on animal subjects,

B. EXPLANATION OF UNDETINED TERMS

1. Experimentation in this confext means any research or testing sctiv-
\ ity involving human subjects that may expose such subjects to the possibility
of {permanent or temporsry ipjury (including physical or psyetological damage
and damage to the reputation of such persons) beyond the risks of injury to
which/such subjects are ordiparily exposed ip their daily lives.
AT :
2. Experimentation is conducted on behalf of a DoD intelligence com-
ponent if it is conducted under contract to that component or to another Dod
component for the beoefit of the intelligence component or at the request of
such a component regardless of the existence of a contractual relationship,

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

such person is a United Ststes person.

C. PROCEDURES ' d
R
fﬁ ) 1¢ Experimentation oo human subjegts conducted by or on behalf of a DoD

intelligence component may be undertaken oply with the dnformed.cagsent.of.the
subisesy ip.accerdanca-with.guidelines.issued by the. Department of Health.and,
Bupan.Services, seiliag-owi.conditions .that safeguard .the.welfare.obeguehesud-
JRCLS.

2. DoD intelligeace componguis may not engage in or contract for expexi- !
mentation on human subjects without approval of the Secretary or Deputy Secre-
‘tary of Defense, or the Senretary or Under Secretary of a Military Department,
as appropriate. ™

Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7
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gence components to state and local law en-
forcement authorities only when lives are en-
atogtred and only pursuant to a request by the
heed of 'such authority. Such reguests must b
spproved by the Serretary or Under Secretary
of the Army. Under these circumstances expuers
personnel may be provided to such ageney pro-
vided participation in law enforcement activi-
ties 13 limited as follows

(@) Only personnel with technical akills
not readily available to such law enforcament
anthorities, which can be utilized to preven!
death or serious injury, may be provided;

{b) Provision of such personnel will be
iimited 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 poraonncl are not used to ap-

pretend pereons who are suspected of com-

mitting, or who are about to commit, a crime,
ay

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

{3 Fuergency assisiaiee. In cmergency
situarions, where life is endangered, the request
requited in (1) and (2) above may be orad,
providaed that it is reduced to vriting and sub-
mitted to HOQDA(DAML-CIC) within 72 hours.
Where Ife is endangered, doabt as to {he lepal
ity and propriety of the requested assistance
nnder this procedore should Le rosolved in favor
of providing the asaistance.

4~-17. Procedure 17. Assignment of intelligence
personnel lo other agencies. a. Applicability
sl weope. This procedure applies to the as-
sigrment of DA intelligence personnel to other
apencies within the federal government. This
nroceduie does not apply to--

(1) Asgsignment to state or local govern-
sents, corporations or other private organiza-
(o,

(2} Assignment to another agency within
the intelligence comrinunity when pavt of the
purpose of the assignment is to gain experiencn
and knowledge abont the activities of the other
apeney. {Reporting or report in this context

4‘::v ;l /
'\:ZM)/ 2

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

b. Policy. Employees of Army inteiligence
components who are assigred to work for and
under the direction of another ageney of the
federal government will conduct themselves
for the duration of their ussignment as if they
were employces of that agency. Any responsi-
hilities to provide information to or services
for TYA will he stated expressly and made a part
of the terms of the assignment.

¢ Hrocedures.

(1) Agsignment of employees of Army in-
Lelligence components to oither agencies within
the federal government is governed Ly DOD
Directive 1000.17. The memorandum of agree-
meitt concerning such assignment and vequired
by subsection D(B) (e {1} of the Directive shall
include.--

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

(&) A statement delineating the em-
ployee’s responsibilities, if any, for reporting

to the DA aboutl maiters that come to the em-

poyer's ateention while on assignment outside
the Departnrent.

(2) Other than is permitied by the terms
of the memorandum of agreement pursuant to
DoD Direetive 1000.17, an employee of an Army
wielligenee component o assignment to an-
other ageney of the fedevul government may not
report to any Army component the operations
or personnei of the agency to which the em-
ployer is assigned.

(3) Aftzr completion of an assignment to
another agency of the federal government and
refuin to DA, an employee remaing under the
same restrictions, ay to reporting, that applied
when the employee was on such agsignrent.

2-18. Procedure 18, Experimontiation on human
subjects. a. A pplicebility and ceope,

(1) This procedure applics te experimen-
fation on human sabjects if such experiinenta-
vion is conducied by or on Lehalf of any Army
intelligence component. Thiy procedure does not
apply to experimentation on animal subjects.
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s reasarch, development, or relsted setivity that
. fay expose an individual to the poasibility of
injury (including physical, psychological, or

weial injury) that increases the ordinary risks
of daily tife for the subject (Undduding the ree-

el
e

or fleld of servicel, or that temporarily ad-
vergely affects a person’s mental or phvsical
condition.

{3} Experimentstion is conducted “on be.
I of” an Army infelligence componens il it is
conducted under contenct to that component or
te snother Army component for the henefit of
the intelligence coraponent, or at the vequast nf
such o component regardless of the existense
{ & eontractual relationship,

3

o]

teiilrenge ]
(o} Any functions in support of the
callection and production intelitpence; or
(d) The vonduet of apec.n] activities by
the military services in armed confliet or to
miiitary deception operations targeted, for mil.
tary purpuses, against a hostile foreign power,
{2) Comspirucy inm this context has the
same meaning sz o the eriminal law context
amd requires an overt set Neither the fesm
“assassination” ver the ferm “conspire” in-
clude milifary or civian messures agoinst on-
going internation:d terrorist sctivities (which
iz 2 defined term (see glossary) and shonid be
construoed strictly), siveraft hijackings, or in
response to danger of substantial physical harm

4 {4) Humsan subjects in this context in- 0 any person. Tiese ferms do not spply io

‘ rludes any parson roguarcless of whather the activns of the mil ary services in the execu-

person qualifies as a US person. tion of lawlully ordered rilitary operations.

