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Adoption of the common Federal Policy for th. Protection of Human Subjects (June 

1 «> 1 Wl; S6 PK 28003) marked an important rtep forward for foe Federal govraunenf. 

ittention to biotthicil oonUderatiaae. It la incumbent upon us, however, to exercise eonetant 

vigilance over the adequacy and implementation of the Federal Policy and ralated guidelines.

1 havo determined that it la in the best Inttrocm of the Nation to A review of 

the adequacy and uniformity (1) of the ndc, polrdea, guidailaei. and regulations of all 

Federal Departments and Agencies regarding the protection of human sut|jocto of biomedical 

or behavioral research which such Departments and Agencies currently conduct or support, 

sad (2) of the implementation - including owtight of compliance - of such rules, policies, 

gaidaliaaa, and regulations by such Depaitmeate and Agencies, The review shall include 

appropriate rocommmulatioas for legislative and administrntivo action.
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Dio Assistant to the Presidat for Science and Technology will comdinato'

under the Netiaul Sciwwe and Teehaolomr Council (Coimell). He will deliver a 

comprehensive report, including recommendations for appropriate legislative and ^9 

ednumstrativo action, to the Council no later then Ay^ 1994 . x
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In the course of the review prescribed above, I request specific attention to the adequacy of

po^latioaa. In addition^/ request * W

• Jllnrstod-by-BMh sgeney^enforCeBisai''of~thai?ndes, p^ois*^
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Thau specific requesta should not ba interpreted to limit the scope of the inquiry deemed 

necessary by the relevant Departments sod Agencies.
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I. Preparation

xzx. Censolida-tlon

IV. Access

Iran-Contra
etc.).

■ <

-Octcmina whathar daacribed matarial has raaaareh potential 
♦-Declassify and complete transfer documentation
-Ship

-Review records schedules 
-Review location registers 
-Enter data 
-Ship diskettes 

♦-Read into central database

-Develop aurvey parameters
-Identify potential records repositories

♦-Establish standard automated format
♦-Establish level of description
♦-Establish data elements and central database 
♦-Develop training materials 
♦-Conduct training

IX. Survey

The National Archives and Records Administration, while not a part 
of the taskforce on review and declassification of records relating 
to radiation experiments by the U.S. Government, has supplied 
advice to Lhe effort through the Office of the [White House] 
Counsel. That advice consisted of the following broad outline of 
four aruew ur a laps that the proceae of review and roloeee euet 
consider:

-Notification of indlviduala
-Use by official reviewers (Commission, taskforce)
-Use by biomedical researchers?
-Privacy review?

♦-Use by public

♦Areee where the Archives can provide specific asMisvanoe and 
advice

National Archives feels strongly that it should be involved in the 
information policy setting on this project due to our mission and 
experience (Watergate, Iran-Contra, JFK Assassination Records, 

Not entirely clear what our ongoing role will be.



THE WHITE HOUSE

WASHINGTON

January 19, 1994

FROM:

SUBJECT:

1.

2 . (a)

(b)

(1)

Retrieval and Inventory of Records
of Human Radiation Experiments

4

I

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.

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.

CHRISTINE A. VARNEY (JX-Z
Secretary to the Cabinet

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.

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES

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")1 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 location, retrieval and inventory
procedures.

As used herein, "human radiation experiments" means:



♦
(2)

3 .

(a)

(b)

(c)

(d)

(e)

4 .

2

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

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;

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;

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.

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

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

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.

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

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 inguiry 
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.
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5.

6.

(a)

(b)

Each agency should also:7 .

(a)

(b)

8 .

3

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

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.

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

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.

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.

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 soon as practicable and 
to the maximum extent possible. Agencies should avail 
themselves of every opportunity to cooperate in 
expediting the declassification process.

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 an order to all elements of the 
Agency, and undertake all appropriate procedures to instruct 
and inform the Agency's grantees, contractors or other 
agents:



t

9.

10.

4

records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

In 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.

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.
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THE WHITE HOUSE4
WASHINGTON

January 19, 1994

FROM:

SUBJECT:

1.

2. (a)

(b)

(1)

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.

Retrieval and Inventory of Records 
of Human Radiation Experiments

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.

CHRISTINE A. VARNEY
Secretary to the Cabinet

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.

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")1 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 location, retrieval and inventory
procedures.

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES

As used herein, "human radiation experiments" means:



(2)

3 .

(a)

(b)

(c)

(d)

(e)

4 .

2

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

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;

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.

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;

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.

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

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

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

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.



5.

6 .

(a)

(b)

Each agency should also:7.

(a)

(b)

8 .

3

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.

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

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

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.

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.

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 soon as practicable and 
to the maximum extent possible. Agencies should avail 
themselves of every opportunity to cooperate in 
expediting the declassification process.

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 an order to all elements of the 
Agency, and undertake all appropriate procedures to instruct 
and inform the Agency's grantees, contractors or other 
agents:



9 .

10.

4

records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

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.

In 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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THE WHITE HOUSE

WASHINGTON

January 19, 1994

FROM:

SUBJECT:

1.

(a)2 .

(b)

(1)

Retrieval and Inventory of Records 
of Human Radiation Experiments

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.

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.

CHRISTINE A. VARNEY
Secretary to the Cabinet

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.

