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INFORMATION SOURCES

1. SLECTED BIBLIOGRAPHY

A. Regulations
(1) Department of Defense (DoD)

(a) Common Rule (32 CFR Part 219) (see
exhibit 1).

(b) DoD Directive 3216.2, Protection of
Human Subjects in DoD Supported
Research, DoD Policy Memorandum,
10 June 1993.

(2) Army

(a) AR 40-7, Clinical Use of
Investigational Drugs, 13 November
1964.

(b) AR 40-38, Clinical Investigation
Program, 23 February 1973.

(c) AR 70-25, Use of Volunteers as
Subjects of Research, 31 July 1974.

(3) Navy

(a) Secretary of the Navy Instruction
3900.39B, Protection of Human
Subjects, 27 February 1984.

(4) Air Force

(a) AF Instruction 40-402, Using Human
Subjects in Research, Development,
Test, and Evaluation, 19 July 1994.

(b) AF Instruction 40-403, Clinical
Investigations in Medical Research,
Guidance and Procedures, May 1994.

(c)AF Policy Directive 40-4, Clinical
Investigationsand Human Use in
Medical Research, 11 May 1994.

B. Executive Orders/Memoranda
(1) Executive Order 12891, Subject: Advisory
Committee on Human Radiation
Experiments, dated 15 January 1994 (see
exhibit 2).
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(2) Memorandum, from Secretary to the
Cabinet, Subject: Retrieval and Inventory
of Records of Human Radiation
Experiments, dated 19 January 1994 (see
exhibit 3).

(3) Memorandum from President Clinton,
Subject: Review of Federal Policy for the
Protection of Human Subjects, dated
17 February 1994 (see exhibit 4).

(4) Executive Order 12958, Subject: Classified
National Security Information, dated
17 April 1995 (see exhibit 5).

(5) Executive Order 12975, Subject: Protection
of Human Research Subjects and Creation
of National Bioethics Advisory
Commission, dated 3 October 1995 (see
exhibit 6).

. Congressional Reports

(1) U.S. House of Representatives, Committee
on Energy and Commerce, Subcommittee
on Energy Conservation and Powver,
November 1986, “American Nuclear
GuineaPigs: Three Decades of Radiation
Experimentson U.S. Citizens.”

(2) U.S. Senate, Committee on Governmental
Affairs, 11 November 1993, “Nuclear
Health and Safety: Examples of Post World
War 1l Radiation Releases at U.S. Nuclear
Sites,” GAO/RCED-94-51-FS.

. Advisory Committee on Human Radiation

Experiments
Final Report (Washington, D.C.: U.S.
Government Printing Office, October 1995).
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E. DoD Memorandums

(1) Memorandum from Secretary of Defense,
Subject: DoD Human Radiation Review,
dated 7 January 1994 (see exhibit 7).

(2) Memorandum from Assistant to the
Secretary of Defense (Atomic Energy),
Subject: Locating Records of DoD Human
Radiation Experiments, dated 31 January
1994 (see exhibit 8).

(3) Memorandum from Assistant to the
Secretary of Defense (Atomic Energy),
Subject: Expansion of Human Radiation
Research Review to Include Policy Making
Activities of DoD Components, dated
14 June 1994 (see exhibit 9).

(4) Memorandum from Secretary of Defense,
Subject: Response by the DoD to the
Findings and Recommendations of the
Advisory Committee on Human Radiation
Experiments, dated 30 October 1995 (see
exhibit 10).

(5) Memorandum from Assistant to the
Secretary of Defense (Atomic Energy),
Subject: Response by the DoD to the
Findings and Recommendations of the
Advisory Committee on Human Radiation
Experiments (ACHRE), dated 2 November
1995 (see exhibit 11).

F. U.S. Department of Energy (DOE)

(1) United States Nuclear Tests, DOE/NV-209
(Rev. 14) (Springfield, VA: National
Technical Information Service, U.S.
Department of Commerce, 1994).

(2) Human Radiation Experiments: The
Department of Energy Roadmap to the
Story and the Records (Springfield, VA:
National Technical Information Service,
U.S. Department of Commerce, February
1995).

(3) Human Radiation Experiments Associated
with the Department of Energy and Its
Predecessors (Springfield, VA: National
Technical Information Service, U.S.
Department of Commerce, July 1995).

2. SOURCES FOR ADDITIONAL INFORMATION

A. DoD

(1) DoD Office of Public Affairs:

HRE records are also available to the public by
submitting a request to the DoD Public
Affairs Office. Before submitting a request,
itisimportant first to determine if the
information is available to the public in
reading rooms provided by NARA and
DOE or if the information can be retrieved
from the CIC or by HREX on the Internet
World Wide Web (see following). Requests
may be submitted to:

Department of Defense

Office of Public Affairs

ATTN: Radiation Experiments
Command Center

1400 Defense Pentagon

Washington, DC 20301-1400

(2) Military Services.
Points of contact for human radiation
projects:

Army:

Assistant Secretary of the Army
(Manpower and Reserve Affairs)
ATTN: Assistant for Health Policy
Room 2E591

111 Army Pentagon

Washington, DC 20310

(703) 697-2044

Navy (includes Marine Corps):

Chief, Bureau of Medicine and Surgery
300 E Street, NW

Washington, DC 20372

(202) 653-1182

Air Force:

HQ, Air Force Medical Operations Agency
ATTN: AFMOA/SGOT

110 Luke Avenue, Room 400

Bolling Air Force Base

Washington, DC 20332-7050

(202) 767-5078



(3) Nuclear Test Personnel Review (NTPR)
Program. The NTPR program is responsible
for identifying DoD personnel who
participated in U.S. atmospheric nuclear
tests and for determining their radiation
doses. This program provides participants
with confirmation of their participation,
their associated radiation dose, and the
availability of health care and
compensation programs. The NTPR
program can be contacted at the Defense
Special Weapons Agency, Attn: ESN/
NTPR, 6801 Telegraph Road, Alexandria,
Virginia 22310-3398, or call
1-800-462-3683.

B. National Archives and Records

Administration (NARA)

Documents that ACHRE cited in its Final
Report are available from NARA. Submit
written requests for records to:

NARA at College Park, Reference Branch
8601 Adelphi Road

College Park, MD 20740

(301) 713-7250

A public reading room is open on Mondays and
Wednesdays from 8:45 a.m. to 5:00 p.m., and on
Tuesdays, Thursdays, Fridays, and Saturdays
from 8:45 a.m. to 9:00 p.m. After obtaining an
identification card, requesters can use the
finding aids to request documents. Documents
are pulled at9:30a.m., 10:30a.m., 11:30 a.m.,
1:30 p.m., and 3:30 p.m. If the documents have
been requested ahead of time, they can be
reviewed any time the reading room is open.
The copy fee at the reading room is $0.10 per

page.

. Coordination and Information Center (CIC)
The CIC is a DOE facility that contains:

= Historical documents, records and data
dealing with off-site radioactive fallout from
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U.S. testing of nuclear devices and human
radiation experimentation

= Policy documents dealing with conduct of
testsand public safety

= Documents dealing with the development
and state-of-knowledge of the health effects
of radiation

= Documents dealing with public information
as disseminated through the media

= Studiesand reports produced by the
scientific and technical field.

The CIC is open to visitors Monday through
Friday from 7:30 a.m. to 4:40 p.m. and provides
library services, including a staff that will make
copies or do proxy research according to afee
schedule that is available on request. The
location is:

CIC

2621 Losee Road

Building B-3

North Las Vegas, NV 89030
(702) 295-0731

Fax: (702) 295-0877

E-mail: cic@egg.nv.doe.gov

Written requests for services can be made to:
Bechtel

P.O. Box 98521
Las Vegas, NV 89193-8521

. Internet Access

(1) HREX (Human Radiation Experiments) is a
World Wide Web resource for documents
and information on human radiation
experiments. Copies of documents
(approximately 10,000 records) that the
DoD has collected are currently being
processed for this system. The web site
address for HREX s

http:\\www.ohre.doe.gov.
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(2) OPENNET. OpenNet is an Internet source
for recently declassified Government
documents (approximately 10,000 records).
The DoD has declassified many documents
identified in the search for human radiation
experiments, and these are planned for
transfer to OpenNet. The World Wide Web
address for this system is

http://www.doe.gov/html/otsi/
opennet/opennetl.html.

The DoD collection is scheduled to be
available in 1997.

E. Other Sources

Department of Energy
Office of Human Radiation Experiments
(202) 586-5195

Department of Veterans Affairs
National Service Number
1-800-827-1000
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ExHiBIT 1 DoD IMmpLEMENTATION OF THE “CoMmON RULE”

et
[ ]
National Defense
PART 219—PROTECTION OF
. HUMAN SUBJECTS

Sec.

219.101 To what does this policy apply?

219.102 Definitions.

219.103 Assuring compliance with this pol-
icy—research conducted or supported by
any Federal Department or Agency.

219.104--219.106 [Reserved]

219.107 IRB Membership.

219.108 IRB functions and operations.

219.109 IRB review of research.

219.110 Expedited review procedures for cer-
tain kinds of research involving no more
than minimal risk, and for minor
changes in approved research.

219.111 Criteria for IRB approval of research

219.112 Review by institution.

219.113 Suspension or termination of IRB
approval of research.

219.114 Cooperative research.

219.115 IRB records.

219.116 General requirements for informed
consent. ‘

219.117 Documentation of informed consent. ”

219.118 Applications and proposals lacking 5
definite plans for involvement of human
subjects.

219.119 Research undertaken without the in-

tention of involving human subjects.

219.120 Evaluation and disposition of appli-
cations and proposals for research to be
conducted or supported by a Federal De-
partment or Agency.

219.121 [Reserved]

219.122 Use of Federal funds.

219.123 Early termination of research sup-
port: Evaluation of applications and pro-
posals.

219.124 Conditions.
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§219.101

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 300v-1(D).

SOURCE: 56 FR 28012, 28021, June 18, 1991,
unless otherwise noted.

§219.101 To what does this policy
apply?

(a) Except as provided in paragraph
(b) of this section, this policy applies
to all research involving human sub-
jects conducted, supported or otherwise
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make
the policy applicable to such research.
This includes research conducted by
federal civilian employees or military
personnel, except that each department
or agency head may adopt such proce-
dural modifications as may be appro-
priate from an administrative stand-
point. It also includes research con-
ducted, supported, or otherwise subject
to regulation by the federal govern-
ment outside the United States.

(1) Research that is conducted or sup-
ported by a federal department or
agency, whether or not it is regulated
as defined in §219.102(e), must comply
with all sections of this policy.

(2) Research that is neither con-
ducted nor supported by a federal de-
partment or agency but is subject to
regulation as defined in §219.102(e)
must be reviewed and approved, in
compliance with §219.101, §219.102, and
§219.107 through §219.117 of this policy,
by an institutional review board (IRB)
that operates in accordance with the
pertinent requirements of this policy.

(b) Unless otherwise required by de-
partment or agency heads, research ac-
tivities in which the only involvement
of human subjects will be in one or
more of the following categories are
exempt from this policy:

(1) Research conducted in established
or commonly accepted educational set-
tings, involving normal educational
practices, such as (i) research on regu-
lar and special education instructional
strategies, or (ii) research on the effec-
tiveness of or the comparison among
instructional techniques, curricula, or
classroom management methods.

(2) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures or observa-
tion of public behavior, unless:
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(i) Information obtained is recorded
in such a manner that human subjects
can be identified, directly or through
identifiers linked to the subjects; and

(ii) Any disclosure of the human sub-
jects’ responses outside the research
could reasonably place the subjects at
risk of criminal or civil liability or be
damaging to the subjects’ financial
standing, employability, or reputation.

(3) Research involving the use of edu-
cational tests (cognitive, diagnostic,
aptitude, achievement), survey proce-
dures, interview procedures, or obser-
vation of public behavior that is not
exempt under paragraph (b)2) of this
section, if:

(i) The human subjects are elected or
appointed public officials or candidates
for public office; or

(i1) Federal statute(s) require(s) with-
out exception that the confidentiality
of the personally identifiable informa-
tion will be maintained throughout the
research and thereafter.

(4) Research, involving the collection
or study of existing data, documents,
records, pathological specimens, or di-
agnostic specimens, if these sources are
publicly available or if the information
is recorded by the investigator in such
a manner that subjects cannot be iden-
tified, directly or through identifiers
linked to the subjects.

(5) Research and demonstration
projects which are conducted by or sub-
ject to the approval of department or
agency heads, and which are designed
to study, evaluate, or otherwise exam-
ine:

(i) Public benefit or service pro-
grams;

(ii) Procedures for obtaining benefits
or services under those programs;

(iii) Possible changes in or alter-
natives to those programs oOr proce-
dures; or

(iv) Possible changes in methods or
levels of payment for benefits or serv-
ices under those programs.

(6) Taste and food quality evaluation
and consumer acceptance studies,

(i) If wholesome foods without addi-
tives are consumed or

(ii) If a food is consumed that con-
tains a food ingredient at or below the
level and for a use found to be safe, or
agricultural chemical or environ-
mental contaminant at or below the
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level found to be safe, by the Food and
Drug Administration or approved by
the Environmental Protection Agency
or the Food Safety and Inspection
Service of the U.S. Department of Agri-
culture.

(¢) Department or agency heads re-
tain final judgment as to whether a
particular activity is covered by this
policy.

(d) Department or agency heads may
require that specific research activities
or classes of research activities con-
ducted, supported, or otherwise subject
to regulation by the department or
agency but not otherwise covered by
this policy, comply with some or all of
the requirements of this policy.

(e) Compliance with this policy re-
quires compliance with pertinent fed-
eral laws or regulations which provide
additional protections for human sub-
jects.

(f) This policy does not affect any
state or local laws or regulations which
may otherwise be applicable and which
provide additional protections for
human subjects.

(g) This policy does not affect any
foreign laws or regulations which may
otherwise be applicable and which pro-
vide additional protections to human
subjects of research.

(h) When research covered by this
policy takes place in foreign countries,

- procedures normally followed in the

foreign countries to protect human
subjects may differ from those set
forth in this policy. (An example is a
institution which complies
with guidelines consistent with the

- World Medical Assembly Declaration

(Declaration of Helsinki amended 1989)
issued either by sovereign states or by

. an organization whose function for the

protection of human research subjects

. is internationally recognized.) In these

circumstances, if a department or
agency head determines that the proce-
dures prescribed by the institution af-
ford protections that are at least
equivalent to those provided in this
policy, the department or agency head
may approve the substitution of the
foreign procedures in lieu of the proce-
dural requirements provided in this
policy. Except when otherwise required
by statute, Executive Order, or the de-
partment or agency head, notices of
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§219.102

these actions as they occur will be pub-
lished in the FEDERAL REGISTER or will
be otherwise published as provided in
department or agency procedures.

(1) Unless otherwise required by law,
department or agency heads may waive
the applicability of some or all of the
provisions of this policy to specific re-
search activities or classes of research
activities otherwise covered by this
policy. Except when otherwise required
by statute or Executive Order, the de-
partment or agency head shall forward
advance notices of these actions to the
Office for Protection from Research
Risks, Department of Health and
Human Services (HHS), and shall also
publish them in the FEDERAL REGISTER
or in such other manner as provided in
department or agency procedures.!

{56 FR 28012, 28021, June 18, 1991, as amended
at 56 FR 29756, June 28, 1991]

§219.102 Definitions.

(a) Department or agency head means
the head of any federal department or
agency and any other officer or em-
ployee of any department or agency to
whom authority has been delegated.

(b) Institution means any public or
private entity or agency (including fed-
eral, state, and other agencies).

(¢) Legally authorized represeniative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject to the subject’s participa-
tion in the procedure(s) involved in the
research.

1 Institutions with HHS-approved assur-
ances on file will abide by provisions of title
45 CFR part 46 subparts A-D. Some of the
other Departments and Agencies have incor-
porated all provisions of title 45 CFR part 46
into their policies and procedures as well.
However, the exemptions at 45 CFR 46.101(b)
do not apply to research involving prisoners,
fetuses, pregnant women, or human in vitro
fertilization, subparts B and C. The exemp-
tion at 45 CFR 46.101(b)(2), for research in-
volving survey or interview procedures or ob-
servation of public behavior, does not apply
to research with children, subpart D, except
for research involving observations of public
behavior when the investigator(s) do not par-
ticipate in the activities being observed.
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§219.103

(d) Research means a systematic in-
vestigation, including research devel-
opment, testing and evaluation, de-
signed to develop or contribute to gen-
eralizable knowledge. Activities which
meet this definition constitute re-
search for purposes of this policy,
whether or not they are conducted or
supported under a program which is
considered research for other purposes.
For example, some demonstration and
service programs may include research
activities.

(e) Research subject to regulation, and
similar terms are intended to encom-
pass those research activities for which
a federal department or agency has
specific responsibility for regulating as
a research activity, (for example, In-
vestigational New Drug requirements
administered by the Food and Drug Ad-
ministration). It does not include re-
search activities which are inciden-
tally regulated by a federal department
or agency solely as part of the depart-
ment’s or agency’s broader responsibil-
ity to regulate certain types of activi-
ties whether research or non-research
in nature (for example, Wage and Hour
requirements administered by the De-
partment of Labor).

(f) Human subject means a living indi-
vidual about whom an investigator
(whether professional or student) con-
ducting research obtains

(1) Data through intervention or
interaction with the individual, or

(2) Identifiable private information.
Intervention includes both physical pro-
cedures by which data are gathered (for
_ example, venipuncture) and manipula-
tions of the subject or the subject’s en-
vironment that are performed for re-
search purposes. Interaction includes
communication or interpersonal con-
tact between investigator and subject.
“Private information’’ includes infor-
mation about behavior that oecurs in a
context in which an individual can rea-
sonably expect that no observation or
recording is taking place, and informa-
tion which has been provided for spe-
cific purposes by an individual and
which the individual can reasonably
expect will not be made public (for ex-
ample, a medical record). Private infor-
mation must be individually identifi-
able (i.e., the identity of the subject is
or may readily be ascertained by the
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investigator or associated with the in-
formation) in order for obtaining the
information to constitute research in-
volving human subjects.

(g) IRB means an institutional review
board established in accord with and
for the purposes expressed in this pol-
icy.

(h) IRB approval means the deter-
mination of the IRB that the research
has been reviewed and may be con-
ducted at an institution within the
constraints set forth by the IRB and by
other institutional and federal require-
ments. .

(i) Minimal risk means that the prob-
ability and magnitude of harm or dis-
comfort anticipated in the research are
not greater in and of themselves than
those ordinarily encountered in daily
life or during the performance of rou-
tine physical or psychological exami-
nations or tests.

(j) Certification means the official no-
tification by the institution to the sup-
porting department or agency, in ac-
cordance with the requirements of this
policy, that a research project or activ-
ity involving human subjects has been
reviewed and approved by an IRB in ac-
cordance with an approved assurance.

§219.103 Assuring compliance with
this policy—research conducted or
supported by any Federal Depart-
ment or Agency.