‘ G, Policy. Army intelligence components touy « ., 3 ﬂzgﬂ{:m:ﬁ.:g and ?:rsnﬁlvimﬂ}' at_tafimvmfwﬂ ﬁ!
“ conduct experimentation on human rubjects lu?? ”’;em“? “”fﬁ ?'s,f;;‘.}{’{‘,.i%i?!‘!t&i!(?3353'1‘, inforaintion

K anly when an important foreign intellivence or g“mffr e ;a’nd m‘*}{m;jtw %”V,n'ms periormed 2-
: : by diplomatic and wmilitary altache personnel

1 purpese is to be served, only after the in
formed consent of Lhe subjeet has heen obnined
in writing, sud only in accordance with sido-
finea issued by the Department of Hewlth and
Human Services setting oui conditions that
safeguard the welfare of the subjccts, and sther
aoplicable regulations,

¢, Procedure, Army irtellivence ct:r:rm)anmtsﬁ

abrond.

(4} Preduction of intelligence mesns the
process of developing “intelligence products”
which is a defined icrm. {sve glossars).

() Special activilles mean activities con.
ducied abroad in rupport of national foreign
policy objectives that are desipned to further

afficial US programs and policies abroad; thet
are planned and exceuted so that the role of the
United States Government iz not apparent, or
acknowledged publicly and functions in suppOYt
of sueh activities, bat not inchuling diplomatip

. imay not engage in or contraci for experimon-
tation on human subjecls without prior ap.
wroval of the Secretary or Under Secvctary of
the Army.

. . s and military atiuche activities or the eolleetion g ¢
“ ;:w ;*Faceﬁxure 149, Speeial ac!,nv;txgr;. a. Ap- 0 production of intelligenve or related sup. §
i Micability and scope, e pori Ninctions. ' # prew,
i {1} This procedure applies to the conduct (8) Support, when used in this context
‘ axut gupport of special %ctzvitigs by Army intel-  means the provision of assistorce in the form wer
| ligence components, This procedure also applies  of transportation, training, supplies, equipmen gt
d to other Army components that provide support o expert personnei, g
. v special activities conducted by Dol intel b. Policy. No Army intelligence compoegt

ligence components and other agencies within will rvz\x“tiéziIssate? in the ﬁmm;ﬁt ”, mtpmyfnw

tu Intelligence Community. These procedures spacinl aclivities, Mo other Army één;pgn “t

46 Aot apply 10— will provide support for apecial sctivitics o di,
g (a) Diplomatic or military attache se-  upon the specilic direction of the Seeretapy 4
. tivities conducted by DOD, Under Secvetary of the Army and the Seﬁyreg’éﬁ ¥
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US4 LUSCOM Regulation 15-3 46 February 1984

Boards, Commissicns and Committees
HIiGH PERFORMANCE REVIEW PROCEDURES

c 1982 and 1983, sn keeping wich the US Army Intelligence and Security

emand  (INSCOM) goal of "ﬁxtranrdiwary performance,” and secking to move the
command  to a level which exceeds cornonly deflined pPaArametery of rerformance,
i INSCOM conducted gz study of hiph performing organizations and programs in
publie and private sectors. Savaral*temhnologi&s, niNagenent tzchniqueg,
fraining experiences and programs ware identified for further evaluation wirh

“peTL o thelr notential Lo contribure g the devolopment of extraorvdiinary
igoal and ynis performance wichip the Command, This regulaczicn wontaing
HECON policed and  euidance for thai eévaluation, 2stablisheg procedarey fop
The use of INSCOM Personnel ag voiuntesrs 1p eviiuatinrg and impiementﬂng high
performing human systems and provides fuldance for comearders and supervigors
fi further Implementing and evaluating thoge high performing humag gystens.
Sapplementation of £his repulatior is rermitted oaly afror prior approval hag
Lren ebtained from this Headquartarm, ATTN:  TXSJA.
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¢ i ' Chapter 1

GENERAL INFORMATION

1~1. Purpose. Thig regulation countains INSCOM policies and guldance for the
evaluation and implementation of high performing human systems within the com=

4. Promulgates procedures and guidance for the use of INSCOM personnel
as volunteers 1in the evaluation of high performing human systems;

b. Establishes and lnplements a review process which 13 conslstent with
AR 70-25;

¢. Insures the continued evaluation of IN%COM activities to assure that
the provisions of AR 70-25 are being followed:

-

d. 'Establishes procedures to ohtain d‘health hazard assessment prior to
approving an INSCOM protocol 1ssued as required herein; and

e. Promulgates INSCOM rolicies and procedures to agsure that INSCOM come
ponants do not engage in or contract for experimentation on hunman subjiects 1in
violation of Procedure 13, AR 381«10.'

1-2, Applicability. Thig regulation applies to all elements of the INSCOM,

% 1-3. References.
a. AR 70-25, Use of Volunteaers ag Suhjects of Research.
b. AR 38i-10, Us Aramy Intelligence Activities.

¢. AR 70~31, Standards for Technical Reporting.

-4, Scope.

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

b.  The procecures, policies and guidance contained in this regulation
pertaln to the following:

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

(2) 1Inclusion of human subjects, whether as the direct or indirect
object of research, regardless of the level or risk {nvolved, 1in the develop~
ment, testing or stucdy of matters assocfated with the missions and functlons of

1-1
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the INSCOM, or the application of non-tradirional ideas and technologies In
achieving high prerformance of human resourceg.

(3) The investigation of programs and technologies to enhance organ-
lzational and {ndividual excellence where such investigation involves the in-
clusion of human subjects as thetr object.

1~5. Exemptiong.

a. Research, testing and studles {n which human gubjects are involved in
one or more of the following categorieg are exempt from this regulation.

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

e

(a) Responses are recorded Ln%such a way that subjects canrot
be identified directly or indirectly.

(b) The subject's responses, {f they become known, would r.t
place the subject at risk of eriminal or civil l1ability or damage the suh~
Ject's financial or social standing or employabllity.

(e) The activity ’does not deal with sensitive aspects of the
subject's own behavior, such as 11legal conduct, drug use, sexual behavior, or
use of aleohol.

(2) Research which involves the use of educational tests, provicad
the data is recorded in such 4 way that the subjects cannot be identified di-~
rectly or indirectly.