(a) Each institution engaged in re-
search which is covered by this policy
and which is conducted or supported by
a federal department or agency shall
provide written assurance satisfactory
to the department or agency head that
it will comply with the requirements
set forth in this policy. In lieu of re-
quiring submission of an assurance, in-
dividual department or agency heads
shall accept the existence of a current
assurance, appropriate for the research
in question, on file with the Office for
Protection from Research Risks, HHS,
and approved for federalwide use by
that office. When the existence of an
HHS-approved assurance is accepted in
lieu of requiring submission of an as-
surance, reports (except certification)
required by this policy to be made to
department and agency heads shall
also be made to the Office for Protec-
tion from Research Risks, HHS.
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(b) Departments and agencies will
conduct or support research covered by
this policy only if the institution has
an assurance approved as provided in
this section, and only if the institution
has certified to the department or
agency head that the research has been
reviewed and approved by an IRB pro-
vided for in the assurance, and will be
subject to continuing review by the
IRB. Assurances applicable to federally
supported or conducted research shall
at a minimum include:

(1) A statement of principles govern-
ing the institution in the discharge of
its responsibilities for protecting the
rights and welfare of human subjects of
research conducted at or sponsored by
the institution, regardless of whether
the research is subject to federal regu-
lation. This may include an appro-
priate existing code, declaration, or
statement of ethical principles, or a
statement formulated by the institu-
tion itself. This requirement does not
preempt provisions of this policy appli-
cable to department- or agency-sup-
ported or regulated research and need
not be applicable to any research ex-
empted or waived under §219.101 (b) or
().

(2) Designation of one or more IRBs
established in accordance with the re-
quirements of this policy, and for
which provisions are made for meeting
space and sufficient staff to support
the IRB’s review and recordkeeping du-
ties.

(3) A list of IRB members identified
‘by name; earned degrees; representa-
tive capacity; indications of experience
such as board certifications, licenses,
etc., sufficient to describe each mem-
ber’s chief anticipated contributions to
IRB deliberations; and any employ-
ment or other relationship between
each member and the institution; for
example: full-time employee, part-time
employee, member of governing panel
or board, stockholder, paid or unpaid
consultant. Changes in IRB member-
ship shall be reported to the depart-
ment or agency head, unless in accord
with §219.103(a) of this policy, the ex-
istence of an HHS-approved assurance
is accepted. In this case, change in IRB
membership shall be reported to the
Office for Protection from Research
Risks, HHS.
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(4) Written procedures which the IRB
will follow (i) for conducting its initial
and continuing review of research and
for reporting its findings and actions to
the investigator and the institution;
(ii) for determining which projects re-
quire review more often than annually
and which projects need verification
from sources other than the investiga-
tors that no material changes have oc-
curred since previous IRB review; and
(iii) for ensuring prompt reporting to
the IRB of proposed changes in a re-
search activity, and for ensuring that
such changes in approved research,
during the period for which IRB ap-
proval has already been given, may not
be initiated without IRB review and
approval except when necessary to
eliminate apparent immediate hazards
to the subject.

(5) Written procedures for ensuring
prompt reporting to the IRB, appro-
priate institutional officials, and the
department or agency head of (i) any
unanticipated problems involving risks
to subjects or others or any serious or
continuing noncompliance with this
policy or the requirements or deter-
minations of the IRB and (ii) any sus-
pension or termination of IRB ap-
proval. .

(c) The assurance shall be executed
by an individual authorized to act for -
the institution and to assume on behalf
of the institution the obligations im-
posed by this policy and shall be filed
in such form and manner as the depart-
ment or agency head prescribes.

(d) The department or agency head
will evaluate all assurances submitted
in accordance with this policy through
such officers and employees of the de-
partment or agency and such experts
or consultants engaged for this purpose
as the department or agency head de-
termines to be appropriate. The depart-
ment or agency head’s evaluation will
take into consideration the adequacy
of the proposed IRB in light of the an-
ticipated scope of the institution’s re-
search activities and the types of sub-
ject populations likely to be involved,
the appropriateness of the proposed ini-
tial and continuing review procedures
in light of the probable risks, and the
size and complexity of the institution.

(e) On the basis of this evaluation,
the department or agency head may
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ExHiBIT 1

§219.107

approve or disapprove the assurance, or
enter into negotiations to develop an
approvable one. The department or
agency head may limit the period dur-
ing which any particular approved as-
surance or class of approved assurances
shall remain effective or otherwise
condition or restrict approval.

() Certification is required when the
research is supported by a federal de-
partment or agency and not otherwise
exempted or waived under §219.101 (b)
or (i). An institution with an approved
assurance shall certify that each appli-
cation or proposal for research covered
by the assurance and by §219.103 of this
Policy has been reviewed and approved
by the IRB. Such certification must be
submitted with the application or pro-
posal or by such later date as may be
prescribed by the department or agen-
cy to which the application or proposal
is submitted. Under no condition shall
research covered by §219.103 of the Pol-
icy be supported prior to receipt of the
certification that the research has been
reviewed and approved by the IRB. In-
stitutions without an approved assur-
ance covering the research shall certify
within 30 days after receipt of a request
for such a certification from the de-
partment or agency, that the applica-
tion or proposal has been approved by
the IRB. If the certification is not sub-
mitted within these time limits, the
application or proposal may be re-
turned to the institution.

(Approved by the Office of Management and
Budget under control number 9999-0020)

[56 FR 28012, 28021, June 18, 1991, as amended
at 56 FR 29756, June 28, 1991}

§§ 219.104—219.106 [Reserved]

$219.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly con-
ducted by the institution. The IRB
shall be sufficiently qualified through
the experience and expertise of its
members, and the diversity of the
members, including consideration of
race, gender, and cultural backgrounds
and sensitivity to such issues as com-
munity attitudes, to promote respect
for its advice and counsel in safeguard-
ing the rights and welfare of human
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subjects. In addition to possessing the
professional competence necessary to
review specific research activities, the
IRB shall be able to ascertain the ac-
ceptability of proposed research in
terms of institutional commitments
and regulations, applicable law, and
standards of professional conduct and
practice. The IRB shall therefore in-
clude persons knowledgeable in these
areas. If an IRB regularly reviews re-
search that involves a vulnerable cat-
egory of subjects, such as children,
prisoners, pregnant women, or handi-
capped or mentally disabled persons,
consideration shall be given to the in-
clusion of one or more individuals who
are knowledgeable about and experi-
enced in working with these subjects.

(b) Every nondiscriminatory effort
will be made to ensure that no IRB
consists entirely of men or entirely of
women, including the institution’s con-
sideration of qualified persons of both
sexes, so long as no selection is made
to the IRB on the basis of gender. No
IRB may consist entirely of members
of one profession.

(¢) Each IRB shall include at least
one member whose primary concerns
are in scientific areas and at least one
member whose primary concerns are in
nonscientific areas.

(d) Each IRB shall include at least
one member who is not otherwise affili-
ated with the institution and who is
not part of the immediate family of a
person who is affiliated with the insti-
tution.

(e) No IRB may have a member par-
ticipate in the IRB’s initial or continu-
ing review of any project in which the
member has a conflicting interest, ex-
cept to provide information requested
by the IRB.

(f) An IRB may, in its discretion, in-
vite individuals with competence in
special areas to assist in the review of
issues which require expertise beyond
or in addition to that available on the
IRB. These individuals may not vote
with the IRB.

£219.108 IRB functions
ations.
In order to fulfill the requirements of
this policy each IRB shall:
(a) Follow written procedures in the
same detail as described in

and oper-

348




Office of the Secretary of Defense

§219.103(b)(4) and, to the extent re-
quired by, §219.103(b)(5).

(b) Except when an expedited review
procedure is used (see §219.110), review
proposed research at convened meet-
ings at which a majority of the mem-
bers 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 ma-
jority of those members present at the
meeting.

§219.109 IRB Review of Research.

(a) An IRB shall review and have au-
thority to approve, require modifica-
tions in (to secure approval), or dis-
approve all research activities covered
by this policy.

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent is in accordance with
§219.116. The IRB may require that in-
formation, in addition to that specifi-
cally mentioned in §219.116, be given to
the subjects when in the IRB’s judg-
ment the information would meaning-
fully add to the protection of the rights
and welfare of subjects.

(c) An IRB shall require documenta-
tion of informed consent or may waive
documentation in accordance with
§219.117.

(d) An IRB shall notify investigators
and the institution in writing of its de-
cision to approve or disapprove the pro-
posed research activity, or of modifica-
tions required to secure IRB approval
of the research activity. If the IRB de-
cides to disapprove a research activity,
it shall include in its written notifica-
tion a statement of the reasons for its
decision and give the investigator an
opportunity to respond in person or in
writing.

(e) An IRB shall conduct continuing
review of research covered by this pol-
icy at intervals appropriate to the de-
gree of risk, but not less than once per
year, and shall have authority to ob-
serve or have a third party observe the
consent process and the research.

(Approved by the Office of Management and
Budget under control number 9999-0020)
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§219.110 Expedited review procedures
for certain kinds of research involv-
ing no more than minimal risk, and
for minor changes in approved re-
search.

(a) The Secretary, HHS, has estab-
lished, and published as a Notice in the
FEDERAL REGISTER, a list of categories
of research that may be reviewed by
the IRB through an expedited review
procedure. The list will be amended, as
appropriate after consultation with
other departments and agencies,
through periodic republication by the
Secretary, HHS, in the FEDERAL REG-
ISTER. A copy of the list is available
from the Office for Protection from Re-
search Risks, National Institutes of
Health, HHS, Bethesda, Maryland
20892.

(b) An IRB may use the expedited re-
view procedure to review either or both
of the following:

(1) Some or all of the research ap-
pearing on the list and found by the
reviewer(s) to involve no more than
minimal risk,

(2) Minor changes in previously ap-
proved research during the period (of
one year or less) for which approval is
authorized. '

Under an expedited review procedure,
the review may be carried out by the
IRB chairperson or by one or more ex-
perienced reviewers designated by the
chairperson from among members of
the IRB. In reviewing the research, the
reviewers may exercise all of the au-
thorities of the IRB except that the re-
viewers may not disapprove the re-
search. A research activity may be dis-
approved only after review in accord-
ance with the non-expedited procedure
set forth in §219.108(b).

(c) Each IRB which uses an expedited
review procedure shall adopt a method’
for keeping all members advised of re-
search proposals which have been ap-
proved under the procedure.

(d) The department or agency head
may restrict, suspend, terminate, or
choose not to authorize an institu-
tion’s or IRB’s use of the expedited re-
view procedure.
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§219.111 Criteria for IRB approval of
research.

(a) In order to approve research cov-
ered by this policy the IRB shall deter-
mine that all of the following require-
ments are satisfied:

(1) Risks to subjects are minimized:

(i) By using procedures which are
consistent with sound research design
and which do not unnecessarily expose
subjects to risk, and

(ii) Whenever appropriate, by using
procedures already being performed on
the subjects for diagnostic or treat-
ment purposes.

(2) Risks to subjects are reasonable
in relation to anticipated benefits, if
any, to subjects, and the importance of
the knowledge that may reasonably be
expected to result. In evaluating risks
and benefits, the IRB should consider
only those risks and benefits that may
result from the research (as distin-
guished from risks and benefits of
therapies subjects would receive even if
not participating in the research). The
IRB should not consider possible long-
range effects of applying knowledge
gained in the research (for example,
the possible effects of the research on
public policy) as among those research
risks that fall within the purview of its
responsibility.

(3) Selection of subjects is equitabie.
In making this assessment the IRB
should take into account the purposes
of the research and the setting in
which the research will be conducted
and should be particularly cognizant of
the special problems of research in-
volving vulnerable populations, such as
children, prisoners, pregnant women,
mentally disabled persons, or economi-
cally or educationally disadvantaged
persons.

(4) Informed consent will be scught
from each prospective subject or the
subject’s legally authorized representa-
tive, in accordance with, and to the ex-
tent required by §219.116.

(5) Informed consent will be appro-
priately documented, in accordance
with, and to the extent required by
§219.117.

(6) When apprepriate, the research
plan makes adequate provision for
monitoring the data collected to en-
sure the safety of subjects.
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(7) When appropriate, there are ade-
quate provisions to protect the privacy
of subjects and to maintain the con-
fidentiality of data.

(b) When some or all of the subjects
are likely to be vulnerable to coercion
or undue influence, such as children,
prisoners, pregnant women, mentally
disabled persons, or economically or
educationally disadvantaged persons,
additional safeguards have been in-
cluded in the study to protect the
rights and welfare of these subjects.

§219.112 Review by institution.

Research covered by this policy that
has been approved by an IRB may be
subject to further appropriate review
and approval or disapproval by officials
of the institution. However, those offi-
cials may not approve the research if it
has not been approved by an IRB.

§219.113 Suspension or termination of
IRB approval of research.

An IRB shall have authority to sus-
pend or terminate approval of research
that is not being conducted in accord-
ance with the IRB’s requirements or
that has been associated with unex-
pected serious harm to subjects. Any
suspension or termination of approval
shall include a statement of the rea-
sons for the IRB’s action and shall be
reported promptly to the investigator,
appropriate institutional officials, and
the department or agency head.

(Approved by the Office of Management and
Budget under control number 9993-0020)

$219.114 Cooperative research.

Cooperative research projects are
those projects covered by this policy
which involve more than one institu-
tion. In the conduct of cooperative re-
search projects, each institution is re-
sponsible for safeguarding the rights
and welfare of human subjects and for
complying with this policy. With the
approval of the department or agency
head, an institution participating in a
cooperative project may enter into a
joint review arrangement, rely upon
the review of another qualified IRB, or
make similar arrangements for avoid-
ing duplication of effort.
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§219.115 IRB records.

(a) An institution, or when appro-
priate an IRB, shall prepare and main-
tain adequate documentation of IRB
activities, including the following:

(1) Copies of all research proposals re-
viewed, scientific evaluations, if any,
that accompany the proposals, ap-
proved sample consent documents,
progress reports submitted by inves-
tigators, and reports of injuries to sub-
jects. .

(2) Minutes of IRB meetings which
shall be in sufficient detail to show at-
tendance at the meetings; actions
taken by the IRB; the vote on these ac-
tions including the number of members
voting for, against, and abstaining; the
basis for requiring changes in or dis-
approving research; and a written sum-
mary of the discussion of controverted
issues and their resolution.

.(3) Records of continuing review ac-
tivities.

(4) Copies of all correspondence be-
tween the IRB and the investigators.

(5) A list of IRB members in the same
detail as described is §219.103(b)(3).

(6) Written procedures for the IRB in
the same detail as described in
§219.103(b)(4) and §219.103(b)(5).

(7) Statements of significant new
findings provided to subjects, as re-
quired by §219.116(b)(5).

(b) The records required by this pol-
icy shall be retained for at least 3
years, and records relating to research
which is conducted shall be retained
for at least 3 years after completion of
the research. All records shall be acces-
sible for inspection and copying by au-
thorized representatives of the depart-
ment or agency at reasonable times
and in a reasonable manner.

{Approved by the Office of Management and
Budget under control number 9999-0020)

§219.116 General requirements for in-
formed consent.

Except as provided elsewhere in this
policy, no investigator may involve a
human being as a subject in research
covered by this policy unless the inves-
tigator has obtained the legally effec-
tive informed consent of the subject or
the subject’s legally authorized rep-
resentative. An investigator shall seek
such consent only under circumstances
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that provide the prospective subject or
the representative sufficient oppor-
tunity to consider whether or not to
participate and that minimize the pos-
sibility of coercion or undue influence.
The information that is given to the
subject or the representative shall be
in language understandable to the sub-
ject or the representative. No informed
consent, whether oral or written, may
include any exculpatory language
through which the subject or the rep-
resentative is made to waive or appear
to waive any of the subject’s legal
rights, or releases or appears to release
the investigator, the sponsor, the insti-
tution or its agents from liability for
negligence.

(a) Basic elements of informed con-
sent. Except as provided in paragraph
(¢) or (d) of this section, in seeking in-
formed consent the following informa-
tion shall be provided to each subject:

(1) A statement that the study in-
volves research, an explanation of the
purposes of the research and the ex-
pected duration of the subject’s partici-
pation, a description of the procedures
to be followed, and identification of
any procedures which are experi-
mental;

(2) A description of any reasonably
foreseeable risks or discomforts to the
subject;

(3) A description of any benefits to
the subject or to others which may rea-
sonably be expected from the research;

(4) A disclosure of appropriate alter-
native procedures or courses of treat-
ment, if any, that might be advan-
tageous to the subject;

(6) A statement describing the ex-
tent, if any, to which confidentiality of
records identifying the subject will be
maintained;

(6) For research involving more than
minimal risk, an explanation as to
whether any compensation and an ex-
planation as to whether any medical
treatments are available if injury oc-
curs and, if so, what they consist of, or
where further information may be ob-
tained;

(7 An explanation of whom to con-
tact for answers to pertinent questions
about the research and research sub-
jects’ rights, and whom to contact in
the event of a research-related injury
to the subject: and
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(8) A statement that participation is

voluntary, refusal to participate will
involve no penalty or loss of benefits to
which the subject is otherwise entitled,
and the subject may discontinue par-
ticipation at any time without penalty
or loss of benefits to which the subject
is otherwise entitled.
(b) Additional elements of informed
consent. When appropriate,. one or
more of the following elements of in-
formation shall also be provided to
each subject:

(1) A statement that the particular
treatment or procedure may involve
risks to the subject (or to the embryo
or fetus, if the subject is or may be-
come pregnant) which are currently
unforeseeable;

(2) Anticipated circumstances under
which the subject’s participation may
be terminated by the investigator
without regard to the subject’s con-
sent;

(3) Any additional costs to the sub-
ject that may result from participation
in the research;

(4) The consequences of a subject’s
decision to withdraw from the research
and procedures for orderly termination
of participation by the subject;

(5) A statement that significant new
findings developed during the course of
the research which may relate to the
lsubject’s willingness to continue par-
ticipation will be provided to the sub-
ject; and
(6) The approximate numbher of sub-
jects involved in the study.
(¢) An IRB may approve a consent
procedure which does not include, or
hich alters, some or all of the ele-
E-ents of informed consent set forth
bove, or waive the requirement to ob-
tain informed consent provided the IRB
finds and documents that:

(1) The research or demonstration
project is to be conducted by or subject
to the approval of state or local gov-
ernment officials and is designed to
study, evaluate, or otherwise examine:

(i) Public benefit of service programs;

(ii) Procedures for obtaining benefits
or services under those programs;

(iii) Possible changes in or
natives to those programs or
dures; or

alter-
proce-
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(iv) Possible changes in methods or
levels of payment for benefits or serv-
ices under those programs; and

(2) The research could not practica-
bly be carried out without the waiver
or alteration.

(d) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the ele-
ments of informed consent set forth in
this section, or waive the requirements
to obtain informed consent provided
the IRB finds and documents that:

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

(2) The waiver or alteration will not
adversely affect the rights and welfare
of the subjects; :

(3) The research could not practica-
bly be carried out without the waiver
or alteration; and

(4) Whenever appropriate, the sub-
jects will be provided with additional
pertinent information after participa-
tion.