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

(a) Regular and special educational strategies,

(b) The effectiveness or the comparison amonug 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 activities from this regulation, even where such
activities may be exempted from other simi{lar regulations or directives, shall
Not be conslidered valid for INSCOM purposes unless and until eonfirmed by the
INSCOM Human Technology Review Board as prescribed elsewhere in thig regula-
tion.

i-2
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‘ Chaptar 2
RESPONSIBILITIES

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

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

a. Insuring that the provislons of this regulation are instiltutionalized
into their organizational procedures and practices.

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

2-3., INSCOM Human Technolopy Review Board (HTRB). The INSCOM HTRD is respon-
sible for =-

a. Observing written procedurds for the following:

(1) Infcial and continuing review of research, including the reports
of findings and actions to the Investigator and the approving offilclal.

{2y Determlnation of those projects which must be -
{a) Reviewed more often than annuvallyv.

(b) Verified 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-
search, and to the HTRB and approving officlal of unexpected problems involving
risks to the subjects or others.

b Insuring that changes 1In approved projects (during the perlod for
which approval has alrezady been gilven) are not initiated without HTRB review,
except to eliminate {mmediate hazards to a subject.

c. 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 receive the approval of a majority of those members ‘present.

d. Reporting to the CG 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 studles 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
eash investigation, as appropriate.

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

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

(23 Require additlonal safeguards.

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

2=4. Chairperson of the HIRB. The DCSPFM is designated Chalrperson and a rag-
ular member of the HAIRE and 1s responsible for chairing HTRB meetings, keeping
the CC {nformed of HTHEB activities, %Pd recommending approval/disapproval of
HTRB regular nmembers to the CG.

*

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

his staff to be the Executive Secretary of the HIRB. The Fxecutive Secretary
of the HTRB ig responsible for ~-

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

b. Preparing and distributing the agenda for each meeting to all HTREB
nanbers. .

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

2-6. Regulatr HTRB membership. The INSCOM DCSOPS, DCSPER, DCSSYS, SJA, Command
Chaplain and DARCOM LNO, are each responsible for nomination of an individual
to serve as a regular member of the HTRB. Nominees may be from their respec-
tive staffs, subordinate command functional counterpart staffs, or may be the
nominating element head. Nominations will be submitted to the HTRB Chalrperscn
(DCSPPM) for approval/disapproval by the CG. Nominatlons may be by letter, DF
or message, and will contain the information required by paragraph a, below.

a. Nominees will he identified by name, earned degrees, current position
and duties, and experience, such as board certificacions and licenses., The 1o~
formation in the nomination will be complete enough to describe each member's
chief expected contributions to HTRB reviewc.

2~2
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' b. Nominees will normally be military officers in the grade of 0-3, or
above, or civilian employees, G5~13 or above. Nominees will have diverse bhack-
grounds to insure thorough review of research studies involving human wvolun-
tcers as research subjects. Nominees should be of varied raclal and cultural
backgrounds. Nominees should have displayed sensltivity to guch 1ssues as com-
manity attitudes, and respect for advice and counsel and for the rights and
welfare of human subjects.

¢. Confirmed nominees will serve as HIRB members for an indefinite term,
and will be expected to have final authority to speak on behalf of their activ—
ity.

2-7. Ex officio HTRB membership. The incumbents of the following positions
will saerve as ex officlo, non-voting members of the HTRA:

a., Chilef, CENTEX.

be. *Command Psychologlst.,

¢ 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 Cryptologic Affalrs.

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

2-9, Principal investipator. The principal {nvestigator for each project
covered by thisg regulation is respongible for --

a. Maintalning adequate records on the following:

(1) Recelpt, storage, use and disposition of all Investigational ma-
terialgs and devices.

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

({3} Volunteer agreement documents. '

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

c. Promptly notifying the approving authority, through the TNSCOM HTRB,
of any adverse effects caused by the regearch.

2-3
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d. Insuving that the vesearch has been approved by the proper authority
and the INSCOM HTRS before starting, changlng or extendling a study.

e. Inguring that all subjects, including those used as controls or thelr
rapragsentatives, are fully iInformed of the nature of the research to include
potential risks to the sublect.

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

g. -Inguring that volunteer recrulting teams are briefed as to the nature
of the research and the ethical principlies in this and related regulations.,

2-10. Members of volunteer recrulting teams. Members of volunteer rvecruiting
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 nedical monitor of each project is responsible for
and is hereby delegated the authority to terminate the effort if =-

a. Suﬁjects are at risk of life or limb.

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

y 2
Approved For Release 2004/07/09 : CIA-RDP96-00788R001500090010-7



4>

- ih
g
b,

1

~ Approved For Releasé 2004/07/09 : 'CIA-RDP96-00788R001500090010-7

24 February 1984 USAINSCOM Regulation 15-3

0

Chapter 3
POLICIES

3-1. General. Experimentation Involving human technology or human subjects
conduc£Z§“E§”%r on behalf of any INSCOM component may be undertaken only with
the informed consent of the subject, and in accordance with guldelines jssued
by the Department of Health and Human Services (DHHS), setting out conditions
that safeguard the welfare of such subjects. The provizions of this regulation
congtitute INSCOM implementation of thosue guldelines.

3-2. Approval. INSCOM components may not angage In or coutract any research
cr testing invelving human subjects without advance approval through the INSCOM
HTRB by an INSCOM approving off{cial, or higher level official, where appropri~
ate. This approval 1s required rvegardless of the degree of risk involved.

3-3. Risk determinations. The INSCOM HTRB will render all risk determinations
repgarding INSCOM research or testing fnvolving human subjects.

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

3~5. Moral, ethical and lepal concepts. The moral, ethical and lagal concepts
on the use of human subjects will bte followed as ocutlined {n this regulation.
Voluntary consent of each human subject is essentfal. Military personnel are
not subject to the Uniform Code of Millvary Justice (UCMJ) for choosing not to
take part as human subjects.

-
.

3~6. Fully informed subjects. Only perfoas who are fully informed and volun-
teer to take part may be used as huaman gubjects 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 aon~US citizen human sub=—
jacts. ‘

3-8, Use of prisoners of war and detalares. The use of prisoners of war and
derainees as huwman reseatrch subjects is prohibited.

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

3-10. Stated objectives. Fach project will be designed to achieve its stated
objectives. The propused number of subjects will be the ainimum nesded to in-
sure that statistically significant resulls are obtained. -

3~311. Physical and mental suffering. Fach project will be conducted in such a
maaner as to avold unnecessary physical and mental suffering. Preparations

3-1
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will be made and adequate faclilities provided to protect the subject and in-
vestigators against all foreseeable injuries, disabilities, or death. A pro-
ject will not be conducted if any reason exists to believe that death or injury

will result. The degree of potential risk will never exceed the expected bene-
fits of the project.

3-12, Qualifications of investigators. Only persons judged qualified by the
appropriate approving authority will conduct human subject studles. The physi-~
cian responsible 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 deatli may result.

3=13., Minors. Minors may not be involved as human research subjects without

S

advance approval in each case by the INSCOM HTRB.

4«14, Recruiting of volunteers. Volunteer.yecuiting will be accomplished by
personnel responsible for the conduct of the particular project, or as othes-
wlse spacifically approved by the INSCOM HTRZ.

3-1%. Protocol guldance.

a. Each approved protocol willtbe reviewed at least annually and oun a
continuing basis as determined by the INSCOM HIRB. Annually means once each

L2-month period. »

. The deecision 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 ia-
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 prescribed in

AR 70-31 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 regearch 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, {is required, Information
coples of material forwarded for approval will also be furnished to the office
above. These will include as a wmlnimum, two coples of the protocol, a copy of
the volunteer agreement and all minutes of INSCOM HTRB meetings veviewing the
proposed project.

4-3. Informed consent. Subjects will be given adequate time to review and un-
derstand all informarion before agreeing to take part in a project. The volun~—
teer agreement documents will be written in language that is easily undevstood
by the subject. The documents listed below will be discussed with each subject
befove hig or her acceptance.

»
a. The Volunteer Agreement (appendix C).

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

4-t, Minimum standards. The laws, customs and practices of the country iIn
which the research 1s conducted will take precedence ovex procedures required
Ly 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 outalde the U5, re-
gardless of the laws of the country in which the effort 1is being undertaken.

4%, More than minimal risk. When it has been determined that the risk In a
human subjects study 1s more than minimal, then advance approval 1s required
through HQDA (DAMI-CI) by the Secretary or Under Secretary of the Army. In ad-
ditien, a medical monitor shall be recommended by the INSCOM HTRE and approved
by the CG.

b=-6, gpn§£ggggiimgg_vendors. Contractors or vendors holdlng approved DHHS

ascurance of compliarce shall be considered in compliance with this regulation.
Ta the absence of such an assurance, a speclal assurance will be nepotiated

=1,
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with the contractor or vendor. 1In all cases, however, the INSCOM HTRB must ap:
prove the INSCOM participation in or utili{zation of such contractors or ven-
dors.

4~7. Requesta for exceptions. Requests for exceptlons to this regulation will
be submitted to the INSCOM HIRB Chailrperson (DCSPPM) with full Justification.

4«8, Expedited review categories. Categories which may be processed in the
expedlited review procedures are as follows:

a« Recording of data from subjects who are 18 years of age or older,
using non-invasive procedures routinely employed 1in clinfcal practice. This
category does not include exposure to electromagnetic radiation outside the
vigsible rangs {(e.g., X-rays, microwavea). 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-
vacys

(2) Such procedures as -~

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

b. Voice recordings made for research purposes such as investigations of
speech defects, improvement in language utitization, etc.

c. Moderate exercise of healthy volunteers.

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

€. Minor changes in previously approved recearch during the period for
which approval has been authorized,

49, Expedited review procedures. Under an expedited reviow procedure, tho
HTRB Chairperson, or one or more HTRB revicwors designated by the chairperson,
may carry out the review. These reviewers may exercise all of the authorities

4-2
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of the H'\T‘RB except that of disapproval, which may only be exercised as pre-
seribed elsewhere in this regulation.

a. When the expedited review procedure is used, the reviewery will fur-
nish complete coples of all thelr actions and related materlals {e.g., research
plan, protocol, etc.) to all other members of the HTRB. The HTRS Chafirperson

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.

b=
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Chapter 3
INSCOM HUMAN TECHNOLOGY REVIEW BOARD ACTIVITIES

5-%1. Composition of the HTRB. Mexbership in the INSCOM HTRB will consist of
the chalrperson; at least six other regular members, appolnted by the CG from
smong the nominations subaltted 1o accordance with paragraph 2~6 and 2-3,
sbeve, or from other sources; an exscutive secretary; and such other ex officio
and ad hoc wembers as prescribed in chapter 2, above., One regular member will
be not affiliated with the INSCOM and not part of the lmmediate family of a
person affiliated with the INSCOM.

£-7, Ceneral eriteria for membership. At least one member of the HTRB will be
from a profession/position/activity primarily concerned with the welfare of hu-
man persons. At least one member will be non-sclentific, such as a lawyer,
sthiclst or member of the clergy. THE INSCOM HTRB may invite persons with spe-
cial competence to assist In the review of complex issues that require exper—
tise beyond that available on the HTRB. These persons normally will not vote,
unless he or she iz 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 re-
sponsibllity to determine 1f a proposed activity is acceptable. Acceptabllity
wiil be in terms of Army Hedical Department (AMEDD) commitments and regula~
ttons, applicable law, standards cf conduct and practice, and with full congid-
eration for the particularly sensitive nature of the INSCOM's role as an intel—
lipence component.

+
&

a. At least five voting members will be requlired to constitute a quorum
at cach committee meeting.

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

e

5-4. Avelding possible conflicts. ol inrerest.

a. Except to provide Information requested by the HTRB, no TNSCOM HIRB
menber may take part in a review of any project which 1s sponzored by that mem=—
ber's organization or office of employment or assignment, or in 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
approving official may not approve research for which he or she is also a prin-
cipal or associate investipator. A higher echelon of command wust review and
approve such projects.

5-%. Criteria for INSCOY HTRB approval.

a. In evaluatling the risks and benefits for projects under considera-—
t1on, the INSCOM HTRB should consider only those that wmay vesult from that

Sl
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particular project, unless a clear linkapge has been established to other pro-
Jects.