(e¢) The informed consent require-
ments in this policy are not intended
to preempt any applicable federal,
state, or local laws which require addi-
tional information to be disclosed in
order for informed consent to be.le-
gally effective.

(f) Nothing in this policy is intended
to limit the authority of a physician to
provide emergency medical care, to the
extent the physician is permitted to do
so under applicable federal, state, or
local law.

(Approved by the Office of Management and
Budget under control number 9999-0020)

§219.117 Documentation of informed
consent,

(a) Except as provided in paragraph
(c) of this section, informed consent
shall be documented by the use of a
written consent form approved by the
IRB and signed by the subject or the
subject’s legally authorized representa-
tive. A copy shall be given to the per-
son signing the form.

(b) Except as provided in paragraph
(¢c) of this section, the consent form
may be either of the following:

(1) A written consent document that
embodies the elements of informed
consent required by §219.116. This foerm
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may be read to the subject or the sub-
ject’s legally authorized representa-
tive, but in any event, the investigator
shall give either the subject or the rep-
resentative adequate opportunity to
read it before it is signed; or

(2) A short form written consent doc-
ument stating that the elements of in-
formed consent required by §219.116
have been presented orally to the sub-
ject or the subject’s legally authorized
representative. When this method is
used, there shall be a witness to the
oral presentation. Also, the IRB shall
approve a written summary of what is
to be said to the subject or the rep-
resentative. 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 summary, and the person
actually obtaining 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 form.

(¢) An IRB may waive the require-
ment for the investigator to obtain a
signed consent form for some 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 potential harm resulting
from a breach of confidentiality. Each
subject will be asked whether the sub-
ject wants documentation linking the
subject with the research, and the sub-
ject’s wishes will govern; or

(2) That the research presents no
more than minimal risk of harm to
subjects and involves no procedures for
which written consent is normally re-
quired outside of the research context.
In cases in which the documentation
requirement is waived, the IRB may re-
quire the investigator to provide sub-
jects with a written statement regard-
ing the research.

(Approved by the Office of Management and
Budget under control number 9999-0020)

§219.118 Ap‘rlications and proposals
lacking definite plans for involve-
ment of human subjects.

Certain types of applications for
grants, cooperative agreements, or con-
tracts are submitted to departments or
agencies with the knowledge that sub-
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jects may be involved within the period
of support, but definite plans would not
normally be set forth in the applica-
tion or proposal. These include activi-
ties such as institutional type grants
when selection of specific projects is
the institution’s responsibility; re-
search training grants in which the ac-
tivities involving subjects remain to be
selected; and projects in which human
subjects’ involvement will depend upon
completion of instruments, prior ani-
mal studies, or purification of com-
pounds. These applications need not be
reviewed by an IRB before an award
may be made. However, except for re-
search exempted or waived under
§219.101 (b) or (i), no human subjects
may be involved in any project sup-
ported by these awards until the
project has been reviewed and approved
by the IRB, as provided in this policy,
and certification submitted, by the in-
stitution, to the department or agency.

§219.119 Research undertaken with-
out the intention of involving
human subjects.

In the event research is undertaken
without the intention of invoiving
human subjects, but it is later pro-
posed to involve human subjects in the
research, the research shall first be re-
viewed and approved by an IRB, as pro-
vided in this policy, a certification sub-
mitted, by the institution, to the de-
partment or agency, and final approval
given to the proposed change by the de-
partment or agency.

§219.120 Evaluation and disposition of
applications and proposals for re-
search to be conducted or sup-

orted by a Federal Department or
gency.

(a) The department or agency head
will evaluate all applications and pro-
posals invelving human subjects sub-
mitted to the department or agency
through such officers and employees of
the department or agency and such ex-
perts and consultants as the depart-
ment or agency head determines to be
appropriate. This evaluation will take
into consideration the risks to the sub-
jects, the adequacy of protection
against these risks, the potential bene-
fits of the research to the subjects and
others, and the importance of the
knowledge gained or to be gained.
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(b) On the basis of this evaluation,
the department or agency head may
approve or disapprove the application
or. proposal, or enter into negotiations
to develop an approvable one.

§219.121 [Reserved]

§219.122 Use of Federal funds.

Federal funds administered by a de-
partment or agency may not be ex-
pended for research involving human
subjects wunless the requirements of
this policy have been satisfied.

§219.123 Early termination of re-
search support: Evaluation of appli-
cations and proposals.

(a) The department or agency head
may require that department or agency
support for any project be terminated
or suspended in the manner prescribed
in applicable program requirements,
when the department or agency head
finds an institution has materially
fdiled to comply with the terms of this
policy.

(b) In making decisions about sup-
porting or approving applications or
proposals covered by this policy the de-
partment or agency head 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 termi-
nation or suspension.under paragarph
(a) of this section and whether the ap-
plicant or the person or persons who
would direct or has have directed the
scientific and technical aspects of an
activity has have, in the judgment of
the department or agency head, mate-
rially failed to discharge responsibility
for the protection of the rights and
welfare of human subjects (whether or
not the research was subject to federal
regulation).

§219.124 Conditions.

With respect to any research project
or any class of research projects the de-
partment or agency head may impose
additional conditions prior to or at the
time of approval when in the judgment
of the department or agency head addi-
tional conditions are necessary for the
protection of human subjects.
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THE WHITE HOQUSE

QOffice of the Press Secretary

For Immediate Release January 18, 19%4

EXECUTIVE ORDER

ADVISORY COMMITTEE ON HUMAN RADIATICN EXPERIMENTS

‘

By the authority vested in me as President by the
Constitution and the laws of the United States of America,
it is hereby ordered as follows:

Section 1. Establishment. (a} There shall be established

an Advisory Committee on Human Radiation Experiments (the

"Advisory Committee” or “Commitctee"}!. The Advisory Committese
shall be composed of not more than 15 members to be appointed
or designated by the President. The Advisory Committee shall

comply with the Federal Advisory Committee Act, as amended,
5 U.S.C. App. 2.

» (b) The President shall designate a Chairperson from among
the members of the Advisory Committee.

Sec. 2. Functions. (a) There has been established a
Human Radiacion Interagency Working Group, the members of which
include the Secretary of Energy, the Secrecary of Defense,
the Secretary of Health and Human Services, the Secretary of
Veterans Affairs, the Attorney General, the Administrator of
the Natiocnal Aeronautics and Space Administration, the Direczor
of Central Intelligence, and the Director of the Office of
Management and Budget. As sect forth in paragraph (b) of this
section, the Advisory Committee shall provide to the Human
Radiation Interagency Working Group advice and recommendations
on the ethical and scientific standards applicable to human
radiation experiments carried ouc or sponscred by the
Unicted States Government. As used herein, "human radiation
experiments”" means:

(1) experiments on individuals involwving intentiocnal
exposure to ionizing radiation. This category does
not include common and routine clinical practices,
such as established diagnosis and treactment methods.
involving incidenctal exposures to ionizing radiation:

(2) experiments invelving intencional environmental
releases of radiation that (A) were designed to
test human health effects cf icnizing radiacion; ==
(B) were designed to test :the extent c¢i human exposure
to ionizing radiacicen. )

Consistent with the provisions se
this section, the Advisory Ccmmicz
cnformation, and recommendations oo T

h in paragraph (b) of
.. also provide advice,
experimencs:

nore




494 Appendix 2—Information Sources

ExHiBIT 2 ExecuTive OrDER 12891: Apvisory CommiTTEE ON HRES (CONTINUED)

2

(1) the experiment into the atmospheric diffusion of
radiocactive gases and test of detectability, commonly
referred to as "the Green Run test,” by the former
Atomic Energy Ccocmmission (AEC) and the Air Force in
December 1949 at the Hanford Reservation in Richland.
Washington;

(2) two radiation warfare field experiments conducted
at the AEC’'s Oak Ridge office in 1948 involving gamma
radiation released from non-bomb point scurces at or
near ground level;

(3) six tests conducted during 1949-1952 of radiation
warfare ballistic dispersal devices containing
radicactive agents at the U.S. Army’s Dugway, Utah,

site;

(4) four atmospheric radiation-tracking tests in 1950
at Los Alamos, New Mexico; and

{5) any other similar experiment that may later be
identified by the Human Radiation Interagency Working
Group.

The Advisory Committee shall review experiments conducted from
1944 to May 30, 1974. Human radiation experiments undertaken
after May 30, 1974, the date of issuance of the Department of
Realth, Education, and Welfare ("DHEW") Regulations for the
Protection of Human Subjects (45 C.F.R. 46), may be sampled to
.determine whether further inquiry into experiments is warranted.
Further inquiry into experiments conducted after May 30, 1974,
may be pursued if the Advisory Committee detaermines, with the
concurrence of the Human Radiation Interagency Working Group,
that such inquiry is warranted.

{b) (1) The Advisory Committee shall determine the ethical
and scientific standards and criteria by which it shall evaluate
human radiation experiments, as set forth in paragraph f(a) of”
this section. The Advisory Committee shall consider wnecher
(A) there was a clear medical or scientific purpose for the
experiments; (B) appropriate medical follow-up was conducted;
and (C) the experiments’ design and administration adequacely
| mect the ethical and scientific scandards. including standards of
informed consent, that prevailed at the time of the experiments
and that exist today. i

({2) The Advisory Committee shall evaluate the extent
to which human radiation experiments were consistent with
applicable echical and scientific standards as dectermined by
the Commictee pursuant to paragraph (b) (1) of this section. I£
deemed necessary for such an assessment. the Committee may carry
out a detailed review of experiments and associated records to
the extent permitted by law.

(3) If required to protect the health of individuals who
were subjects of a human radiation exper:ment, cr their
descendancts, the Advisory Commicttee may recommend to the Human
Ragiation Interagency Working Group zthat an agency notify
carcicular subjects of an experiment, or their descendancs., of
sny gctencial healch risk or tne need Ior medical follow-up.
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(4) The Advisory Committee may recommend further policies,
as needed, to ensure compliance with recommended ethical and
scientific standards for human radiacion experiments. :

(S) The Advisory Commit;ee may carry out such additional
functions as the Human Radiation Interagency Working Group may
from time to time request.

. 3. Admipistration. (a) The heads of executive
departments and agencies shall, to the extent permitted by law,
provide the Advisory Commicttee with such information as it may
require for purposes of carrying out its functions. -

(b} Members of the Advisory Committee shall be compensated
in accordance with Federal law. Committee members may be
allowed travel expenses, including per diem in lieu of
subsistence, to the extent permitted by law for persons serving
intermittently in the government service (S U.S.C. 5701-5707).

(c) To the extent permitted by law, and subject to
the availability of appropriations, the Department of Energy
shall provide the Advisory Committee with such funds as may be
necessary for the performance of its functions. .

. 4. General Provigions. (a) Notwithstanding the

provisions of any other Executive order, the functions of the
President under the Federal Advisory Committee Act that are
applicable to the Advisory Committee, except that of reporting
annually to the Congress, shall be performed by the Human
Radiation Interagency Working Group, in accordance with the
guidelines and procedures established by the Administrator of
General Services. -

{b) The Advisory Committee shall terminate 30 days after
submitting its f£inal report to the Human Radiation Interagency
Working Group.

(¢} This order is intended only to improve the internal
management of the executive branch and it is not intended to
create any right, benefit, trust, or responsibility, substancive
or procedural, enforceable at law or equity by a parcy againstc
the United States, its agencies, its officers, or any person.

WILLIAM J. CLINTON

THE WHITE HOUSE,
January 15, 1994.

3Ic
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CHARTER

ADVISORY COMMITTEE
ON HUMAN RADIATION EXPERIMENTS

1. Committee’s Official Designation

Advisory Committee on Human Radiation Experiments (the "Advisory
Committee” or "Committee”).

2. Authority
Executive Order No. 12891.

3. Objectives and Scope of Activities

There has been established a Human Radiation Interagency Working Group (the
"Interagency Working Group"), the members of which include the Secretary of
Energy, the Secretary of Defense, the Secretary of Health and Human Services,
the Secretary of Veterans’ Affairs, the Attorney General, the Administrator of the
National Aeronautics and Space Administration, the Director of Central
Intelligence, and the Director of the Office of Management and Budget. As set
forth in section 4 of this Charter, the Advisory Committee shall provide to the
Interagency Working Group advice and recommendations on the ethical and
scientific standards applicable to human radiation experiments carried out or
sponsored by the United States Government. As used herein, "human radiation
experiments” means:

(1)  Experiments on individuals involving intentional exposure to ionizing
radiation. This category does not include common and routine clinical
practices, such as established diagnosis and treatment methods, involving
incidental exposures to ionizing radiation.

(2)  Experiments involving intentional environmental releases of radiation that
(A) were designed to test human health effects of ionizing radiation; or (B)
were designed to test the extent of human exposure to ionizing radiation.
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Consistent with the provisions set forth in section 4 of this Charter, the Advisory
Committee also shall provide advice, information and recommendations on the
following experiments:

(1)  The experiment into the atmospheric diffusion of radioactive gases and test
of detectability, commonly referred to as "the Green Run test," by the
former Atomic Energy Commission (AEC) and the Air Force in December
1949 in Hanford, Washington;

(2)  Two radiation warfare field experiments conducted at the AEC’s Oak
Ridge office in 1948 involving gamma radiation released from non-bomb
point sources at or near ground level;

(3)  Six tests conducted during 1949-1952 of radiation warfare ballistic dispersal
devices containing radioactive agents at the U.S. Army’s Dugway, Utah site;

(4)  Four atmospheric radiation-tracking tests in 1950 at Los Alamos, New
Mexico; and

(5)  Any other similar experiments which may later be identified by the
Interagency Working Group. :

The Advisory Committee shall review experiments conducted from 1944 to

May 30, 1974, the date of issuance of the Department of Health, Education and
Welfare Regulations for the Protection of Human Subjects (45 C.F.R. 46), may be
sampled to determine whether further inquiry into experiments is warranted.
Further inquiry into experiments conducted after May 30, 1974, may be pursued if
the Advisory Committee determines, with the concurrence of the Interagency
Working Group, that such inquiry is warranted. '

4, Description of Duties for which Committee is Responsible

The duties of the Advisory Committee are solely advisory and shall be:

a. The Advisory Committee shall determine the ethical and scientific
standards and criteria by which it shall evaluate human radiation
experiments, as set forth in section 3 of this Charter. The Advisory
Committee shall consider whether (A) there was a clear medical or
scientific purpose for the experiments; (B) appropriate medical follow-up
was conducted; and (C) the experiments’ design and administration
adequately met the ethical and scientific standards, including standards of
informed consent, that prevailed at the time of the experiments and that -
exist today. '
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b. The Advisory Committee shall evaluate the extent to which human
radiation experiments were consistent with applicable ethical and scientific
standards as determined by the Committee pursuant to paragraph (a) of
this section. If deemed necessary for such an assessment, the. Advisory
Committee may carry out a detailed review of experiments and associated
records to the extent permitted by law.

c. If required to protect the health of individuals who were subjects of a
human radiation experiment, or their descendants, the Advisory Committee
may recommend to the Interagency Working Group that an agency notify
particular subjects of an experiment, or their descendants, of any potential
health risk or the need for medical follow-up.

d. The Advisory Committee may recommend further policies, as needed, to
ensure compliance with recommended ethical and scientific standards for
human radiation experiments,

e. The Advisory Committee may carry out such additional functions as the
Interagency Working Group may from time to time request.

S. To Whom the Advisorv Committee Reports

The Advisory Committee shall report to the Interagency Working Group.

The Advisory Committee shall submit its final report to the Interagency Working
Group within one year of the date of the first meeting of the Advisory Committee,
unless such period is extended by the Interagency Working Group. The Advisory
Committee shall issue an interim report not more than six months after the date
of the first meeting of the Advisory Committee. That interim report shall advise
the Interagency Working Group on the status of the Advisory Committee’s
proceedings and the likelihood that the Committee will be able to complete its
duties within one year of the date of the first meeting of the Advisory Committee.

6. Duration and Termination Date

The Advisory Committee shall terminate thirty days after submission of its final
report to the Interagency Working Group. This Charter shall expire one year plus
thirty days after the first meeting of the Advisory Committee, subject to renewal
and extension by the President.
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7. Agency responsible for providing financial and administrative suppart to the
Advisory Committee

Financial and -administrative support shall be provided by the Department of

Energy.
8. Estimated Annual Operating Costs
$3 million.
9. Estimated Number and Frequency of Meetings

The Advisory Committee shall meet as it deems necessary to complete its
functions.

10. Subcommittees

To facilitate functioning of the Advisory Committee, subcommittee(s) may be
formed. The objectives of the subcommittee(s) are to make recommendations to
the Advisory Committee with respect to matters related to the responsibilities of
the Advisory Committee. Subcommittees shall meet as the Advisory Committee
deems appropriate.

11. Members

Up to a maximum of fifteen Advisory Committee members shall be appointed by
the President for a term of one year, which may be extended by the President.
Committee members shall be compensated in accordance with federal law.
Committee members may be allowed travel expenses, including per diem in lieu of
subsistence, to the extent permitted by law for persons serving intermittently in the
government service (5 U.S.C. §§ 5701-5707).

12.  Chairperson

The President shall designate a Chairperson from among the members of the
Advisory Committee.
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THE WHITE HOUSE

WASHINGTON

January 19, 1994
MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGEXNCIES

FROM: CHRISTINE A. VARNEY
Secretary to the Cabinet

SUBJECT: - Retrieval and Inventory of Records
of Human Radiation Experiments

1. Each Agency should establish forthwith an initial procedure
for locating records of human radiation experiments
conducted by the Agency or under a contract or grant of the
Agency. Agencies should coordinate the development of
procedures for the retrieval and inventory of records with
the Human Radiation Interagency Working Group (the
"Interagency Working Group")? to ensure, where appropriate,
that common procedures for the retrieval and inventory of
records are applied at each Agency. Each Agency should
provide to the Interagency Working Group a written copy of
its initial directive and other documents implementing the
Agency’s record locatiocn, retrieval and inventory
procedures.

z. (a) As used herein, "Agency'" means Department of Defense,
Department of Energy, Department of Health and Human
Services, Central Intelligence Agency, Department of
Veterans Affairs, and National Aeronautics and Space
Administration.

(b) As used herein, "human radiation experiments" means:

(1) Experiments on individuals involving intentional
exposure to icnizing radiation. This category
does not include common and routine clinical
practices, such as established diagnosis and
treatment methods, involving incidental exposures
to ionizing radiation.

1 The members of the Human Radiation Interagency Working
Group include the Secretary of Energy, the Secretary of Defense,
the Secretary of Health and Human Services, the Secretary of
Veterans Affairs, the Attorney General, the Administrator of the
National Aeronautics and Space Administration, the Director of
Central Intelligence, and the Director of the Office of
Management and Budget.
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(2) Experiments involving intentiocnal environmental -
releases of radiation that (A) were designed %o
test human health effects of ienizing radiation;
or (B) were designed to test the extent of human
exposure to ionizing radiation.

3. In addition, Agencies should establish forthwith a procedure
for retrieval and inventory of records of the following
experiments:

(a) The experiment into the atmospheric diffusion of
radicactive gases and test of detectability, commonly
referred to as "the Green Run test," by the former
Atomic Energy Commission (AEC) and the Air Force in
December 1949 in Hanford, Washington;

(b) . Two radiation warfare field experiments conducted at
the AEC'’s Oak Ridge office in 1948 involving gamma
radiation released from non-bomb point sources at or
near ground level;

{(c) Six tests conducted during 1949-1952 of radiation
warfare ballistic dispersal devices containing
radioactive agents at the U.S. Army’s Dugway, Utah
site;

(d) Four atmospheric radiation-tracking tests in 1950 at
Los Alamos, New Mexico; and

(e) Any other similar human experiments that may later be
- identified by the Interagency Working Group.

Each agency should include in the directive described in
paragraph 1 above a directive initiating the Agency’s
retrieval and inventory procedure for records of the
experiments set forth in this paragraph.

4. The procedures to be established pursuant to paragraph 1
above should address records for human radiation experiments
conducted from 1944 to the present. Human radiation
experiments undertaken after May 30, 1974, the date of
issuance of the Department of Health, Education and Welfare
Regulations for the Protection of Human Subjects (45 C.F.R.
46), may be sampled to determine whether further inquiry
into such experiments is warranted. Further inquiry into
such experiments conducted after May 30, 1974, may be
pursued if the Advisory Committee on Human Radiation
Experiments (to be established pursuant to Executive Order
12891 (Jan. 15, 1994)) determines, with the concurrence of
the Interagency Working Group, that such inquiry is
warranted.




502 Appendix 2—Information Sources

ExHiBIT 3 RETRIEVAL AND INVENTORY OF RECORDS OF HRES (CONTINUED)

5. To the extent permitted by law, each Agency Head should
institute procedures, consistent with paragraphs 6 and 7
below, for notifying and making records available to
individuals subjected to human radiation experiments or the
experiments set forth in paragraph 3 above, and/or their
next of kin. Agencies should coordinate the development of
these procedures with the Interagency Working Group.

6. Each Agency Head should institute procedures, consistent
with existing statutes and regulations, for making records
on human radiation experiments, and the experiments set
forth in paragraph 3 above, available to members of the
public. -'In implementing these procedures, each Agency Head
should immediately issue &n order to all elements of the
Agency, and undertake all appropriate procedures to instruct
and inform the Agency’s grantees, contractors or other
agents:

(a) Not to destroy any records relating to human radiation
experiments or the experiments set forth in paragraph 3
above.

(b) To locate forthwith all records relating to human
radiation experiments and the experiments set forth in
paragraph 3 above; and to identify, and undertake all
appropriate procedures with regard to, any such records
in the possession of grantees, contractors or other
agents of the Agencies. Agencies should work together,
in coordination with the Interagency Working Group, to
standardize the retrieval of such records, which may
involve the transfer of files to one or more designated
repositories.

Each agency should also:

~1

(a) Upon locating the records, review all records of human
radiation experiments, and the experiments set forth in
paragraph 3 above, for national security classification
and declassify such records as socon as practicable and
to the maximum extent possible. Agencies should avail
themselves of every opportunity to cooperate in
expediting the declassification process.

(b) Before making any copies of such records available to
the public, make any redactions required for the
protection of personal privacy interests of individuals
subjected to human radiation experiments or the
experiments set forth in paragraph 3 above, and/or
their next of kin.

8. Agencies should work together with the Interagency Working
Group to standardize, where appropriate, the inventory of

3
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records of human radiation experiments and the experiments
sat fareth in paragraph 1 ahave.

9. Agencies should document the procedures implemented to
search for, retrieve and inventory records of human
radiation experiments and the experiments set forth in
paragraph 3 above.

10. 1In developing guidelines for retrieval and inventory of
records, Agencies should consider advice and information
provided to the Interagency Working Group by the Advisory
Committee on Human Radiation Experiments.
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ExHiBIT 4 Review oF FeEperAL PoLicy FOR THE PROTECTION OF HUMAN SuBJECTS

Office of the Press Secretary

For Immediate Release February 17, 1994

February 17, 1994

MEMORANDUM FOR THE VICE PRESIDENT
THE HEADS OF EXECUTIVE DEPARTMENTS
AND AGENCIES

SUBJECT: Review of Federal Policy for the Protection of
Human Subjects

Federally funded biomedical and behavioral research has resulted
in major advances in health care and improved the quality of
life for all Americans. The pursuit of new knowledge in these
fields of research often requires experiments that involve human
subjects. Although human subjects research is an essential
element of biomedical and behavioral research, bicethical
considerations must influence the design and conduct of

such research.

Since 1947, when guidelines for research with human subjects
were promulgated, there has been increasingly widespread
recognition of the need for voluntary and informed consent
and a scientifically valid design of experiments involving
human subjects.

Over time, this recognition has evolved into a rigorous and
formalized system of regulations and guidelines, which were
codified in governmental policies on human subject research,

and were included in the former Department of Health, Education
and Welfare’'s regulations in 1974, 45 C.F.R. 46. In 1991,

16 agencies formally adopted the core of these regulations in

a common Federal Policy for the Protection of Human Subjects.
This Policy requires that all research protocols involving human
subjects be reviewed by an Institutional Review Board. This
review ensures that (1) risks are minimized and reascnable in
relation to anticipated benefits; (2) there is informed consent;
and. (3) the rights and welfare of the spubjects are maintained
(56 Fed. Reg. 28003 (June 18, 1991)).

Although these regulations provide the framework for protecting
human subjects in research, we must exercise constant care

and ensure that these regulations are strictly enforced by
departments and agencies. Therefore, I direct each department
and agency of Government to review present practices to assure
compliance with the Federal Policy for the Protection of Human
Subjects and to cease immediately sponsoring or conducting any
experiments involving humane that do not fully comply with the
Federal Policy.

WILLIAM J. CLINTON
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EXECUTIVE ORDER
12958

CLASSIFIED NATIONAL SECURITY INFORMATION

This order prescribes a uniform system for classifying,
safeguarding, and declassifying national gecurity irnformation.
Our democratic principlea require that the American people be
informed of the activities of their Government. Also, our
Nation’s progrees depends on the free flow of information.
Nevertheless, throughout our hilatory, the national interest
has raquired that certain information be maintained in
conﬁidence in order to protect our citizens, our democratic
institutions, and our participation within the community of
nations. Protecting information critical to our Nation's
gecurity remains a priority. In recent years, however, dramatic
changes have altered, although not eliminated, the national
security threats that we confront. Thease changei provide a
greater opportunity to emphasize our commitment to open
Government .

NOW, THEREFORE, by the authority vested in me as President
by the Constitutlon and the laws of the United States of
America, it is hereby ordered as follows:

PART 1 ORIGINAL CLASSIFICATION

Section 1.1. DRefinitions. For purposes of this order:

(a) “"National security" means the national defense or
foreign relations of the United States;

(b} "Information" means any knowledge that can be
communicated or documentary material, regardless of its physical
form or characteristics, that is owned by, produced by or for,
or ie under the control of the United States Government.
“Control" means the authority of the agency that ariglunatces
information, or ite euccessor in function, to requlate access to
the {information.

te) "Classified national security information” (hereafter

"claasified information") means information that has been
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determined pursuant to this order or any predecessor order to
require protaection againgt unauthorized disclosure and is marked
to indicate its classified status when in documentary form.

(d) “Foreign Government Information" means:

(1) 1information provided to the United States
Government by a forelign government or governments, an
intearnational organization of governments, or any
element thereof, with the expectation that the
information, the source of the informaclon, or both,
are to be held in confldence;

(2) information produced by the United Statean
pursuant to or as a result of a joint arrangement
with a foreign government or governments, Or an
international organization of governments, or any
elament thereof, requiring that the information, the
arrangement, or both, are to be held in confidence; or
(3) information received and treated as "Fcreign
Governmant Information" under the terms of a
predecessor order.

{e) "Classification” means the act or process by which
information is determined to be clagsified information.

(f} "Original classification” means an inicial
determinatlion that information requires, in the interest of
national security, protection against unauthorized disclosure.

(g) r"Original classification authority” means an
individual authorized in writing, either by the President, or by
agency heads or other officiala designated by the President, to
élassify information in the first instance.

(h) "“Unauthorized disclogure" means a communication or
physical transfer of classified information to an unauthorized
recipient.

(1) “Agency" means any "Executive agency," as defined {n
S U.S.C. 105, and any other entity within the execucrive branch

that comes into the posaesaion of classified information.
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(3} "Senior agency official" means the official designated
by the agency head under section 5.6(c) of this order to direcc
and administer the agency’s precgram under which information isg
clasgified, safeguarded, and declagsified.

(k) "Confidential source" means any individual or
organization that has provided, or that may reasonably be
expected to provide, information to the United States on matters
pertaining to the national security with the expectation that
the information or relationship, or both, are to be held in
confidence. ‘

{1} “Damage to the national securlity" means harm to the
national defenae or foraign relations of the United States
from the unauthorized disclosure of information, to include
the aenaiti&ity, value, and utility of that information.

Sec. 1.2. <¢lagsification Standards. (a) Information may
be originally classified inder the terms of this order cnly-if
all of the following conditions are met:

(1) an original classification authority is
classifying the information;

(2} the information is owned by, produced by or

for, or is under the control of the United States
Government

{3) the information falls within one or more of the
categories of information listed i{n section 1.5 of
this order; and

(4) the original clamsification auchority determines
that the unauthorized disclogure of the information
rgasqnablyssouldxbesexpected to reaulr dn.damage.so
khespationalweecurity andaiheroxiginalecl aspiblcation
authoritysdis-ablestosidentify.or.A68gribe th he damage.

(bY  If there ie significant doubt about the need to
classify information, it shall not be clasasified. This

provision does not:
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(1) amplify or ﬁodify the gubstantive criteria or
procedures for clasgificarion; or
(2) create any substantive or brocedural rights
gubject to judicial review.

(¢) Classified information shall not be declassified
automatically as a reault of any unauthorized disclosure of
{dentical or eimilar informatlion,

Se¢. 1.3. Claseification Levelg. (a) Information may be
claassified at one of the following three levels:

{1) “Top Secret” shall bd applied to information, the
unauthorized disclosure of which reasonably could be
expected to cause exceptionally grave damage to the
national eécurity that the original clasgsification
authority faRableévta¥dantify or déscribe’

{2) "Secret" ghall be applied to information, the
unauthorized disclosure of which reasonably could be
expected to cause serious damage to the national
security that the original clasaification authority ig.
aBI®YVESY{déntityror:dascribes

(3) “Confidential" shall be applied to information,
the unauthorized disclosure of which reasonably could
be expected to cause damage to the national security
that the original clasaification authority isvablento'r
identiFy76r dedcribea ¢

(b) Excaept as otherwisa provided by statute, no other
terms shall be used to identify United States classified
informacion,

{c) 1If there is significant doubt about the appropriate
level of claaaiflcation, (ct ahalllbe clasgified at the lower
lavel.

Sec. 1.4. Clasglficacion Authority. {a) The authority to
clagslify information originally may be exercised only by:

(1} the Preslident;
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(2} agéncy heads and offi{cials designated by che
Pregident in the Federal Realgter; or

(3) United States Government officials delegated this
authority pursuant to paragraph (c), below.

(b} Officials authorized to clasaify informacion at a
specified level are also authorized to clasalfy information at a
lower level.

(c) Delagation of original classification authority.

(1) Delegations of coriginal classification authority
shall be limited to the minimum required to administer
this order. Agency heads are responsible for ensuring
that designated subordinate officiale have a
demonatrable and continuing need to exercise thia
authority.

(2)  “Top Secret" original claseificaticon authoricy
may be delegated only by the President or by an agency
head or official designated pursuant to

paragraph (a) (2), above.

(3} “Secret" or "Confidential"‘originnl
classification authority may be delegated only by the
President; an agency head or official designated
pursuant to paragraph {a) (2}, above; or the senior
agency official, provided that officlal has been
delegated "Top Secret" original classificg:ion
authority by the agency head.

(4} Each delegation of original classification
authority shall be in writing and the authority ghall
not be redelegated except as provided In this order.
Each delegation shall ldentify the official by name or
position title,

(d) Original classification authorities must recejve
training in original classification as provided in this order

and ita {implementing directjves.
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(e} Exceptional cases. wWhen an employee, contractor,
licenasee, certificate holder, or grantee of an agency that
does not have original classification authority criginates
tnformation believed by that person to require classification,
the information ehall be protected in a manner conaistent with
thig order and its implementing directives. The informaticn
shall be transmitted promptly as provided under this order or
its implementing directives to the agency that hasg appropriate
subject matter intereat and clasasiflcation authority with
respect to thla information. That agency ahall decide within
.30 days whether to classify this information. If it ls not
clear which agency has classification responsibility for this
information, it shall be sent to the Director of the Information
Security Oversight Office. The Director phall determine the
agency havingbprimary subject matter interest and forward the
information, with appropriate recommendations, to that agency
for a classification determination.
Information may not be considered for clagsification unless
it concernsg:
gah military plans, weapons gystems, Or operations;
¢ﬂ2¥ foreign government information:
ey intelligence aCELViQies {including special
activities), intellligence scurces or methods, or cryptoeloqy;
uﬂ)f‘foreign relationa or foreign activities of the
United States, including confidential sources;
P sclentific, technological, or economic matters
rélating to the national security;
#£17 United States Government programs for safequarding
nuclear materials or facilitles; or
dg)y» vulnerabilities or capabilities of gystems,
ingtallations, projects or plana relating to the national

security.
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dec. 1.6. Duration of Claggification. (a) At the time of

original clasaification, the original classification authority

shall¥attempt to establish a. specific.-date. or event for
declassification based ‘uponrtha-duration of the*national
eecu:ity.aenaitixﬁ;ymofwgpe*informacion.‘ The date or event
shall not axceed the time frame in paragraph (b), below.

{b} If the ortginal classification authority cannot
determine an earlier specific date or event for
declassification, information shall.be.marked.fox
declassification "10.years .from the date of the original
ggclaion, except as provided in paragraph (d}, below.

{c)  An original classlfication authority maysextendithe .
duracionwéfaclaaaificAtion;oxmxeclaaaify;epecLfic;informationm
fpr.;succesnivé’periods notatov-exceed.l0, yeara.at,a times if
such action is consistent with the standards and procedures
established under this order. Thiziprdvisionrdoeasnotaapply.sto
5&£9rmac1on%ccntainedﬁdhﬁreéordswchabfarewmo:qn;hanmaﬁmxaizssakd
apdghavérbéendeterminedytorhaverpermanentrhistoricalovaluems
ynderatitlmadas:UnitedostategCodes

(@} Runthestimezof~oriFiHAT E1sus VEIeAT ton 1 bhomerlginal,.,
classlficationsauthordty smay eRdmpt“f rom dedlasaificacdanswithin,
l0npyeaaxamgpecificrinformationstharunauthoriZedxd &1 8eirre ot
which could reasonably be expected to cauee damage to the
national security for a period greater than that provided in
paragraph (b), above, and the release of which could reasonably
be expected to:

{1)  raveal an intglligence acurce, method, or
activity, or a cxyptologic syatem or activity;

(2) reveal information that would assist=in che
deve1ggmgﬂigﬁEmgggﬁggxyggpgngmpﬁamaasadeannuccxon;
{3) reveal informaticn that would impair the
developmaiie.OX-use~of~technology«within a

UnitedmSbates~waapona. gystem;
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(4) reveal United Stateas military plana, or national
security emergency preparedness plans;

(S} reveal foreign government information;

(6) damage relations between the United States and a
forelgn government, reveal a confidential source, or
seriously undarmine diplomatic activicies that are
reasonably expected to be ongoing for a period greater
than that provided in paragraph (b), above;

(7) impair the ability of responsible United States
Government officials to protect the Pregident, the
Vice President, and other individualas for whom
‘protection services, in the interest of national
security, are authorized; or

(8) wviolate a statute, treaty, or international
agreement .

(el Information marked for an indefinite duration of
clasaification under pradscegsor orders, for example,
"Originating Agency’s Determination Required," or information
clasgified under predecessor orders that contains no
declassification instructions shall be declassified in
accordance with part 3 of ﬁhie order.

Sec. 1.7. Identification and Markingas. (a) At the time
of original classification, the Eollowing shall appear on the
face of each classifled document, or shall be applied to other
classified media in an appropriate manner:

"{1) one of the three classgification levelas defined in
section 1.3 of this order;

(2) the identity, by name or personal identifier and
poasition, of the original classification authority;

(3} the agency and offlce of origin, if not otherwise
evident;

(4) declassification instructions, which ghall

indicate one of the following:
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(n) the date or event for declassification, as
preacribed in section 1.6(a) or gectlon 1.6(c);
or
(B) the date that is 10 years from the date of
original classification, as prescribed in
section 1.6(b); or
(C) cthe exemption categoxry from daclassifi-
cation, as prescribed in section 1.6!(d);: and
(5) a conclae reagon for clasgsification which, at
a minimum, cites the applicable classification
categories in mection 1.5 of this order.

(b} Specific information contained in paragraph (a},
above, may be excluded L{f it would reveal additional classified
infarmation. ‘

(¢c) Each classified document shall, by marking or other
meana, indicate which portions are classified, with the
applicable classification level, which pertiona are exempt from
declassification under smecrion 1.6(d) of this order. and which
porticone are unclassified, In accordance with standards
preacribed in directives issued under this order, the Director
of the Information Security Overmight Office may grant waivers
of this requirement for specified clasees of documents or
information. The Director shall revoke any waiver upon a
finding of abuse.

(d) Markings implementing the proviamions of this order,
including abbreviations and requirements to safeguard classifled
working papers, shall conform to the standards prescribed in
imélamencing directives issued pursuant to this order.

(e) Foreign government {nformation shall retain {its
original claasasificatlion markings or ahall be assigned a U.S.
clagsification that provides a degrea of protection at least
equivalent to that required by the entity that furnished the

informat{on.
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(€) Information asasigned a level of classification under
thie or predecessor orders shall be consldered as classgified
at that level of clasasification despite the omiasion of other
required markings. Whenever such information {s used in the
derivative clamsification process or ie reviewed for possible
declassification, holders of such informatlon shall coordinate
with an appropriate clamsification authority for the application
éf omitted markings.

{g) The classification authority shall, whenever
practicable, use a classified addenium whenever claasified
information constitutes a sm;ll portion of an otherwise
unclassified document.

(a) In no case shall information be classified in order to:
(1) conceal violations of law, inefficiency, or
administrative error;

{2) prevent embarragsment to a person, organization,
or agency;

(3} reatrain competition; or

{4) prevent or delay the release of information that
does not require protection in the interest of
national security,

(b} Bamic sciantific research information not clearly
related to the national security may not be classified.

{c} Information may not be reclassified after it has been
declassified and released to the public under proper authority.
. (d) Information that has not previcusly been diaclosed

to the public under proper authority may be classified or

reclassified after an agency has received A requesat for it under
the Freedom of Irdformation Act (5 U.56.C. 552) or the Privacy Act
of 1974 (5 U.8.C. 5%2a), or the mandatory review provisions of
section 3.6 of this order only If asuch clasaification meecre

the requirements of thia order and is accomplished on a

document -by-document basis with the parsonal participation or
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under the direction of the agency head, the deputy agency head,
or the senior agency official designated under section 5.6

of this order. This provislon does not apply to classified
information contained in recorda that are mora than 25 years old
and have been daetarmined to have permanent historical value
under title 44, United States Code.