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

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

{a) Consistent with sound investigaticn design and do mot unnes~
essarily expose subjects to risk.

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

(2} Risks to subjects are reasonable In relation to =--

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

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

(a) The purpose of the Investigation.

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

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

(6) The protocol takes adequate provisions for monitoring the data
collected to Insure the safety of. the subjects. )

(7) Adequate provisions exiat to protect the privacy of subjects aund
to maintain the confidentiallty of data when appropriate.

5«6, Speclal considerations of sensitivity. Some or all of the subjects may be
vulnerable to special considerations of seusitivity because of past assignments,
affiliations, ets. In such cases, additlonal safeguards will be {included to
protect the rights and welfare of these sublects. in no instance will the
TNSCOM be a party %o any research which involves the use of persons with acute
or severe physical or mental illness, or those who are economically or educa-
tionally disadvantaged.

5-7. Suspension or termination of a project.

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

5-2
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iﬁ@ (1) 13 not beling conducted according to the HTRB's requirements.
(2) Has 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 actlon, and will be reported within 24 hours to the
principal investigator and the approving officlal. '

Y=fi. Records.

AT ST

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

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

{2) Minutes of HTRB meetings showing attendance; actlicns taken by
the THSCOM HTRB; the vote of these actions, including the number of members
voting for, against, and abstaining a decision; the basis for requiring changes
or disapproving a project; and a written summary of the discussion of contro-
verted {issues and their resclution.

: (3% Records of continuing reviow activities.
™ (4) Copies of all correspondeance befween the HTRB and project inves—
tizators.
LJ
(5) A current list of HIRB members.. Members will be ldentified by
rama, earned degrees, representative capacity and experience, such as board
certifications and licenses. The information will be complete encugh to des-
crite each member's chief expected contributions to HTRB reviews. Any employ—
ment or other relationship between members and the INSCOM will be noted.
(6) Written proaedures,kincluding agendas, expedited rveview proce=-
durss, etc., for the HTRB.

(7) Statements of significant new {indings.

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

53
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| APPENDIX A
TERMS AND ABBREVIATIONS
Secticn I ~ Terms
A-1. Approving official., The INSCOM Commanding General, Deputy Commander, In=-

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

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

A-3, 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 assoclated with this meaning that distinguish be~
tween the' legal valldity of such agreements" are subject congsent, permission,
and assent. These terma are defined below.

8. 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~

sent pettains only to adults whe have not lost their legal capaclty to consent.
L]

be Permission, Agreemegt by a "legally authorized reprasentative” for
taking part as a human subject of another person who does not possess gutonc~—
mous legal capacity to consent in his or her own behalf. A legally authorized
Tepresentative is a person or Judiclal body authorized under applicable law to

grant permission (also known as third=-party consenty.

C. éﬂﬁﬁﬁﬁ' The affivmative agreement to take part as a human subiect by
2 person not possessing autonomous legal capacity to cousent in his or her own
behalf, but who is capable of understanding what {is propoged and able to ex-
Press an opinion as to willingness to participate. Assent is concurrence in
what 1s proposed, but is not a substitute for subject consent because, unlike
tonsent, assent has no legal effect.

A-4. Experimentation. Any research or testing activity involving human sub-
Jects that may expossz such subjects to the possibility of permanent or tempor-
ary injury (including physical or psychologlcal damage and damage to the repu-
tation of such persons) beyond the visks of Injury to which such subjects are
ordinarily exposed in their daily lives.

A-5. Expedited review procedures. Those procedures used In research inveiving
no more than minimal risk and those used for minotr changes in approved investi-
gations. These procedures minimize time required for review.

A=, Health care practitioner. An individual trained to {nteract with pa-
tients to provide diagnostic or treatment procedures within established profeg-
sional standards.

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

A~8. Human Technology Review Board (HTRB). A body set up to provide I{nitial
and continuing review of recsearch lnvolving the use of human subjects. HTRB
fulfills all the functions of a human use committee ag desceribed in AR 70-25.
It is fundamentally similar to an Institutisnal 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 iIn research s vested in comnanders. 1In the INSCOM it is vested
in the CG, and has been delegated to the DCG-I and DCG~S for matters under
thelr respective functlonal control. Appfoving of ticials act on recommenda~-
tiong of vallidly constituted HIRBs. Outslde DOD, IRBs tend to be vested with
this authority.

4~9. Legally authorized representative. A person or judieial 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 wmoniter. This person is a milifary or UDepartment of the Army
civilian physician who 1s responsible for ,observing human subjects during the
conduct of rasearch, -

A-11. Minimal risk. When used in the concex: of this regulation, this means
that the risks of harm anticipated in the proposcd research are not greater,
considering probabllity and magnitude, than those ordinarily encountered in
daily 1ife or during the performance of routine physical or psychological exam-
inations or tests. "

£=12. Principal investigator. A person, regardless of title, who is primarily
responsible for the actual execution of the research.

4=13, Protocol. The written, detalled pilan by which resecarch is to be con~
ducted. The plan contains, as a ninimum, dliscussion of =

#+ The objectives of the project.

b. The information to be collected.

c¢. The means by which it will be collected and evaluated.

d. An assessment of poteuntial risks and benefits to subijects.

A=
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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 coantribute
to genégafmﬁﬁgaledge concerning military or intelligence problems. The term
does not include individual or group tralning of personnel such as combat read-
iness, effectiveness, proficlency or fitness exercises. This definitlion {is
unigue to this regulation and is not intended to identify an effort for funding
under appropriations intended for Research, Development, Test and Evaluation
{IKDTE) . "Research” ia the sense applied in this regulation will be funded
according to the project, effort, stc., to which it applies.

A-13, Research and development. Any sclentific iInquiry, investigation, orv
validation performed or directed to test hypotheses or develop corcepts con-
cerning physical or bilological principals or laws. Research s a nmajor explor-
ation of the unknown and contains unprediétable elements. Developnent jusually
{s confined to the qualification or elaboration of known principals.

A~=16., Systematic Investigation. A formal iInquiry penerally described in a
prococol 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-therapeutic inguiries intended only to evalu-
ate individual progress or responglveness to tralning or therapy.