(e} Compllations of items of information which are
individually unclassified may be classified {f the compiled
informarion reveals an addicionalvaseociation or relationahip
that: ) ’

(1) meets the standards for classification under this
order; and

{2) 18 not othsrwise revealed in the individual items
of information,

he used in thie order, "compilation" means an aggregation of
pre-existing unclassified items of information.

Sec. 1.9. Clagpification Challenges. (a) Authorized
holders of information who, in good faith, belleve that itg
classification statua is improper are encouraged and expected
to challenge the clasaification status of the information in
accord;nce with agency procedures established under paragraph
(b}, below.

{b) In accordance with implementing directives issued
pursuant to this order, an agency head or senior agency official
8hall eatablish procedures under which authorized holders of
information are encouraged and expected :o challenge the
clfssificntion of information that they believe is improperly
classifled or unclassified. These procedures shall assure that:

(1) individuals are not subject to retribution for
bringing such actions;
{2} an opportunity is provided for review by an

impartial otficial or panel; and
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(3} individuals are advised of their right to appeal
agency decialons to the Interagency Security
Classlification Appeals Panel established by
section 5.4 of this order.
PART 2 DERIVATIVE CLASSIFICATION

sec. 2.1. DRefinitions. For purposes of this order:

(a} "Darivative classification" means the {ncorporating,
paraphrasing, restating or genarating in new form information
that im already classified, and marking the newly developed
material conslstant with the classification markings that apply
to the source information. Derivative classification includes
the clasaification of information based on classlfication
guidance. The dupliéation or reproduction of existing
clasaified information is not derivative classification.

{b) "Classification guidance" means any instructicn or
source that preacribes the classification of specific
information.

- (c) "Classification guide" meang a documentary form of
clagsification guidance issued by an original classificacion
authority that identifies the elements of information regarding
a specific subject that must be classified and egtablishes the
level and duration of classification for each such element.

(a) *Source documént“ means an existing document that
contains clasaifiad information that ia incorporated,
paraphrased, restated, or generated in new form into a new
documant , '

(e) "Multiple aourcea" means two or more source documents,
clagsification guides, or a combination of both.

Jeac. 2.2. Use of Derivative Clagpification. (a) Persons
who only reproduce, extract, or aummarize clagsified infor-
mation, or who only apply classification markings derived from
source material or aa directed by a classification guide, need

not possess orlginal claassificatlion authority.
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(b} Parsons who apply derivative clasgification markinga

shall:
(1) observe and respect original classlfication
declslons; and
{2) carry forward to any newly created documente the
peftinent classification markings. For information
derivatively clagsified based on multiple sources, the
derivative clasalfiar shall carry forward:
(A} the date or event for declassification that
corresponds to thé longest period of
clasaiflication among the sources; and
(8) a listing of these sources on or attached to
tha o%ticial file or record copy.

Sec. 2.1. &laseification Guides. (a) Agencies with
original claaa¥fiéation authority ahall prepare classification
quides to facilitate the proper and uniform derivative
classiflcation of information. These guides shall conform to
standards contained in directives issued under this order,

(b} Each guide shall be approved personally and in writing
by an official who:

(1) . has program or supervisory responsibility over
the {information or is the senior agency official; and
(2) is authorized to classify information originally
at tha higheast levael of classlfication prescribed in
the guidae,

(c} Agencies shall establish procedures to assure that
classification guides are reviewed and updated as provided
1; directives issued under this order.

PART 3 DECLASSIFICATION AND DOWNGRADING

Sec. 1.1. Dafinitions. Fovr purposes of this order:
(a} "Declassification" means the authorized change in
the status of Information from -~lassified information to

unclassified informacion.




518 Appendix 2—Information Sources

ExHBIT 5 ExecuTtive ORDER 12958: CLASSIFIED NATIONAL SECURITY INFORMATION (CONTINUED)

14
{b} “Automatic declassgification" means the
declassliflication of information based solely upon:

(1) the occurrence of a speciflic date or event as
determined by the original classification authority;
or
{2) the expiration of a maximum time frame for
duration of clagsification established under chle
order.

(c) "Declassificatlion authority" means:

. {1) the official who authorized the original
classification, if that official is still serving in
the same position;

{2) the originator’s current successor in function;
(3) a supervisory official of either; or
(4) officials delegated declassification authority in
wfiting by the asgency head or the senior agency
official,
(d) "Mandatory daclageification review" means the review
for declasaification of classifled information In response to a
request for declassification that meets the requirements under
section 3.6 of this order. )
(e} “Systematic declassification review" means the review
for declassification of classified information contalined in
recordas that have been determined by the Archivist of the
United States ("Archivist") to have permanent historical value
in accordance with chapter 33 of title 44, United States Code.
(f) "Declassification guide" means written instructions
isSued by a declassification authority that describea the
elementas of information regarding a epecific subject that may be
declasaifled and the elements that must remain classiffed.
{g) r"Downgrading" means a determination by a
declaspification authority that information classified and
safeguarded at a specified level shall be classified and

safeguarded at a lower level.




Appendix 2—Information Sources 519

ExHBIT 5 ExecuTive ORDER 12958: CLASSIFIED NATIONAL SECURITY INFORMATION (CONTINUED)

18

{h) "File series" means documentary material, regardless
of its physical.form or characteristics, that i{s arranged in
accordance with a filing syastem or maintained as a unit because
it percains to the same function or activity.

Sec. 1.2. Authoxity for Declassification. (a) Informa-
tion shall be declassified as soon as it no longer meets the
standards for classification under this . order.

. (b} It is presumed that information that continues to meet
the classification requirementé under this order requires
continued protection. 1In some exceptional cases, however, the
need to protect such Information may be outweighed by the public
intereat in dliasclosure of the information, and in these cases
the Information ehould be declassified. When such guestions
arise, they shall be raferred to the agency head or the senior
agency official. That official will determine, as an exerclse
of discretion, whether the public interest in disclosure
outweighs the damage to national security that might reasonably
be expected from diaclosure. ‘This provision does not:

{1) amplify or modify the substantive criteria or

procedures for classiflcation; or

(2) create any subatantive or procedural rights

subjact to judicial review.

(c} 1If the Director of the Information Security Oversight
Office determines that information ls classified in violation
of this order, the Director may require the information to be
declassified by the agency that originated the classification.
Any such decision by the Director may be appealed to the
Prestdent through the Asslastant to the President for National
Security Affairs. The information shall remaln classifled
pending a prompt decision on the appeal,

{d} The provieions of this section shall also apply to
agencies that, under the terms of this order, do not have
original clageification authority, but had such authority under

predecesscr ordera,
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Sec. 31.3. Transferred Infovmation. (a) In the case of
classified information transferred in conjunction with a
transfer of functions, and not merely for storage purposes, Che
receiving agency shall be deemed to be the originating agency
for purpoees of this order. ’

(b} In the case of clasaified information thar is not
officially transferred as described in paragraph (a), above,
but that orlginated in an agancy that has ceaged to exist
and for which there is no successor agency, each agency in
posseasion of such information shall be deemed to be the
originating agency for purposes of this order. Such information
may be declassified or downgraded by the agency in possesaion
after consultation with any other agency that has an interest
in the subject matter of the information.

(c} Clamsified information accessioned into the National
Archives and Records Administration ("National Archives") as of
the effective date of this order shall be declassified or
downgraded by the Archivist in accordance with this order, the
directives isgued pﬁrsuanc to this order, agency
declagnification guides, and any existing procedural agreement
between the Archivist and the relevant agency head.

{d} The originating agency shall take all reasonable steps
to declassify clasaified information contained in records
determined to have permanent historical value before they are
accessioned into the National Archives. However, the Archivist
may require that records containing classiflied information be
accessioned into the National Archives when necessary to comply
wi?h the provisions of the Federal Records Act. This provision
does not apply to information being tranaferred to the Archivist
purauant to section 2203 of title 44, United States Code. or
information for which the National Archives and Records
Administration serves as the custodian of the records of an

agency or organization that goes out of exiscence.
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(e} To the extent practicable, agencles shall adopt a
system of records management that will facilitate the public
releage of documents at the time such documents are declassified
purauant to the provisions for automatic declaselfication in
sections 1.6 and 3.4 of this order.

gec. 1.4. Automatic Declagp{fication. fa) Subject to
paragraph (b), below, within S years from the date of this
order, all classified information contained in records that
(1) are more than 25 years old, and (2) have been determined to
have permanent historical value uﬁder title 44, United Srtates
Code, shall be automatically declassified whether or nct the
recorda have been reviewed. Subaequently, all clagsified
information in such Yecords shall be automatically declassified
no longer than 25 years érom the date of its original
classification, except as provided in paragraph (b), below.

(b} An agency head may exempt from automatic
daclassificarion under paragraph (a), above, specific
information, the release of which should be expected to:

(1) reveal the identity of a confidential human
source, or raveal {nformation about the application of
an intelligence source or method, or reveal the
identity of a human intelligence source when the
vunauthorized disclosure of that source would clearly
and demonatrably damage the national security
interests of the United States;

(2) reveal information that would assist in the
development.or uge of weapons of mass destruction;

{3) reveal information that would impair U.S.
cryptologic ayatema or activities:

(4) reveal Information that would impair the
application of state of the art technology within a
U.S. weapon system;

(8) reveal actual U.8. military war plans that remain

in effect;
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(6) raeveal information that would seriously and
demonstrably impair relations between the
United Stateé and a foreign government, or seriously
and demonstrably undermine ongoing diplomatic
activities of the United States;
(7) reveal information that would clearly and
demonstrably impair thé current ability of
United States Government officlals to protect the
P;esident, Vice President, and other officiaiu for
whom protectlion services,'in the interest of national
security, are authorized;
(8) revgal information that would seriously and
demonstrably impair current national security
emergency preparedness plana; or
(3) wvioclate a statutse, treaty, or international
agreement.

{c) No later than the effective date of this order, an
agency head shall nctify the Preasldent through the Asslstant to
" the President for National Security Affaira ofr any specific file

series of recorda for which a review or assegsment has
determined that the information within Ehoee file series almost
invariably falls within one or more of tha exemption categories
listed in paragraph (b}, above, and which the agency proposes to
exampt from automatic declassification. The notiflicarion shall
include:

(1) a description of the file serles;

{2) an explanation of why the information within the

file saries is almost invariably exempt from automatic

declassification and why the information must remain

classified for a longer period of time; and

{3} except for the identity of a confidentlial human

source or a human intelligence source, as provided in

paragraph (b), above, a specific date or event for

declasaification of the information.
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Tha President may diract the agency head not to exempt the f{la
series or to declassify the in:qrmacion within that series at an
earlier date than recommended.

(d) At least 180 days before information ls automatically
declassifled under this section, an agency head or senior agency
official shall notify the Director of thae Information Securicty
Overmight QOffice, serving as Executive Secretary of the
Interagency Securlty Classification Appeals Panel, of any
specific information beyond that included in a notification to
the President under paragraph (¢), tbove, that the agency
proposes to exempt from automatic declassification. The
notification shall include:

(1) a deséription of the information;

(2) an éxplanstion of why the information is exempt
from automatic declassification and must remain
clagsified for a longer period of time; and

(3) axcept for the identity of a confidential human.

source or a human intelligence source, as provided in
paragraph (b), above, a specific date or event for
declassification of the information. -The Panei may
direct the agency not to exampt the information or to
declassify it at an earlier date than recommended.
The agency head may appeal such a decision to the
Preasident through the Agasistant to the President for
National Security Affairs. The information will
remain clasaified while such an appeal is pending.

(@) No later than the effactive date of this order, the
agency head or senlor agency official shall provide the Director
of tha Information Security Overaight Office with a plan for
compliance with the requirementas of this sectlon, including che
eatablishment of interim target dates. Each such plan shall
include the requirement that the agency declassify at least

15 percent of the records affected by this section no later than
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1 year from the effactive date of this order, and similar
commitmaents for subsequent yeara until the effective date for
automatic declassification.

(£) Information exempted from automatic declassificaricn
under this section shall remain subject tc ;he mandatory and
systematic declasaification review provisions of this ordar.

» {g) The Secretary of State shall determine when the
United States should commence negotiations with the appropriate
officlals of a foreign government or international organization
of governments to modify any treacy'or international agreement
that requires the classification of information contained in
records affected by this pection for a period longer than

25 years from the dage of {ts creation, unleas the treaty or
tnternational agreement pertains to information that may
otherwise remaln clasaified bayond 25 years under this section.

Sec. 1.5. dystematic Declagaification Review. (a) Each
agency that haa originated classified information under this
order or its predecessors shall establish and conduct a program
for systematic declassification review. Thie program ahall
apply to historically valuable records exempted from automatic
declassification under section 3.4 of this order. Agencies
shall prioritize the systematic review of records based upon:

(1) recommendations of the Information Security
Policy Advisory Council, established in gection 5.5 of
this order, on speclfic subject areas for systematic
review concentration; or

(2) the degree of researchar interest and the
likelihood of daclassification upon review.

(b) The Archivist of tha shall conducc a systematic
declapalfication review program for clasgified information:

(1) accesaioned into the National Archives as of the affective
date of this order; (2) information transferred to the Archivist
pursuant to section 2203 of titla 44, United States Code; and

(3) information for which the National Archives and Records
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Adminiecration serves as the custodian of the records of an
agency or organizatlon that has gone out of existence. This
program shall apply to pertinent records noc later than 25 years
from tha date of thelr creation. The Archiviat shall establish
prioritles for the aystematic review of these records baged upon
the recommendationa of the Informatfon Security Policy Advisory
Council; or the degree of researcher interest and the likellhood
of declaseification upon review, These racords shall be
reviewed in accordance with the standards of thls order, its
implementing directives, and declassificaticn guides provided to
th; Archivist by each agéncy that originated the records. The
‘Director of the Information Security Overaight Office shall
agsure that agencles ‘provide the Archivistr with adequate and
current declaassification guides.

(<) After consultation with affected agencles, the
Secretary of Defense may establish special procedures for
gystematic review for declasalfication of classified cryptologic
information, and the Director of Central Intelligence may
eatablish apecial procedures for systematic review for
declansification of clamssified information pertaining to
intelligence activities (including epecial activities), or

intelligence sources or methods.

3 ‘Gm Except
as provided in paragraph (b}, below, all information classified
undey this order or predecessor orders ahallebesubD3ITCLodQudi
Leviewrforideclasaificarionabyatheworiginatingzagencyrif-:
(1} the request for a review dascribes the document
or materlal containing the information wich sufficient
specificity to enable the agency to locate it with a
reagonable amount of effort;
{2) the information is not exempted from search and
review under the Central Intelligence Agency

Information Act; and
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{1) the information has not -been reviewed for
declassification within the past 2 years. If cthe
agency has reviewed the information within the past
2 years, or the information is the subject of pending
litigation, the agency shall inform che requester of
this fact and of the requestar’s appeal rights.
(b) Information originated by:
(1) the incumbent Presldent;
(2) the incumbent Preasident’s White House Staff;
(3) committees, commissibns, cor poards appointed by
the incumbent President; or
(4) other entitiea within the Executive Office of the
Preaident that solely adviae and asaist the incumbent
Preaidant is exempted from the provisicns of
paragraph (a), above. However, the Archivist shall
have the authority to review, downgrade, and
declasgify information of former>Presidents under the
control of tha Archivist pursuant to sections 2107,
2111, 2111 note, or 2201 of title 44, United States
Code. Review procedures developed by the Archivist
shall provide for consultation with agencies having
primary subject matter intereat and shall be
consistent with the prévisiona of applicable laws or
lawful agreements that pertain to the respective
Presidential papers or recorda. Agencles with primary
subjecr matter interest shall be notified promptly of
the Archiviat;s decision. Any final decision by che
Archivist may be appealed by the requester Or an
agency to the Interagency Security Classification
Appeals Panel. The information shall remain
classified pending s prompt decision on the appeal.
(¢) Agencles conducting a mandatory review for
declagsification shall declassify information that no longer

meets the standards for classification under this order. They
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shall releage this information unless withholding is otherwise
authorized and warranted under applicable law.

{d) In accordance with directives imsued purasuant to this
order, agency heada shdll develop procedures to process requests
for the mandatory review of classifled informaticn. These
procedures shall apply to informatlon classified under thie
or predecessor ordera. They alao shall provide a means for
administracively appealing a denlal of a mandatory review
raquest, and for notifying the requester of the right to
appeal a final agency deci{sion to the Interagency Security
Classification Appeals Panel.

(e} After conaultation with affected agencies, the
Secretary of Defense’gshall develop apecial procedures for the
raview of cryptologic information, the Director of Central
Intelligence shall davelop special procedures for the review of
{nformation pertaining to intelligence activities (including
special activities), or intelligence sources or methods, and the
Archivist shall develop special procedures for the review
of information accessioned into the National Archives.

dec. 3.7. Procesging Requegts and Reviews. 1In re9ponée to
avrequeat for information under the Freedom of Information Act,
the Privacy Act of 1974, or the mandatory review provisions of
this order, or pursuant to the autcmatic declassification or
systematic review provislons of thia order:

{a} An agency may raefuse to confirm or deny the existencea
or nonexistence of requested information whenever the fact of
its exiatence or nonexistence ie itself classified under thia
oréer.

{b) When an agency receivea any request for documents in
lts custody that contain information thac was originally
classlfied by another agency, or comes across such documenta in
the process of the automatic declassiflcatlon or systematic
review provisions of this order, it shall refer copies of any

request and the pertinent documents to the originating agency
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for processing, and may, after consultaticn with the originating
agency, inform any requester of the referral unless such
apaociation is itself classified under this order. In cases

in which the orlginating agency determines in writing that a
response under paragraph (a), above, i{s required, the referring
agancy shall reapond to the requester in accordance with that
paragraph.

8ec. 3.8. Declagsification Database. (a) The Archiviac
in conjunction with the Director of the Informatlion Security
Overaight Office and those agencies that originate classified
information, shall establish a Governmentwide database of
information that has been declaseified. The Archivist shall
also explore other possible uees of technology to facilitate the
declassification process. .

(b} Agancy heads shall fully cooperate with the Archivist
in these efforts.

{¢) Except as otharwise authorized and warranted by law,
all declassified inférmation contained within the database
established under paragraph {a), above, shall be available
to the public.

PART 4 SAFEGUARDING

gec. 4.1. Definitions. For purposes of this order: (a)
*Safeguarding"” means measures and controls that are prescribed
to protect classifiad information.

(b) “"Accesa® means the ability or opportunity to gain
knowledge of clasaified information. .
(¢) “Need-to-know" means a determination made by an
adthorized holder of classified information that a prospective
recipient requires accegs to specific classified informaticn in
order to perform ar asalst i{n a lawful and authorized

governmental function.