A~17, Test and evaluation. An effort or assessment to. validate proposed or
existing standards or concepts of performgnce, either of humans or of materlal.

A-18. Test participants. Huomans directly involved in test and evaluations,
but who are not themselves the direct object of such activities. Generally,
test particlpants are not regarded as recelving any direct benefits as a result
of their participation in the test (for example, a new doctrine or training
concepe .
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- Abbreviations @

Department of the Army Assistant
Chief of Staff, Inteliigence

Army Medical Department

US Army Research Institute for the
Rehavioral and Social 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
Personnal

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

The INSCOM Deputy Chief of Staff
for Bperaclons

Department of Health and Human Services

The INSCOM High Performance Task
Force (no longer constituted)

The INSCOM Human Techuology Review Board

1S Army Intelligence and Security
Command

Major Army command
The INSCOM Staff Judge Advocate
The Surgeon General of the Army

Unlved States
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APPENDIX B

FORMAT FOR PREPARATION OF A RESEARCH PROTOCOL

Section I
GENFRAL INFORMATION
1. Project title. (Enter complete project title = if this iz an amendment to

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

2.  Investipators.

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

b.” Associate ZInvestigators. (Identify all assoclate {investlgators and
area of the project for which each is responsible. Include full name, rank,
title, organization and telephone number for each).

3. Locatlon of the profect. (Identify all locations at which the project will
be carrled out and specify which portlons will be done at each loeation and who
1s the point of contact at each location. Include telephone number for POCY.

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

Section II

INTRODUCTION

L

5. Synopsis.
2. (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 1{st and brief description of safety measures for human sub~
jects Involved in the project).

6. Medical application. (Explain briefly the medical importance, {ncluding
psychological considerations, and possible usefulness of the proiect),

7. Objectives. (State briefly but specifically the objectives “&f the pro=-

ject. Include items below, where applicable).

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

B-1
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b. Technologles to be employed. (List tte generic technologies 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 ia the proposcd
area of study and describe how thls project will relate to, differ from and/or
advance that which has already been accomplished).

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

10. Authority. (Cite the specific authority for the INSCOM to engage in this
projegi. Indicate date of approval, and if not yet approved, indicate specific
approval authority needed for this project. "= Ildentlfy any FOC in approval au-
thorlity's organizatlon with whom coordination has been effected.

Saction 111
- PROTOCOL PLAN

3
11. General approach.

-
.

a. (Outlline expected accomplishments In sufficlent detall to show a clear QE
course of action). :

b. {Include discussion of the technological validity of the proposed re-
search procedures). :

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

12. Project subjlects. (Give as a minimum the information below).

a. Number of subjects. (Indlcate the total number of subjects expacted to
complete the study).

b. Age range.

SRS, -

c. Sex.

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

e. Diagnostic criteria for entry.

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

B-2
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g. Exclusion criteria. (Include a complete list detailing the subjects,
discases, medicationa, etc., which constitute the criteria for exclusion from

the project).

e Source of subjects. {Describe briefly where subjects will be ob-
tained).

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

1. Subject assessment. (Describe the methods used to assign or allocate
the object of this research to particular subjects).

k. Risks and benefits. (Discuss the analysis of risks and benefits to
subjects and to those conducting the research). :

1. Minimizatlon of risks. (Discuss the precautions to be taken to mini-
mize or eliminate risks to bubjecrq and those condu»ting the research),

m. Corrective actions. (Describe hypothesized adverse reactions and cor=
rective actions expected to be taken 1f guch adverse reactions 0CCUr ),

ne Special equipment. (Describe any specfal medical or nursing care ot
agquipment necded for qubjects admitced to the project).

13. Project technolcgles.

-
-

e (State the complets aame and description of all technologles to be
used, Including procedures for thelr application).

e (Id&ntify the source of all technologies and related ltems, devices,
etc. Lis all coaponents and manufacturing and quality control plans/
procedures, where applicable).

c. (ldentify the methodology for application, If different from procedures
degscribed above).

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

a. (Describe 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 Feood, Drug and Cosmetic Act applies).

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

l4.  Evaluations made during and following the project. (A project schematic

may be included, or the ltenms may e llsted as indicated helow. In either
cagse, it 1s important to ldentlfy the person who will perform each evaluation).

B3
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a. Speclmens to be collected.

{1} Schedule of collections.

(2) Evaluations to be made on specimens.

(3) Storage. (If appllcahle, state where and 1if speclal conditicns
are required.)

{4} Labeling and gégppsiqiggf

(5) Laboratories performing evaluations.

{6) Special precautions.

b. Clinical/behavioral asséssmentgf (Include how adverse effects are to
ba recorded).

¢. Vizal sipgns. (State when desired and the frequency).

e et

d. Follow-up procedures.

L]

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

f. Methods used for data collection. (State critical measurements used as
end polnts to characterize safety, efflcacy or equilvalency). .

15, Departure from protocol for indlvidual subjects.

a. When allowed. (Use flexible,, but definite criteria. If none is to be
allowed, so0 state).

b. Who will be notified. (Include both those regarding the individunl
subject, 1f appropriate, and those elsewhere within the INSCOM. Must notlfy at
least the HTRB). '

16. Adverse reactions. (Must correlate with paragraph 1lZm, above).

a. Definition of subject reactions,

b. Immediate reporting procedures.

¢s Routlne reporting procedures.

d. Potential post-project adversec reactions.

B4
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Section 1V
ADMINISTRATION

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

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

19. Publications and reports. (Describe wuse, including potential restrie~-

<tiong, of information and publications and reports avising from the project).