(d} "Automated information system" meansg an assembly of

computer hardware, software, or firmware configured to collect,




Appendix 2—Information Sources 529

ExHBIT 5 ExecuTive ORDER 12958: CLASSIFIED NATIONAL SECURITY INFORMATION (CONTINUED)

' 28
create, communicate, compute, disseminate, procesgs, store, or
control data or information.

(e) "Integrity" means the state that exists when
information is unchanged from its asource and has not been
accidentally or intentionally modified, altered, or destroyed.

(£) "Network" means a system of two or more computers that
can exchanga data or informacion.

' (g) "Telecommunications" means the preparation,
tranamisalion, or communication of {nformation by electronic
meang. N

(h) “Special access program" means a program egtablished
for a specific class of classiflied information that imposes
safequarding and access requirements that exceed those normally
required for information at the same clasaification level.

Sec. 4.2. General Restrictions on Access. (a) A person
may have access to classified information provided that:

(1} a favorable determination of eligibility for
access has been made by an agency head or the agency
head’s designee;

(2) the person has signed an approved nondiscloeure
agreement; and

{3) the person has a need-to-knew the information.

(b} Classified information shgll remain under the control
of the originating agency or its successor in function. An
agency shall not diaclose information originally classified by
another agency without its authorization. An official or
employee leaving agency service may not remove classified
information from the agency's control.

{c} Classified information may not be removed from
official premiasea without proper authorization.

(d} Persons authorized to disseminate classified
information ocutside the executive branch shall assure the
protection of the information in a manner equivalent to thac

provided within the executive branch.
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(e) Conaistent with law, directivea, and regulation, an
agency head or senior agency offfcial shall establish uniform
procedures to ensure that automated information aystems,
including networks and telecommunicationa systems, that collect,
create, communicate, compute, disseminate, process, or store
classified information have controls that:

(1) prevent access by unhauthorized persons; and
(2) enaure the integrity of the information.

(£) Consistent with law, directives, and regulation, each
agency head or senior agency officibl shall establiah controls
to enaure that classified informaticn is used, processed,
stored, reproduced, transmitted, and deatfoyed under conditions
that provide adequaté protection and prevent access by
unauthorized persons.

(g) Consistent with directives issued pursuant to this
order, an agancy shall safeguard foreign government information
under standards that provide a degree of protection at least
equivalent to that required by the government or international
organizatlon of governments chat furnished the information,
When adequate to achieve equivalency, these standards may be
less rasrrictive than the safeguarding standarde that ordinarily
apply to United Statea "Confidential®” information, including
allowing accese to individuals-with a need-to-know who have not
otherwise been cleared for access to classified information or
executad an approved nondigclosura agreement,

(h} Except as provided by astatute or directives issued
pursuant to this order, clasaified {nformation originating in
on; agency may not be diseeminated outside any other agency to
which it has been made available without the consent oflcha
originacing agency. An agency head or senior agency official
may waive this requirement for specific information originated
wichin that agency. For purpoees of this section, the

Departmant of Defanse shall be conuidered one agency.
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Sec. 4.3. Distrxibution Conctxols. (a) Each agency shall
eastablish controls cover the distribution of classified
information to assure that it ia distribured only to
organizationa or individualg eligible for access who also have a
naed-to-know the information.

(b} Each agency shall UPQACe, at least annually, the
automatic, routine, or recurring distribution of clasaified
information that they distribute. Recipients shall cooperate
fully with distributors who are updating discribution lists and
shall notify distributors whenever 3 relevant change in atatus
occursg., ‘

Sec. 4.4. Special Ac¢cess Programg. f(a) Establishment of
special access programa. Unless otherwise authorized by the
President, only the Secretaries of State, Defense and Energy,
and the Director of Central Intelligence, or the principal
deputy of each, may create a special access program. For
special access programs pertaining to intelligence activities
(including special activities, but not including military
operational, strategic and tactical programs), or intelligence
sources or methods, this function will be exercised by the
Director of Central Intelligence. Thase officiala shall keep
the number of these programs at an absolute minimum, and shall ~
eatablish them only upon a specific finding that:

{1} the vulnerability of, or threat to, specific

information is exceptional; and

(2) the normal criteria for determining eligibility

for access applicable to informacion classified at the
* same level are not deemed sufficient to prorect the

information from unauthorized disclosure; or

(3) the program is required by gtatute.

tb) Requirements and Limitations. (1) Special access
programs shall be limited to programs in which the number of
persons who will have access ordinarily will be reasonably small
and commensurate with the objective of providing enhanced

protection for the {nformation involved.
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(2) Each agency head shall establish and maintain a
syatem of accounting for special access programs
congiatent with directives issued pﬁrsuant to this
order.
(3) Spacial access programs shall be subject to the
oversight program established under section S.6(c) of
this order. In addition, the Director of the
Information Security Oversight Office sghall be
afforded access to these programs, in accordance with
the sacurlty requiremencs'of each program, in order to
perform the functions assigned to the Information
Security Oversight Office under this order. An agency
head may limit access to a speclal acceas program to
rhe Director and no more than one other employee of
the Information Security Oversight Offlce; or. for
special access programs that are extraordinarily
sensitive and vulnerable, to the Director only.
{4) The agency head or principal deputy shall review
aqnually each gpeclal access program to determine
whether it continues to meet the requirements of thlsg
order.
(S) Upon request, an agency shall brief the Assiscant
to the President for National Securlity Affairs, or his
or her‘designee, on any or all of the agency's speclal
access programs.

{c} Within 180 dayse after the effective date of this
order, each agency head or principal deputy shall review all
existing special access programs under the agency's
jurisdiction. These officlals ashall terminate any special
access programs that do not clearly meet the provisions of chis
order. Each existing speclal access program that an agency head
or principal deputy validates shall be treated as (f it were

establiahed on the effective date of this order.
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(d) Nothing in this oxrder shall supersede any regulrement
made by or under 10 U.3.C. 119.
Sec. 4.5. Agcegs by Hlstorical Regearchers apnd Former
Preasidential Appointess. (a) The requirement in
section 4.2{a) (3) of this order that access to classifled
information may be granted only to {ndividuals who have a need-
to-know the information may be waived for persons who:
(1) are engaged in historical research projects; or
(2) previously have occupled policy-making positions
to which they were appointed by the President.
(b} Waivers under this section may be granted only if the
agency head or senior agency official of the originating agency:
‘ (1) determines in writing that access is consistent
with the interest of national security;
(2) takeﬁAappropriate steps to protect classified
information from unauthorized disclosure or
compromise, and ensures thatithe information is
safeguarded in a manner consistent with this order;
and
(3) 1limits the acceass granted to former Presidential
appointees to ltems that the person originated,
reviewed, signed, or received while serving as a
Presidential appointee. ‘
PART 5 IMPLEMENTATION AND REVIEW
Sec. 5.1. Definitjons. For purpcses of this order:
ta) "Self-inspection" means the internal review and evaluarion
of individual agency acfiviciea and the agency as a whole with
reépect to the implementation of the program established under
this order and itas implementing directives.
{b) "violation" means:
(1} any knowing, willful, or negligent action that

could reasonably be expected to result in an

unauthorized disclosure of clagsified informarion.
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(2) any knowing, willful, or negligent action to
classify or continue the classification of information
contrary to the requirements of this order or its
implementing directives, or
{3} any knowing, willful, or negligent acticn to
create or continue a speclal accegs program contrary
to the requirements of thia order.

{c) “Infraction" means any knoQing, willful, or negligent
action contrary to the requirements of this order or lts
implementing directives that does not comprise a “violation," as
defined above.

gec. 5.2. Program Directien. (a) The birector of the
Office of Management’and Budget, in congulration with the
Ascistant to the Prealdent for Nacionﬁl Security Affairs and the
co-chairs of the Security Policy Board, shall issue such
directives as are necessary to implement this crder. These
directives shall be binding upon the agencles. Directives
isauad by the Director of the Oféice of Management and Budget
shall establish atand?rds for:

(1) classification and marking principles;

(2) agency egecurity education and training programs;
(3) agency self-inspection programs; and -
{4) classification and declaasification guides.

(b} The Director of the O}fice of Management and Budget
shall delegate the implementation and monitorship functions of
this program to the Director of the Information Security
Oversight Office.

) (¢) The Security Policy Board, established by a
Pregidential Decision Directiva, shall make a recommendatlon to
the President through the Assistant to the Pregident for
Nacional Security Affairs with respect to the issuance of a
Presidential directive on safeguarding claasified information.
The Presidential directive shall pertain to the handling,
storage, distribution, tranemittal, and destruction of and

accounting for clasesified information.
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{a) There ia established within the Office of Management and

Budget an Information Security Oversight Offjice. The Director
of the Office of Management and Budget shall appoint the
Director of the Information Security Oversight Offlice, subject
to the approval of the President.

{b) Under the direction of the Director of tha Office of
Management and Budget acting in consultation with the Assistant
to the President for Natlonnl Security Affaire, the Director
of the Information Security 0veraig¥L Office shall:

(1} develop directives for the implementation of this
order;

(2) overs;e agency actions to ensure compliance with
this order and its implementing directives;

{3) review and approve agency implementing
regulations and agency guides for systematic
declaseificatioﬁ review prior to their issuance by the
agency;

{4) have the authority to conduct on-site reviews of
each agency’s program established under this order,
and to require of each agency those reports,
information, and other cooperation that may be
necessary to fulfill its responsibilities. TIE
granting access to gpecific categories of classified
{nformation would pose an exceptional natiocnal
security risk, the affected agency head or the senior
agency official ghall submit a wricten justification
recommending the denial of access to the Director of
the Office of Management and Budget within 60 ‘days of
the requeat for access. Access shall be denied
pending a prompt decimion by the Director of the
Office of Management and Budget, who shall consult on
thia decision with the Assiscanc to the President for

National Securicy Atfaira;
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(S) review requasta for original classificatlon
authority from agencies or officials not yranced
originél clasaification authority and, 1f deemed
appropriate, recommend Presidential approval through
the Diractor of the Office of Management and Budget;
(§) consider and take action on complaints and
suggestions from persons within or outside the
Government with respect to the administration of the
program established under this order;
{7) have the authority ro prescribe, after
consultation with affected agencies, standardization
of forms or procedurea that will promote Che
implementdtion of the program established under this
order;
(8) report at least annually to the President on the
implementation of this order; and
(9) convene and chair interagency meerings to discuss

matters pertaining to the program established by this

order.
Sec. 5.4. Intexagengy Security Clagsification Appeals
' .
panel. (a) Establishment and Administration.

{1} There is established an Interagency Security
Classification Appeals Panel ("Panel"). The
Sacretaries of Stare and Defense, the Attorney
General, the Director of Central Intelligence, the
Archivist of the United States, and the Assigtant to
the Preaident for National Security Affairs shall each
appolnt a senior level representative to serve as a
member of the Panel. The Preeident shall select the
Chair of the Panel from among the Panel membeurs.

(2) A vacancy on tha Panel shall be filled as quickly

as possible as provided in paragraph (l}, above.
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{3) The Director of the Information Security
Oversight Office shall serve as the Executive
Secretary. The staff of the Information Securlity

Oversight Office shall provide program and

adminlstrative support for the Panel.

{4) The mambers and ataff of the Panel shall be
required to meet ellgibility for access standards in
order to fulfill the Panel’s functions.

(5) The Panel shall meat at the call of the Chair.
The Chair shall schedulae teatings as may he necessary
for the Panel to fulfill fts functions in a timely
mannar.

(6) The Information Sacurity Oversight Office shall
include in its reuorts to the Presldent a summary of
the Panel’'s activities.

(b)  Functions. The Panel shall:

(1) decide on appeals by persona who have filed
classification challenges under section 1.9 of this
order;

(2) approve, deny, or amend agency exemptions from
automatic declassification as provided in section 3.4
of this order; and

(3) declide on appeals by pargons or entitiea who have
filed requeats for mandatory declassification review
under section 3.6 of this order.

(cy Rules and Procedures. The Panel shall issue bylawg,
which shall be publighed in the Egdg:a‘ Register no later than
120 daya from the effective date of this order. The bylaws
shall establish the rules and procedures that the Panel will
follow in accepting, considering, and lssuing decisions on
appeals. The rules and procedures of the Panel shall provide
that the Panel will consider appeals only on actions in which:
(1) the appellant has exhausted his or her administrative

reamedies within the responsible agency: (2) there is no, current
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action pending on the issue within the federal courts; and
(3) the information has not been the subject of review by the
federal courts or the Panel within the past 2 years.

(d) Agency heads will cooperate fully with the Panel so
that it can fulfill ite functions in a timely and fully informed
manner. An agency head may appeal a decigion of the Panel'
to the President through the Assiatant to the President for
National Security Affalrs. The Panel will report to the
Preaident through the Assistant to the President for Natiocnal
Security Affairs any instance in which it believes that an
agancy head is not cooperating fully with the Panel.

(e) The Appeals Panel is established for the sole purpose
of advising and aeaiéting the Presiden; in the discharge of his
constitutional and discrétionary authority to protect the
national security of the United States.. Panel decisions are
committed to the discretion of the Panel, unless reversed by
the Preslident.

(a) Eatablishment. There {s established an Information
Security Policy Advisory Council (“Council”). The Council shall
be composed of seven members appointed by the President for
sraggered terma not to exceed 4 years, from among persons who
have demonstrated interest and expertise in an area related to
the subject matter of rhis order and are not otherwiaga ciployees
of the Federal Government. The Preaident shall appoint the
Council Chair from among the membars, The Council shall comply
with the Federal Advisory Committee Act, aa amended, 5 U.S.C.
Apé. 2.

(b)  Fungtiona. The Council shall:

{1} adviae the President, the Assistant to the
Pregident for Natiénal Security Affaira, the Director
of the Office of Management and Budget, or such other

executive branch offici{als as it deems approprliate, on
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policles established under this order or its
implementing directives, including recommended changes
to those policies;

(2) provide recommendations to agency heads for
specific subject areas for systematic declassliiication
review; and

(3} s8serve as a forum to discuss pollcy issuas in
dispute.

(c) Mgg;ingﬂ. The Council shall meet at least twice each
calendar year, and as datearmined by‘the Agsiatanr to the
President for National Security Affairs or the Director of the
Office of Management and Budget.

(d)  Adminiscration.

(1) Each Council member may be compenaated at a rate
of pay not to axceed the dally equivalent of the
annual rate of basic pay in effect for grade GS-18 of
the general schedule under section 5376 of title 5,

United States Code, for each day during which that

member is engaged in the actual performance of the
duties of the Council. *

(2) While away from their homes or regular place of
businesa in the actual performance of the duties of
the Council, mambera may be allowed travel expenses,
including per diem in lieu of subslstence, as
authorized by law for persons serving intermittently
in the Government service {5 U.3.C. 5703(b)).

{3) To the extent permitted by law and subject to the
availability of funds, the Information Security
Oversight Office shall provide the Council with
adminiscrarive serviceas, facilities, staff. and other
support services necessary for the performance of its
functionsa.

(4) Notwithetanding any other Executive order, the
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funcrions of the Presldent undar the Federal Advisory
Committee Act, as amended, that are applicable to the
Council, axcept that of reporting to the Congress,
shall be performed by the Director of the Information
Security Oversight Office in accordance with the
quidelines and procedures established by the Ceneral
Servicas Administration.
Sec. 5.6. Genexal Responsibilitleq. Heads of agencies
that originate or handle classified information shall:
(a} demonstrate personal commitment and commic senior
management to the succesaful implementation of the program
establiashed under this order;

(b} commit neceﬁsary regources to the effective
implemantétion of the program establisghed under this order; and
{c) designate a senior agency official to direct and

administer the program, whose responsibilities shall include:
(1) overseeing the agency’a program established under
thie order, provided, an agency head may designate a
separate official to oversee special access programa
authorized under this order. This official shall
provide a full accounting of the agency’s speclal
access programs at least annually;
(2) promulgating implementing regulations, which
shall be published in the Federal Regjsfer to the
extent that they affect membera of the public;
{3) establishing and maintaining security education
and training programs;
(4) establishing and maintaining an ongoing self-
inspection program, which shall include the periodic
review and. aggeasment of the agency's classifled
product;
(S} establishing procedures to prevent unnecessary
access to classified informarion, including procedures

that: {{) require that a need for accessg Lo
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classified information i{s established before
initiating adminiscrécive clearance procedures; and
(ii) ensure that the number of persons granted access
to classifiad information is limited to the minimum
consiastent with operational and security requirements
and needs;
(6) developing special contingency plang for the
gafeguarding of classified {nformaction used in or near
hostile or potantially hostile areas;
(7) assuring that the pebformance contract or other
system used to rate civilian or military personnel
performance includes the management of classified
information as a critical element or item to be
evaluated in the rating of: (i) original
clasnifiﬁacion authorities; (ii) security managers or
security speclalints; and ({ii) all other personnel
whose duties significantly i{nvolve the creation or
handling of classified information;
(8) accounting for tha costs associated with the
implementation of this order, which shall be reported
to the Director of the Information Security Oversight
Office for publication; and
(9) assigning in a prompt manner agency personnel to
regpond to any request, appeal, challenge, complaint,
or auggestion arising out of this order that pertains
to classified information that originated in a
component of the agency that no longer exists and for
which there ia no clear succesaor in function.

Sec. 5.7. Sanctiops. (a) If the Director of the
Information Security Oversight Office finds that a violation of
this oxder or its 1m;iementing directives may have occcurred, the
Director shall make a report to the head of the agency or to the
senior agency officlal so that corrective ateps, if appropriate,

may be taken.
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(b} Officers and employees of the United States
Government, and ite contractors, licensees., certificate holders,
and grantees shall be subject to appropriate sanctions if they
kxnowingly, willfully, or negligently:

(1) disclose tc unanthorized persons information
properly classified under this order or predecessor
orderas;

(2) classify or continue the claasification of
informacion in viclation of thia order or any
implementing directive;

(3} create or continue a gpecial access program
contrary to the requirements of this order; or

(4) contravene any other pravieion of thia order or
its implementing directives.

(¢) Sanctions may include reprimand, suspensiocn without
pay, removal, texrmination cof classification authority, loas or
dental of access to clagsified information, or other sanctions
in accor&ance with applicaBle law and agency regulation.

(d) The agency head, senior agency official, or other
supervisory official shall, at a minimum, promptly remove the
claggification aucthority of any individual who demonstrates
reckless disregard or a pattern of error in applying the
classification standards of this order.

(e) The agency head or eenior agency official shall:

(1) take appropriate and prompt corrective action
whan a violation or infraction under paragraph (b),
above, occurs; and
{2)° notlfy the Diractor of the Information Security
Oversight Office when a violation under
paragraph (b) (1), (2) or (3), above, occurs.

PART 6 GENERAL PROVISIONS

gec. §.1. General Proviaiong. (a) Nothing in this order
shall supersede any requirement made by or under the Atomlc
Energy Act of 1954, as amended, or the National Security Act of

1947, as amended. "Reatricted Data® and "Formerly Reatricted
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Data" ahall bhe handled,lpratected, clasasified, downgraded, and
declasaified in conformicy with the provisions of the Atomic
Enexgy Act of 1954, as amended, and regulations isgued under
that Act.