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

21. Medf{cal monitor. (State the name and telephone number of medical monitor,
whan applicable),

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

(Signature) , 7
(Name, rank and organization of person submitting protocol)
L]

(Signature) _
(Name, rank and organization of principal investigator)

(Signature)
{Name, rank and organizatlon of approving official)

Attachments

A ;“§§0pagad Volunteer Agreemant

B - Proposed Explanation Portion of the Voluntear Agreement

C - Revlew of Scientific and Human Research Issues (1f applicable}

D - Blographic Sketch of principal and assoeciate investigarors

B-5
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APPENDIX C
VOLUNTEEK AGREEMENT
Part A
1 » having attained my efghtesenth

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

s and

under the directien of

L4

The implications of my voluntary partlcipation; the nature, duration and
rurpose, and the methods and neans by which {t 13 to be conducted; and the inpn-

Conveniences and hazards to be expectad have been thorcughly explained to me hy
» 4nd are set forth in Part B of this

Agreement, which I have signed. I have been given the opportunity te ask ques~
tlong concerning this lavestigative study, and any such questions have been
answered te my full and complete satisfaction.

I understand that I may at any time during the course of this Investigative
srudy revoke my consent, and withdraw From the study without prejudice; how=~
ever, I may be required to undergo certain further examinations, 1if, in the
cpinfon of competent authority, such examinations are necessary for my health
or well belng.

Slgnatuve 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 rhe project and the place where it is to be
conducted). :

2. Principal investigator. (Must agree with the protocolj.

3. Discussion. (A statement that the study invelves research. An explanation
of tﬁzw;GEEEEZ'of the study and the expected duration of the gubject’s particl-
pation. A descriptlion of the procedures to be followed. An identiffcatlon of
any experimental procedures. A statement giving information about prior, simi«
lar, or related studles that provide the rationale for this project).

4. Risks or discomforts. (A description of any reasonably foreseeable risks
or discomforts to the subject).

1

5. Benefits. (A description of any benefits to the subjlect or to nthers that

B

may ?Zgganabiy be expected from the study).

6. Alternative procedures. (A disclosure of proper alternative procedures or
courses of treatmen:z, if applicadle, that might be advantageous to the sub=-
Ject).

7. Confidentiality of records. (A staté%ent describing the extent, if any, to
which confldentiallty of records ILdentifying the subject will be maintained.
Also, if more than a minimal risk 1s involved, a statement that authorities
outside the US may lnspect 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 fnjury tc the subject).

9. Voluntary participation. (A statement that --

a. Particlpation is voluntary.

h. Refusal to participate will involve nc penalty or loss of benefizs to
which the subject is otherwise entitled.

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

10. Coumpensation and medical treatment. {(For a study involving more than min-
{mal risk, an explanatlon as to whether any compensatilon and medical treatment

D=1
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are available if injury occurs and, if so, what they consigt of, or where fur-
ther informatlion may be obtained).

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

a., A statement that a certailn treatment or procedure may involve risks to
the subject =~ or to the embryo or fetus if the subject is or may becowe preg-
nant -~ that are currently unforeseeable.

b. The anticipated circumstances under which the subject's partlcipation
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 deciaion to withdraw from the study and
procedures 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
gubject.

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]
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STATEMENT OF CONSENT
INSCOM CENTER LANE PRGJINCT PARTICIPANT
[AGPA-F~-5D Date:
1. {(8/CL-4/NOFORN) 1, o voluntarily accept assignment

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

8. (U) Armv Genernl Ccunsel ras deternined th»t  ICLP  constitutes
experimentation on human aubiects.  As required by Procedure 13 of Dol Directive
5240.1~R, approval for project activities has been granted by Jecretary of the Army.

b. (S/CL-%/NOFORN) The aim of ICLF iz to Jevelop highly skilled persomnnel who
are capable of conducting professioral level ‘ntelligence/counterintelligence
operations through use of peychoenergetic methodnlogy. Development of ICHP
personnel will be accomplished with special training based on mission requirements.

c. (U) Assignments in ICLP are governed by the sensitivity and degres of
expertise raguired for the position. T willi be assigned in accordance with wy
capabilities and cxperience, regardless of my rank or previous position. Due 1o
the neture of trainiug involved, the duration of my participation ig indefinite.
Records of my involvement will be available to project personnel, but otherwiue
protected urder project security measures.

d. (U) The primary consideration in nany caveer development or assignment
action will be ICLP mission and operaticonal +tequirements. I understand that
exemption, interruption, or delay in normag carveer development patterng~-such «a
breuch schooling &nd assignment opportunitive--may prejudice future promotion ard
assignment potential, I have been assured, however, that every effort will be wmade
to preclude the adverse effects listed above on my career.

2. (S8/CL~-%/NOFORN)  PSYCHOENERGETICS (PE) include various processes by which
individuals psychically interact with objects, locations, and organisms.

-
e

a. (U) There is no demonstrated visk of vpermanent or temporary injiury
(including physical, paychological and/or damsge 1o participants’ reputaticn) to
proiect personnel beyoed risks to which they would ordinarily be exposed in their
daily lives.

b. (U) I may temporarily chooue nct to perform PH at specific times, or
permanently discontinue participation without prejudicial effect,

WARNING NOTICh:
CENTER LANE SPECIAL ACCESS PROGREAM
EESTRICT DISSEMINATION T0 CHOSE WITH VERIFIED ACCESS .
CATEGORY (14
NOT RELSASKABLE TO FOREIGN NADIONALS

CLASEIFIED BY: CDR, INsCOM
DECL: OADR
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APPENDIX B

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

Psychological Test Descriptions
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APPENDIX B

Psychological Test Descriptions

1. The Minnesota Multiphasic Personality Inventory (MMPI):
Developed by S. R. Hathaway, Ph,D., and J. C. McKinley, M.D.,
The Psychological Corporation. The MMPI is designed to provide
an objective assessment of some of the ma jor personality
characteristics that affect personal and soclal adjustment. The
point of view determining the importance of a trait inm this cage
is that of the clinical or personnel worker who wishes to assay
those traits that are commonly characteristic of disabling
psychological abnormality. The carefully constructed and
cross-validated scales provide a means for measuring the
personality status of literate adolescents and 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 fo measure pure traits nor to represent
discrete etiological or prognostic entities. Since they have
been shown to have meaning within the normal range of behavior,
these scales are now commonly referred to by their
abbreviations--Hsg (hypochondriasis), D (depression), Hy
(Hysteria), Pd (psychopathic deviate), Mf (masculinity~-
femininicy), Pa (paranoia), Pt {(psychasthenia), Sc
(schizophrenia), and Ma (hypomania)-=-or by their code numbers to
avoid possibly misleading connotations. Many other scales have
subsequently been developed from the same items; Si (social
introversion) is one that 1is commonly scored. There are also
three validating scales: 1L (lie), F (validity), and K
{correction).

2. Gordon Personal Profile. - Inventory (GPI): Developed by
Leonard V. Gordon, Ph.D., The Psychological Corporation. The
GPI is companion instrument to the Gorden Personal Profile
(GPP). It measures four additional traits, namely Cautiousness
(C), Original Thinking (0), Personal Relations (P), and Vigor
(V). The two instruments used together provide an economical
coverage of eight important Ffactors in the personality domain.
Both have been found to he 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 dinterpersenal

dimensions of the FIRO Theory are; TInclusion (1), Control (c),
and Affection (A) and are defined behaviorally as follows: I -
The interpersonal need for inclusion ie the need to establish
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and maintain a satisfactory relationship with people with
respect to dinteraction and association (both positive or

negative). C - The interpersonal need for control is the need
to establish and maintain a satisfactory relationship with
people with respect to control and power. A - The interpersonal

need for affection 1is the need to establish and maintain. a
satisfactory relationship with others with respect to love and
affection.

4, California Psychological Inventory (CP1): Developed by
Harrison G. Gough, Ph.D., Cousulting Psychologists Press, Inc.
The CPI is intended primarily for |wuse with "normal”
(non-psychiatrically disturbed) subjects. Its scales are
addressed to personality characteristics important 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 problenms,
e.g., delinquent and asocial behavior, it can also provide
information of value in regard to educational, vocational,
familial, and many other issues.

5.  FEdwards Personal Preference Schedule (EPPS): Developed by
Allen L. Edwards, Ph.D., University of Washington. The EPPS was
designed primarily as an instrument fog research and counseling
purposes, to provide quick and convenient measures of a number
of relatively independent normal "personality variables. The
statements in the EPPS and the variables that these statements
purport to measure have their origin in a list of manifest needs
presented by H., A. Murray and other noted psychologists. The
names that have been assigned to the variables are those used by
Murray. These 15 measurable personality variables are;
achievement (ach), defercnce (def), order (ord), exhibition
(exh), autonomy {(aut), affiliation (aff), intraception (int),
sucecorance (suc), dominance (dom), abasement {aba), nurturance
(nur), change (chg), endurance (end), heterosexuality (het), and
aggression (agg). In addition to the above 15 personality
variables, the EPFPS provides a measure of test consistency and a
measure of profile stability.

6. Personal Orientation Inventory (POI): Developed by Everett
L. Shostrom, Ph.D., Educational and Industrial Testing Service,
San Diego, California. The profile on the POI shows the degree
to which the subject's attitudes and values compare with those

of self-actualizing people. A self-actuvalizing person 4is one

who is more fully functioning and who 1lives a mere enriched life
than does the average person. Such a person 1s developing and
wtilizing his unique talents to the fullest extent,.
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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 vrationale and terms of agreement for the
participants in DoD psychoecnergetics 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 TOREIGN NATTONALS

CLASSIFIED BY: CDR, INSCOM
DECLASSTIFY 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. Intelligence consumers in the US Army, US Air
Force, DIA, NSA, CIA, and NSC have all tasked this methodology to
augment other intelligence systems. These agencies have recognized

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

4. (S/CL-2/NOFORN) SCOPE. The effective transfer of ICLP to DIA
requires the cooperation of INSCOM, DA (ACSI), and DIA.

5. (8/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 wvnit will remain an operational element under the direct
OPCON of the Assistant Vice Director for Scientific and Technical
Intelligence (DT), DIA,

a. (8/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

OC A RKE |



Approved For Release ZSIEQBEPI-OO?SSROM500090010-7

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 .7 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

mmy e, 12 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-5D, 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.

-/

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

Commanding

CLASSIFIED BY: CG, INSCOM
DECLAS: OADR

KOT innBAGABLE TO FORELIGH NATIONALS
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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

TAGPA-F-5D ?1 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, & October 1984, subject: Memorandum of
Agreement. (Incl 1) b e w

2. (S/CL-3/NOFORN) Discussions with Defense Intelligence Agency
(DIA) 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 tesult 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
responsibility and liability for ICLP until such a time as
Congress approves use of NFIP fends for psychoenergetic-related
activities (expected no later than the first quarter of FY 86).

3. (§/CL-2/NOFORN) Based on the above, CG, USAINSCOM, has
determined that the best course of action to permit the continued
use of ICLP technology is to place the Project under DIA's OPCON.

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

necessary time to accomplish preparation and staffing of a new

CARNTVR SOTIeR. CENTER LANE o

YT T Tty T v

GEveTT R e S
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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. (S/CL-3/NOFORN) DIA has agreed to officially notify Congress of their
assumption of respomsibility for CENTER LANE.

5. (S8/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 disestablishec..
as a Department of the Army Special Access Program (SAP). ACST will be notified-
when this is fully accomplished. -

’

L -~
'y g (,”;/; N 1

1 Incl HARRY/ E. SOYSTER

as Majo¥ General, USA

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

REPLY TO
ATTENTION OF

DAMI-ISH 4 00T 1501

GUBJECT: Memorandum of Agreement (U)

Commandet

USA Intelligence and Security Command
Arlington Hall Station

Arlington, VA 22212

1. (8/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/ROFORN).

2. (U) Reference proposed Memorandum of Agr&ement (MOA) is
approved.

3. (S/CL-2/NOFORN) Request you consider the inclusion of some
detail on the procedure to be followed in transferring personnel
to DIA. INSCOM may detail the individuals involved for up to one
year to allow time for DIA to identify spaces. Once such spaces
are available, the detailed persopnel may be given a Permanent
Change of 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.

LIAM £. ODOM
utenant Ganeral, LISA
ALofS for intelligence

Classified by Cdr, INSCOM
Declassify on: OADR

NOT RELEASABLE TO
6N RATIONALS

ﬁgf Rgzlease 2004/0@9%@ \ -00788R001500090¥6%ﬂ§
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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) (1)

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

VoW SO0 ZLSABLE TO FOREIGN NATIONALS
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