(b} The Attorney General, upon request by the head of an
agency or the Director of thg Information Security Oversight
Office, ahall rendar an interpretation of this order with
respect to any question ariasing {n the course of its
administration.

(¢} Nothing in this order limie the protection afforded
any informagion by other proviuiona of law, including the
exemptions to the Preedom of Information Act, the Privacy Act,
and the National Secugity Act of 1947, aa amended. This order
is not intended, and should not be construed, to create any
right or benefit, substantive or procedural, enforceable at law
by a party against the United States, {ts agencies, its
officers, or its employees. The foregoing is in addition to the
‘specific provisce set forth in mections 1.2{b), i.z(b) and
S.4{e) of this order.

(d) Executive Order No. 12356 of April 6, 1982, is revokad
ag of the effective dgte of thia order.

gec. §.2. Effective Date. Thism order shall become

effacrive 180 days from the date of thim order.

THE WHITE HOUSE,

April 17, 1995.
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THE WHITE HQUSE
. 2+ ) .
Office of the Presa Secratary 29775

For Immediate Release October 3, 1995

EXECUTIVE ORDER

PROTECTION OF HUMAN RESEARCH SUBJECTS AND
CREATION OF NATIONAL BIOETHICS ADVISORY CO&MISSION

8y the authority vested in me as President by the
Constitution and the laws of the United States of America,
it is heraby ordered as followa:

Sectien 1. ; {aj Each
exscutive branch department and agency that conducts, supporta,
or regulates research involving human subjects shall promptly
review the protections of the righta and welfare of human .
research subjects that are afforded by the department’'s or
agency’s existing policies and procedures. In conducting
this review, departments and agencies shall take account of
the recommendations contained in the report of the Advigory
Committee on Human Radiation Experiments.

(b) wWithin 120 days of the date of this order, aach
department and agency that conducts, supportae, or regulates
research involving human subjects shall raport the results of
the review raquired by paragraph (a) of this section to the
National Bioethics Advisory Commission, created pursuant to this
order. The report shall include an identification of measures
that the department or agency plans or proposea to implement to
enhance human subject protections. RAa set forth in paction §
of this order, the National Bicethica Advigory Commission shall
pursue, as its first priority, protection of the righte and
welfare of human research subjects.

.{e) Por purposes of this order, the terms "research" and
"human subject® shall have the meaning set forth in the 1591
Federal Policy for the Protection of Human Subjectsa.

Seg. 2. Each executive branch department
and agency that conducts, supports, or regulates research
involving human subjects shall, to the extent practicable
and appropriate, develop professional and public educational
programs to enhance activities related to human subjects
protection, provide forums for addreeasing ongoing and emerging
isgsues in human subjects research, and familiarize professionals
engaged in nonfederally-funded ramearch with the ethical
conaidarations associated with conducting research involving
human eubjecta. Where appropriate, such profeasional and
educational programs should ba organized and conducted with
the participation of medical schools, universities, gclentific
aoci:tiee. voluntary health organizations, or other interested
parties. '

gSec. 2.

. (a) There ias heraby established a National
Biocathics Advigsory Commission ("NBAC"). NBAC shall be composed
of not more than 15 members to be appointed by the President.
NBAC shall be gubject to the Federal Advisory Committee Act, as
amended (5 U.S.C. App.).

(b} The President shall designats a Chairperson from among
the members of NBAC.
more
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. . Eunctions. {a) NBAC shall provide advice and
make recommendations to the National Science and Tachnology
Council and to cther appropriate government entities regarding
the following mattersa:

(1) the appropriateness of departmental, agency, or
other governmental programs, peclicies, assignments, miessiona,
guidelines, and regulations as they relate to bicethical igsues
arieging from research on human biology and behavior; and

(2) applications, including the clinical applicationasa,
of that research.

{b) NBAC shall identify broad principles to govern the
ethical conduct of research, citing specific projects only as
illustrationa for such principles.

(c) NBAC shall not be responsible for the review and
approval of specific projecta. : '

(d) In addicion to responding to requasta for advice
and recommendations from the National Science and Technology
Council, NBAC also may accept suggegtions of iassues for
conaideration from both the Congress and the public. NBAC
also may identify othar biocethical issues for the purpose of
providing advice and recommendations, subject tc the approval
of the National Science and Technology Council.

Sec. 5. Prioritieg. {(a) As a first pricrity, NBAC shall
direct its attention to consideration of: protection of the
rights and welfare of human research subjecta; and issues in the
management and ube of genetic information, including but not
limited to, human gene patenting.

(b) NBAC shall consider four criteria in establishing the
other priorities for its activitiag:

(1) the public health or public policy urgency of the
bicethical iasue;

(2) the relation of the bioethical issua to the goals
for Federal investment in science and technology;

(3) the absence cf another entity able to deliberate
appropriately on the bicethical issue; and

(4) the extent of intereat in the issue within the
Federal Government.

Sec. 6. . (a) The heads of executive
departments and agencies shall, to the extant permitted by
law, provide NBAC with such information as it may require
for purposes of carrying out its functions.

(b) NBAC may conduct ingquiries, hold hearings, and
establish subcommittees, as necessary. The Aseistant to the
President for 8ciance and Technology and the Sacretary of Health
and Human Services ghall be notified upon establighment of each
subcommittee, and shall be provided information on the name,
membership (including chair}), function, estimated duration,
and estimated frequancy of meetings of the subcommittee.

(c) NBAC ia authorized to conduct analyses and develop
reporta Oor other materials. 1In order to augment the expertise
present on NBAC, the Secretary of Health and Human Services may
contract for the services of nongovernmental consultants whe
may conduct analysed, prepars reports and background papers,
or prepare cther matarials for conaideration by NBAC, as
appropriata.
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{d) Members of NEAC shall be compensated in accordance
with Federal law. Members of NBAC may be allowed travel
expenses, including per diem in lieu of subsistence, to the

" extent permitted by law for persons serving intermittently in
rthe government service (5 U.S.C. 5701-5707).

(e} To the extent permitted by law, and subject to the
availability of appropriations, the Department of Health and
KHuman Services shall provide NBAC with such funds as may be
necessary for the performance of its functiona. The Secretary
of Health and Human Saervices shall provide management and
support gervices to NBAC. ‘

gec. 2. General Provisjons. (a) Notwithstanding the

provisions of any other Executive order, the functions of the
President under the Federal Advisory Committee Act that are
applicable to NBAC, except that of reporting annually to the
Congress, shall be performed by the Secretary of Health and
Human Services, in accordance with the guidelines and procedures
establighed by the Administrator of General Services.

(b) NBAC shall terminate two years from the date of this
order unless extended prior to that date.

{¢) This order is intended only to improve the internal
management of the executive branch and it is not intended to
create any right, benefit, trust, or responsibility, substantive
or procedural, enforceable at law or equity by a party against
the United States, its agencies, its officers, or any person.

- WILLIAM J. CLINTON

THE WHITE HOUSE,
October 3, 1995.

## 4
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ASSISTANTS TO THE SECRETARY OF DEFENSE S

DIRECTOR OF ADMINISTRATION AND MANAGEMENT
DIRECTORS OF THE DEFENSE AGENCIES o=

SUBJECT: DoD Human Radiation Resaarch Revigw

I nave appointed Dr, Harold P, Smith, Assistant to the
Secretary of Defense (Atomic Energy), as thae DeD~wide focal point
for the compilation and review of all Defense Department data or
information related to ionizing radiation research with human
subjects. He will work with the Interagancy Working Group on
this issue and ccordinate our efforts with those of the other
relevant agencies. I want to move quickly and thoroughly on this
matter -- it should be given high priority.

Tha ATSD(AE) .will chair a DoD working group to structure the
Procass for data collection and analysis and deavelopment of a DoD
overall plan of action. He will also be responsible for
determining the outside organizations with which the Department
has worked that might have such records, and che best way to
presarva those records and obtain them for review. This ATSD (AR)
led effort will be under the overall guidance of John Deutech, who
is the senior department official responsible for this matter.

I request you take immediate steps to ensure that any
locuments or records in your office related to human ionizing
radiation research are retained and not dastroyed. This includes
11l letters, memoranda, reports, logs, handwritten notes, written
rocecures, and all other writings, as wall as photographs, maps,
\nd machine-readable materials. Your search should include all
‘ile indicas of records retired to the Federal Records Caenter act
‘'uitland, MD, or a search of those files at Suicland as
ppropriata. Pleasa advise all persons responsible for routine
ocument disposal procedures of the need to preserve these
ecords.
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Veterans who participated in atmospheric nuclear testing and
the occupation of Hirsshima and Nagasaki are already included in
the national Nuclear Test Personnel Review (NTPR) program ancd are

not part of this effort.

Inquiries regarding this macter should be directed to
Dr. Gordon K. Sopex, Principal Deputy, AT (703) €87-5161.
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ASSISTANT TO THE SECRETARY OF DEFENS

J0SO DEFENSE PENTAGON = "l -
WASHINGTON, DC 20301-3050 ._ W3¢ 2 S

ATOMIC ENERGY

January 31, 1994

MEMORANDUM FOR SECRETARIES OF THE MILITARY DEPARTMENTS
CHAIRMAN OF THE JOINT CHIEFS OF STAFF
UNDERSECRETARIES OF DEFENSE
DIRECTOR, DEFENSE RESEARCH AND ENGINEERING
ASSISTANT SECRETARIES OF DEFENSE
COMPTROLLER
GENERAL COUNSEL
DIRECTOR, OPERATIONAL TEST AND EVALUATION
ASSISTANTS TO THE SECRETARY OF DEFENSE
DIRECTOR OF ADMINISTRATION AND MANAGEMENT
DIRECTORS OF THE DEFENSE AGENCIES

SUBJECT: Locating Records of DoD Human Radiation Experiments

On January 7, 1994, Secretary Aspin informed you that he had appointed me as the DoD-
wide focal point for the review of human radiation experiments, and noted the high priority this
task will require. He also directed that no records of human radiation experiments be destroyed.
Based on the recommendations of the DoD working group, which I chair, this memorandum
provides specific procedures for locating records of DoD human radiation experiments.

In the coming months, we will have requirements to carry out a number of important
tasks, including: retrieval and inventory of all records of DoD human radiation experiments;
provision of information to the Advisory Committee on Human Radiation Experiments,
established by the President January 18; notification to subjects or next-of-kin of human radiation
experiments; response to inquiries from citizens to the Department of Energy telephone hotline;
release of information to the public; and others. To carry out these tasks, a Command Center has
been established and other ground work begun. We are now ready to proceed with the formal
information gathering process. Our objective in this is to "just get the facts” and our stratefy is to
fully arm the Command Center with as many of the facts as possible in order to minimize repe;ned
queries to the field. 2

With this as the guide, I request from each addressee, by February 14, 1594, an mmal'\)
report, and by February 28, a complete report, each consisting of two parts. PartIisthe -
identification of DoD organizations under the authority of each addressee that, based on their &
missions and activities, might have conducted or sponsored human radiation experiments, <
together with an identification of the archives or records centers where records concerning such
experiments might exist and a description of the steps taken to search those records. This

information is needed both to document the completeness of the search and to establish 2 ¢1.
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base for resolving inquiries received through the Energy Department's hotline. Part I is an )
identification of each possible human radiation experiment and the location of records regarding
each such experiment. Guidance will later be provided, after consultation with the Human
Radiation Interagency Working Group, concerning procedures for actual retrieval of the records.
At present, the requirement is only to identify them in the requested reports and to assure their
preservation.

The attached guidance provides a definition of the scope of the records search, the
requested format for the reports, and other specifics.

Inquiries regarding this matter should be directed to Dr. Gordon K. Soper, Principal
Deputy, ATSD(AE), at (703) 697-5161. Thank you for your attention to this important matter.

=

Harold P. Smith, Jr. -
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SPECIFIC DIRECTION FOR LOCATING RECORDS
" OF DOD HUMAN RADIATION EXPERIMENTS

A. Scope of Records Search.
1. Definition of ™ G . "

The Interagency Working Group has adopted the following definition of "human radiation
experiments:" .

(1)  Experiments on individuals involving intentional exposure to ionizing radiation.
This category does not include common and routine clinical practices, such as
established diagnosis and treatment methods, involving incidental exposures to
ionizing radiation.

(2)  Experiments involving intentional environmental releases of radiation that (A) were
designed to test human health effects of ionizing radiation; or (B) were designed to
test the extent of human exposure to ionizing radiation.

2. Other specific experiments.

The Interagency Working Group has also identified several specific experiments for
inclusion within the scope of the records search. They are:

(1)  The experiment into the atmospheric diffusion of radioactive gases and test of
detectability, commonly referred to as "the Green Run test,” by the former Atomic
Energy Commission (AEC) and the Air Force in December 1949 in Hanford,
Washington,

(2)  Two radiation warfare field experiments conducted at the AEC's Oak Ridge office
in 1948 involving gamma radiation released from non-bomb point sources at or
near ground level,

(3)  Six tests conducted during 1949-1952 of radiation warfare ballistic dispersal
devices containing radioactive agents at the U.S. Army's Dugway, Utah site;

(4)  Four atmospheric radiation tracking tests in 1950 at Los Alamos, New Mexico;
and

(5)  Any other similar human radiation experiments that may later be identified by the
Interagency Working Group.

3. Dates of experiments.

For purposes:of the identification process, the scope of the search includes all human
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radiation experiments conducted from 1944 to present. However, experiments conducted after
May 20, 1974 (the date of issuance of the Department of Health, Education and Welfare
Regulations for the Protection of Human Subjects, 45 CFR Part 46), must be clearly identified as
having occurred after that date. This is because records retrieval requirements with respect to
experiments conducted after May 20, 1974, will probably be different than requirements regarding
experiments from 1944 until May 20, 1974. The differences in requirements will be explained
when guidance on records retrieval procedures is provided.

Former military personnel exposed to ionizing radiation incident to the atmospheric
nuclear test program and/or the occupation of Hiroshima and Nagasaki are covered by the
existing Nuclear Test Personnel Review (NTPR) program and by existing compensation
mechanisms. They are not included in the scope of this records identification process.

B. Comnanent Search Coordinator

Each DoD component requested to submit a report must identify an individual in the
component as the component's coordinator for the effort to locate records of human radiation
experiments. This individual will be responsible for the accuracy and completeness of the required
reports, and will serve as the contact person for the Command Center. Each report must identify
the name, title, address, telephone number, and telefax number of the reporting organization's
search coordinator.

Part I of the requested report requires the identification of DoD organizations that might
have conducted or sponsored by contract or grant human radiation experiments. Guidelines for
this task include the following.

1. Include predecessor organizations. Each organization identified as one that might have

conducted or sponsored human radiation experiments must consider, if the organization is new
since 1944, the activities of any predecessor organization.

2. Identify archives. Each organization identified as one that might have conducted or
sponsored human radiation experiments must identify archives or records centers where records
of such experiments, if conducted, might be located. This must include any archives where such
records of any predecessor organizations might be located.
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Also under Part I of the requested report, each organization identified as one that might
have conducted or sponsored human radiation experiments must, for itself and for any
predecessor organization, document that it attempted to determine whether it has conducted or
sponsored any such experiments. Specific methods for searching may vary based on organization
practices and records systems. Methods might include: search for all published and unpublished
reports of research findings; review of the organization's contracts and/or grants records; queries
to current or former employees with knowledge of historical activities. Each step of the process
should be documented and described in Part I of the organization's report. In addition, each -
organization must maintain a complete file of all relevant memoranda, meeting notes, electronic
mail messages, notes of telephone conversations and all other materials that document the search
activities of the organization.

E. demtification of Specific Experi Possibly Within the S ¢ the Search.

As described further below, Part IT of the requested report identifies specific experiments
possibly within the scope of the search and begins the reporting of key facts regarding the
experiments. Guidelines regarding this part of the process follow.

1. Emmhuxdmﬁndnmn

For purposes of this initial identification of possible experiments, organizations submitting
reports should err on the side of inclusion. Reported activities that are outside the scope of the
records search can then be excluded prior to actual records retrieval. (Knowledge of related
activities, although outside the scope, will help the Command Center deal with inquiries expected

from the public through the Energy Department hotline.)

2. Experiments conducted or sponsored by 2 DoD organization.

Experiments to be included in the identification process are all those conducted by a DoD
organization, or predecessor organization, or sponsored in whole or in part by a DoD
organization or predecessor organization through a contract or grant. For this purpose, a
*contract” should be understood as including any cooperative agreement, memorandum of
understanding, or other similar document establishing an agreement between a DoD organization

and another party concerning a human radiation experiment.

3. Identify Jead agency when more than one is involved.

In cases in which more than one DoD organization was involved, or an agency outside
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DoD was involved, it is important to identify which agency should be considered the lead agency.
This will help avoid duplication of effort in records retrieval activities. Ifit is not clear which
organization was the lead agency, respective activities of the involved agencies should be
described so that an appropriate assignment of lead responsibility for records retrieval activities
can be made.

F. Identificati fR is R fing Possible H . . ; .

Part II of the requested report also identifies existing records pertaining to the possible
human radiation experiments that have been identified. Guidelines regarding this part of the
process follow.

1. Definition of "records”.

"Records” includes a wide range of materials, including reports, letters, memoranda,
notes, drafts, logs, handwritten notes, written procedures, medical records, and any other writings
and documents, as well as photographs, charts, drawings, machine readable materials, video tape,
audio tape, computerized information, and any other source of physically retrievable information.

The effort to locate records is restricted to records that currently exist. In the event of an
experiment for which some or all records that may have at one time existed cannot now be found,
the task of locating records does not require an effort to recreate records regarding individual
experiments. If there is a need to reconstruct additional information regarding particular
experiments, that will be undertaken separately, pursuant to instructions governing such a task.

3. Prepare to submit records.

Pending further guidance on records retrieval procedures, DoD organizations should make
initial preparations for submission of documents to a central repository. These initial preparations
include identification of any classification issues that need to be considered, determinations
regarding the existence of any other records relating to the experiment, organization of the
records, and steps to assure the safekeeping of the records. It is anticipated that when records
retrieval procedures are established, the organization will be requested to make two copies of the
records, one for submission and one for retention by the organization for purposes of any
necessary follow-up activities, and to return the original documents to the proper archives or
records repository. However, pending instructions on records retrieval procedures, records are
not to be forwarded to the Command Center or other repository. Rather, the records must be
maintained by the organization in the original records series in accordance with the organization's
established records management system.
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G. Preservation of Records.

As instructed in Secretary Aspin's January 7 memorandum, each organization must assure
that records relating to human radiation research are preserved and not destroyed. Persons
responsible for routine records disposal procedures must be advised of the need to preserve these
records.

H. :] .E. . ID ! -E . I .
1. Policy of maximum declassification.

The Interagency Working Group has established the policy that agencies should, upon
locating records of human radiation experiments within the scope of this records search, review
the records for national security classification and should declassify such records as soon as
practicable and to the maximum extent possible.

2. Classification review procedures.

Classified information must be reviewed by the appropriate classification authorities before
it can be declassified. Consult DoD Directive 5200.1-R, Chapter I, for guidance on
declassification procedures. . If there are documents within DoD's possession for which another
agency is the original classification authority, that agency must make the determination to
declassify the information. Every effort should be made to expedite this declassification process.

I. Contractor and Grantes Records.

When an organization determines that records of a human radiation experiment may be in
the possession of a contractor or grantee of the organization, the organization must document the
nature of those records and make plans to pursue retrieval. The organization should attempt to
find the governing contract or grant documents pertaining to the research project or program
involved and should obtain the assistance of the organization's Staff Judge Advocate or legal
counsel to determine rights and obligations pursuant to the governing documents. These activities

should proceed on an expedited basis.

J. Restrictions on the Release of Records.
1. Release of records outside Freedom of Information Act channels.

Because there may be personal privacy, security classification, or other restrictions on the
release of records of human radiation experiments, it is essential that DoD organizations not




556 Appendix 2—Information Sources

ExHiBiIT 8 LocaTing Recorps oF DoD HumAN RADIATION EXPERIMENTS (CONTINUED)

6

release records to the public, unless the release has been approved by the Command Center.
2. Ereedom of Information Act procedures.

Guidance will be provided in the very near future through Freedom of Information Act
(FOIA) office channels regarding the handling of FOLA requests pertaining to human radiation
experiments.

K. Format for Part I of Report.
The following format will assist in the compilation of the information requested. In any

case in which the reporting organization has no information to report, a negative report is
required. ‘

1. Identify each organization that, based on mission or activities, might have conducted or
sponsored human radiation experiments. Give name and location(s) of the organization and
" name(s) and location(s) of any predecessor organizations that might have conducted or sponsored
such experiments.

2. For each organization identified in item 1, identify the location(s) of records of the
organization where records of human radiation experiments, if conducted or sponsored, might be
located (or have been located).

3. For each organization identified in item 1 and each records repository identified in item
2, describe in detail the efforts undertaken to determine if records exist of human radiation
experiments. List all files and file systems searched and all individuals consulted.

4. Based on the results of the search described in item 3, state whether any records of
possible human radiation experiments were found, and, if so, identify the experiments.

~ N
b

L. Format for Part [ of Repont.

For each possible human radiation experiment identified in item 4 of Part I, provide as
much of the following information as is presently possible. Start each separate experiment on a
separate page.

1. Identify the possible human radiation experiment.
2. State where and when it took place.

3. Identify the primary researcher(s).
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4. Identify the organizations and entities involved in the experiment. Inciude all DoD
organizations, any other federal agency involved in conducting or sponsoring the project, and any
contractors, grantees, or other parties. Identify the DoD organization and/or the other agency
that was the lead agency.

S. Indicate the number of human subjects of the experiment. Indicate any available
information on known characteristics of the class of subjects, such as: active duty members,
researchers, a racial or ethnic group, prisoners, institutionalized persons, medical patients,
children, pregnant women. Indicate whether available information includes names or other
identifying information concerning the subjects. ,

6. Summarize the experiment, including an identification of the purpose_of the experiment
and the nature of the use of ionizing radiation. As examples of the types of information that
would be helpful, if available information permits, preliminarily classify the possible human
radiation experiment into one of the following categories. (Note that these categories are solely
for the purpose of obtaining preliminary information about the experiment that may facilitate
organization of the records retrieval process. These are not official classifications for any
purpose. In addition, not all of these categories are necessarily within the actual scope of the
records search activity, but might be involved in the initial identification because of the guidance
to err on the side of inclusion of all possible human radiation experiments.)

(2) Clear purpose radiation research — the purpose of the experiment was to test
the human health effects of ionizing radiation. Example: subjects exposed to radiation for the

purpose of measuring adverse reactions.

~ (b) Therapeutic research involving radiation — the purpose of the experiment was
to test the safety and efficacy of using ionizing radiation to diagnose or treat a disease or medical

condition. Example: clinical research on bone marrow transplantation.

(c) Qther research - the experiment was for another purpose (i.e., other than
categories (a) or (b)), but in the course of the research project, ionizing radiation was used in -
accordance with a routine, diagnostic procedure. Example: research of effects of dental coating
to prevent cavities, monitored through periodic dental X-rays.

(d) Treatment use of radiation — the use of radiation was for a medical treatment
purpose, not a research purpose, but data were maintained on results or side effects. Example:

radiation used as cancer treatment, with data reported on side effects.

(e) Unknown/uncertain — available information does not indicate classification
into a category.

7. Identify the location(s) of records regarding this experiment. Indicate whether any
records are in the possession of a contractor or grantee, and, if so, what action will be initiated to
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retrieve them. Indicate the name of the individual responsible for the maintenance of the records.
8. Indicate the estimated nature and quantity of the records.

9. Indicate whether the records are classified, and, if so, what action has been or will be
initiated to consider the classification.

The initial report on locating records of human radiation experiments is due February 14.
1t is anticipated that the identification of organizations that might have conducted or sponsored
human radiation experiments (Part I of the report) will be complete or substantially complete by
that date. It is also expected that the identification of all specific experiments possibly within the
scope of the search will not be complete, but that Part IT of the February 14 report will be an
interim report. A complete report, consisting of both Parts, is due February 28. Any reporting
organization that is unable to give a complete report by February 28 must nonetheless report by
that date and provide the necessary supplements as soon thereafter as possible. Even after an
organization provides its complete report, if any new information is discovered regarding the
matters covered in the reports submitted, the organization has a duty to supplement its reports to
assure their completeness and accuracy.

N. Resolution of Questions.

Every effort should be made to avoid the need to repeat any of the steps involved in the
records location task. Therefore, organizations should be eacouraged to resolve any questions or
uncertainties at the earliest possible time. This should be done through the organization's chain of

authority and up to the Command Center.

O. Command Center Address and Telephone.

The address and telephone number of the Command Center, to which the requested
reports are to be sent and to which inquiries may be made, are:

DoD Radiation Experiments Command Center
1211 S. Fern St., Room 217
Arlington, Va. 22202

Telephone: (703) 602-1365
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HUMAN RADIATION EXFERIMENTS IDENTIFICATION

1. NAME. 'I'dentify the poss-ible human radiation experiment.
2. WHERE/WHEN. State where and when it took place.
3. RESEARCHER. Identify the primary researcher(s).

4. AGENCY. Identify the organizations involved. Include all DoD organizations, any
other agencies, and any contractors, or other parties. Identify the lead agency.

5. SUBJECTS. Indicate the number of human subjects of the experiment. Indicate any
available information on known characteristics of the class of subjects, such as: active duty
members, a racial or ethnic group, prisoners, medical patients. Indicate whether available
information includes names or other identifying information concerning the subjects.

6. SUMMARY. Summarize the experiment, including an identification of the purpose of
the experiment and the nature of the use of ionizing radiation. As examples of the types of
information that would be helpful, if available information permits, preliminarily classify the
possible human radiation experiment into one of the following categories.

(a) Clear purpose radiation research -- the purpose of the experiment was to test

the human health effects of ionizing radiation. Example: subjects exposed to radiation for the
purpose of measuring adverse reactions.

(b) _hmp;ujmgs;ambﬂmg_mdmnm -- the purpose of the experiment was

to test the safety and efficacy of using ionizing radiation to diagnose or treat a dxsease or medical
condition. Example: clinical research on bone marrow transplantation.

(c) Other research -- the experiment was for another purpose (i.e., other than
categories (&) or (b)), but in the course of the research project, ionizing radiation was used in
accordance with a routine, diagnostic procedure. Example: research of effects of dental coating
to prevent cavities, monitored through periodic dental X-rays.

(d) Unknown/uncertain -- available information does not indicate classification
into a category.

7. RECORDS LOCATION. Identify the location(s) of records regarding this
experiment. Indicate whether any records are in the possession of a contractor or grantee.
Indicate the name of the individual responsible for the maintenance of the records.

8. RECORDS DESCRIPTION. Indicate estimated nature and quantity of the records.

9. CLASSIFICATION. Indicate whether the records are classified, and, if so, what
action has been or will be initiated to consider the classification.
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ASSISTANT TO THE SECRETARY OF DEFENSE
3050 DEFENSE PENTAGON
WASHINGTON, OC 20301-3030

ATOMIC ENERGY

June 14, 1994

MEMORANDUM FOR SECRETARIES OF THE MILITARY DEPARTMENTS
CHAIRMAN, JOINT CHIEFS OF STAFF
DIRECTOR, DEFENSE RESEARCH AND ENGINEERING
ASSISTANT SECRETARY OF DEFENSE (HEALTH AFFAIRS)
DIRECTOR OF ADMINISTRATION AND MANAGEMENT
DIRECTOR, DEFENSE NUCLEAR AGENCY

SUBJECT: Expansion of Human Radiation Résearch Review to Include Policy Making
Activities of DoD Components

On January 18, 1994, the White House asked each agency to "establish forthwith an
initial procedure for locating records of human radiation experiments” conducted or sponsored by
the agency as a prelude to the "retrieval and inventory" of such records. In my January 31
memorandum, I established a process, consisting of two phascs, for DoD's response to this
request. Phase 1, which is now nearing completion, consists of the identification of all records of
possible DoD human radiation experiments. Phase 2, following further guidance from the
Interagency Working Group and the Presidential Advisory Committee, will entail the actual
retrieval of pertinent records.

As part of, and in addition to, the process of retrieving records of actual experiments, the
Advisory Committee has launched a major effort to compile records regarding the DoD policy
makiny, dating back to 1944, relating to human radiation research. [ agree with the Advisory
Committee that this is a useful line of inquiry, and I have pledged DoD's support. To assure that
support, I am modifying our process to establish what we might call phase 1-B, to compile
records of policy making activities of DoD relating to human radiation experimentation. I am
also supplementing the DoD Steering Committee specifically to include representatives of
offices needed to assist in this review of policy making activities.

Specifically, I ask that the Secretaries of the Army, Navy, and Air Force include in your
respective review groups, if you have not already done so, a representative of the historical office
and the records management office responsible for the Office of the Secretary of each respective
service. The Secretary of the Army's review should include records of the former War
Department, including the Medical Rescarch Committee of the Office of Scientific Research and
Development. For the Office of the Secretary of Defense, 1 request the active participation of a
representative of: (1) the OSD Historian (DA&M) regarding OSD reicvant policy development
activities; (2) the Records Management Division (DA&M) regarding identification and retrieval
of records of policy making activitics; (3) the Director of Defense Research and Engineering
(already on the Steering Committee) regarding DoD policy on human subject research, including
activities of the former DoD Research and Development Board; (4) the Assistant Secretary of
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Dcfense (Health Affairs) regarding medical research policy, including activities of the former
Armed Forces Medical Policy Council; and (5) the Assistant to the Secretary of Defense (Atomic
Energy) (already on the Steering Committce) regarding DoD policy on atomic cnergy related

* research.

To provide additional context for this "phase 1-B" task, attached arc excerpts from thc
Advisory Committec staff's Preliminary Report on the DoD review process and additional details
regarding the needed search effort. [ ask the OSD addressees of this memorandum to designate
their respective representatives by June 17 to my Principal Deputy, Gordon Saper, room 3E1074.
(703) 697-5561. °

Thank you for your continued support.

Harold P. Smith, Jr.

Atachments
Copy to: Honorable John Deutch, Deputy Secretary of Defense
Ruth Faden, M.D., M.P.H., Chairperson,
Advisory Committee on Human Radiation Experiments
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RESPONSIBILITIES OF DoD COMPONENTS FOR "PHASE 1-B" ~
COMPILATION OF RECORDS OF POLICY MAKING ACTIVITIES
CONCERNING HUMAN RADIATION EXPERIMENTS

A. Scope of search.
1. Records covered.

Records covered by this search include any rcgulations, directives, memoranda, policy
statements, letters of instruction, or any other expression of policy or procedure regarding human
radiation experiments conductcd or sponsored by DoD. This includes any policy or procedures
regarding development or evaluation of proposed human radiation experiments, as well as the
conduct or oversight of such experiments and the reporting ar use of results of the experiments.
Records covered by this search also include all records relating to the development,
implementation and oversight of any expression of policy or procedure. This includes any
proposed policies and procedures, the rationale and records of deliberations on proposals,
commentary on implementation, and reviews of results.

2. Dates covered.

The dates of rccords arc 1944 until 1974, with priority on the earliest records. A similar
search may subsequently be required for post-1974 records.

3. Definitions.

For this purpose, the definitions of "human radiation experiments” and "records" are the
same as in the January 31, 1994, attachment to Dr. Smith's memorandum.

B. Report requested.

Each addressee is asked to submit a report regarding the search etfort of the component
. and the results of the search. The Radiation Experiments Command Center (RECC) will
coordinate the search effort through the DoD Steering Commiltee and assist in conducting

archives records scarches.

C. Rccords repository.

The central repository for all records regarding DoD human radiation experiments is the
RECC. All records regarding policy making activities are to be forwarded to:

DoD Radiation Experiments Command Center
6801 Telegraph Road
Alexandria, Va. 22310-3398

Telephone: (703) 602-1365
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THE SECRETARY OF DEFENSE C/ /;/‘«A
WASHINGTON, DC 20301-100C

$00CT 185

MEMORANDUM FOR SECRETARIES OF THE MILITARY DEPARTMENTS
CHAIRMAN, JOINT CHIEFS OF STAFF
UNDER SECRETARIES OF DEFENSE
DIRECTOR, DEFENSE RESEARCH AND ENGINEERING
ASSISTANT SECRETARIES OF DEFENSE
GENERAL COUNSEL
ASSISTANTS TO THE SECRETARY OF DEFENSE
DIRECTORS OF THE DEFENSE AGENCIES

SUBJECT: Response by the DoD to the Findings and Recommendations
of the Advisory Committee on Human Radiation Experiments.

I am aware of your commendable efforts in support of the
Advisory Committee on Human Radiation Experiments. Your hard work
resulted in the Department leading the way in the timely
declassification of 1,200 documents requested by the Committee,
retrieval of 10,000 key documents related to policy and
experiments and DoD responding to more than 7,000 public
inquiries. Thank you all for a job well done.

Now that the Advisory Committee has completed its Final
Report, we must continue to build on the excellent progress that
the Department has made in the first phase of this important
project. I want to ensure that we continue to respond in a timely
manner to Congressional and public inquiries, intensify public
access initiatives and, when appropriate, declassify relevant
documents. Protecting the rights and interests of human subjects
will continue to have the utmost priority within the Department.
Accordingly, under the direction of the Director, Defense Research
and Engineering, responsible agencies must take prompt action on
the President's charge to review human subject protection policies
based on the findings and recommendations cf the Advisory
Committee and provide input to the National Bioethics Advisory

Commission. :

I am reappeointing Dr. Harold P. Smith, Jr., Assistant to the
Secretary of Defense (Atomic Energy), as the DoD-wide focal point
for the continuation of the tasks remaining from phase cne of this
activity and the timely follow-up to the findings and
recommendations of the Final Report of the Advisory Committee. He
will work with the Interagency Working Group and coordinate our
efforts with those of the other relevant agencies:

Inquiries regarding this matter should be directed to
Dr. Gordon K. Soper, Principal Deputy, ATSD(AE), (703)697-5561.

hiey oy
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ASSISTANT TO THE SECRETARY OF DEFENSE
3050 DEFENSE PENTAGON
WASHINGTON, DC 20301-3050

MOV 2 1899

ATOMIC ENERGY

MEMORANDUM FOR SECRETARIES OF THE MILITARY DEPARTMENTS
UNDERSECRETARIES OF DEFENSE
DIRECTOR, DEFENSE RESEARCH AND ENGINEERING
ASSISTANT SECRETARIES OF DEFENSE
GENERAL COUNSEL
ASSISTANTS TO THE SECRETARY OF DEFENSE
DIRECTORS OF THE DEFENSE AGENCIES

SUBJECT: Response by the DoD to the Findings and Recommendations of the
Advisory Committee on Human Radiation Experiments (ACHRE)

On January 7, 1994, Secretary Aspin appointed me as the DoD-wide focal point
for the Department's review of human subjects radiation experiments. On January 18,
1994, the President established the Advisory Committee on Human Radiation
Experiments to conduct a government-wide review of such experiments and submit a
final report to the President within one year (later six month extension). In support of the
ACHRE, DoD and seven other Departments/Agencies conducted extensive record
reviews to determine our involvement in conducting or sponsoring human subject
experiments during the past 50 years. DoD was a key contributor in the overall success
of this review (enclosure 1).

On October 3, 1995, almost 18 months after the project started, Dr. Ruth Faden, a
bioethicist at John Hopkins University and Chair of the Advisory Committee on Human
Radiation Experiments, presented the Final Report to the President. Concurrently, the
President, via Executive Order, (enclosure 2) established a National Bioethics Advisory
Commission (NBAC) and charged each responsible agency to immediately review its
human research policy and procedures relative to the findings and recommendations of
the Advisory Committee and submit a report to the NBAC within 120 days from the
effective date of the executive order.

To ensure continuity in completing the final phase of this important project,
Secretary Perry has reappointed me as the DoD-wide focal point (Enclosure 3). In
reassuming the lead in this matter, I join the Secretary in thanking you and those from
o «-. c2ency who participated in this effort for the great support during the first phass.
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Within the Department, the DoD Human Radiation Experiments Steering
Committee, which I chair, will continue, with members from Defense Research and
Engineering (DDRE), the Services, the Defense Nuclear Agency, the Radiation
Experiments Command Center (RECC), and OSD General Counsel. Our primary
attention will be on three implementation issues. First, it is essential that we work
promptly and effectively in developing appropriate responses to the NBAC no later than
February 3, 1996. To this end, the DoD will work closely with the Interagency Working
Group to ensure a coordinated effort in responding to the NBAC concerning informed
consent and policy matters regarding the protection of human subjects in research.
DDRE has primary oversight in this matter.

Second, as concerns other ACHRE foilow-on issues, the RECC has the lead in
completing several actions that will require your support. Project officers must continue
to work closely with the RECC to ensure timely responses to Congressional and public
inquiries and Freedom of Information Act requests. Also, the RECC has begun initial
work to publish a book to reflect DoD's commitment to openness by summarizing what
DoD found during its human radiation experiments records review. The proposed book is
targeted for completion in March 1996 and will have chapters specific to the research
efforts of the Services and DoD agencies. Therefore, the RECC will need the help of
project officers to review both near finai and final drafts for substantive and factual
accuracy. Particulars about the book and final draft reviews will be provided via separate
correspondence. Additionally, the Services and responsible DoD agencies in
coordination with the RECC must take action to ensure that any documents that the
Advisory Committee requested to be declassified that are still being processed are
declassified and forwarded via the RECC to the National Records Center. Such action is
necessary to ensure the continued integrity of our records review.

The third major implementation issue is remedies and compensation actions. On
this, OSD General Counsel will continue to have the lead to ensure appropriate DoD
input.

Inquiries regarding this matter should be directed to Dr. Gordon K. Soper,
Principal Deputy, ATSD (AE) at (703) 697-5561 or Colonel Claud Bailey, Jr., at (703)
442-5675. Thank you for your continued support.

.

Harold P. Smith, Jr.
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