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES

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")1 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 location, retrieval and inventory
procedures.

As used herein, "human radiation experiments" means:



(2)
■

3 .

experiments:

(a)

(b)

(c)

(d)

(e)

4 .

2

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

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;

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.

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

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

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;

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.

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

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.



5.w

6 .

(a)

(b)

Each agency should also:7.

(a)

(b)

8.

3

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

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.

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.

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

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.

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 soon as practicable and 
to the maximum extent possible. Agencies should avail 
themselves of every opportunity to cooperate in 
expediting the declassification process.

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 an order to all elements of the 
Agency, and undertake all appropriate procedures to instruct 
and inform the Agency's grantees, contractors or other 
agents:



9.

10.

4

records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

In 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.

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.
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THE WHITE HOUSE

WASHINGTON

January 19, 1994

FROM:

SUBJECT:

1.

(a)2 .

(b)

(1)

Retrieval and Inventory of Records 
of Human Radiation Experiments

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.

CHRISTINE A. VARNEY
Secretary to the Cabinet

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.

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")1 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 location, retrieval and inventory
procedures.

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.

As used herein, "human radiation experiments" means:

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES



(2)

3 .

(a)

(b)

(c)

(d)

(e)

4 .

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;

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.

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

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;

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.

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

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

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

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.



5.

6 .

(a)

(b)

Each agency should also:7 .

(a)

(b)

8.

3

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

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.

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

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.

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.

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 soon as practicable and 
to the maximum extent possible. Agencies should avail 
themselves of every opportunity to cooperate in 
expediting the declassification process.

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 an order to all elements of the 
Agency, and undertake all appropriate procedures to instruct 
and inform the Agency's grantees, contractors or other 
agents:
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records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

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.

In 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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THE WHITE HOUSE

WASHINGTON

January 19, 1994

MEMORANDUM FOR HEADS OF DEPARTMENTS AN,

FROM:

SUBJECT:

1.

(a)2.

(b)

(1)

Retrieval and Inventory of Records 
of Human Radiation Experiments

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.

AGENCIES

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.

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.

CHRISTINE A. VARNEY
Secretary to the Cabinet

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")1 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 location, retrieval and inventory
procedures.

As used herein, "human radiation experiments" means:
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(2)

3 .

experiments:

(a)

(b)

(c)

(d)

(e)

4 .

2

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

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;

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.

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;

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

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

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.

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

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.



5.

6.

(a)

(b)

Each agency should also:7 .

(a)

(b)

8 .

3

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.

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

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

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.

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.

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 soon as practicable and 
to the maximum extent possible. Agencies should avail 
themselves of every opportunity to cooperate in 
expediting the declassification process.

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 an order to all elements of the 
Agency, and undertake all appropriate procedures to instruct 
and inform the Agency's grantees, contractors or other 
agents:
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records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

In 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.

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.
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THE WHITE HOUSE

WASHINGTON

January 19, 1994

FROM:

SUBJECT:

1.

(a)2 .

(b)

(1)

I

4

Retrieval and Inventory of Records 
of Human Radiation Experiments

<

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.

CHRISTINE A. VARNEY (ZScZ 
Secretary to the Cabinet

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.

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.

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")1 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 location, retrieval and inventory
procedures.

As used herein, "human radiation experiments" means:

MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES
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(2)
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(a)

(b)

(c)

(d)

(e)

4 .
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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;

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.

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

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;

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

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.

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.

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

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

(b)

Each agency should also:7.

(a)

(b)

8.

3

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.

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

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.

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

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.

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 soon as practicable and 
to the maximum extent possible. Agencies should avail 
themselves of every opportunity to cooperate in 
expediting the declassification process.

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 an order to all elements of the 
Agency, and undertake all appropriate procedures to instruct 
and inform the Agency's grantees, contractors or other 
agents:



F

9.

10.

4

records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

In 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.

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.
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THE WHITE HOUSE

WAS H I NGTON

January 24, 1994

MEMORANDUM FOR CHRISTINE VARNEY

FROM:
jdent for Science and Technology

Review of Human Subject Research ProtectionsSUBJECT:

BACKGROUND

John H. Gibbor
Assistant to the

Also, I have been working with the Department of Energy, the Department of Health 
and Human Services, and other Federal agencies since last Fall to establish an independent 
bioethics advisory committee - the National Bioethics Advisory Commission - to help bring 
ethical considerations to bear on the research and development activities of the Federal 
government and to work with the Bioethics Policy Committee. The President could announce 
his intention to move forward with chartering this Commission.

In the wake of public announcements about human radiation experiments conducted by 
the Federal government, a number of prominent individuals have called for a review of 
human subject research protections. My office has been working closely with several 
Federal agencies to establish: 1) an interagency committee to review human subject research 
protections and other bioethical considerations; and 2) establish an independent advisory 
committee to inform the workings of this interagency committee. It would be appropriate for 
Secretary O'Leary and other Administration officials to announce this effort at tomorrow's 
Senate hearing.

Since 1991, the Human Subjects Research Subcommittee of the Federal Coordinating 
Council for Science, Engineering, and Technology (FCCSET) has overseen implementation 
of the Federal Policy for the Protection of Human Subjects (adopted by 16 Departments and 
Agencies in June 1991). The activities of the FCCSET subcommittee have been subsumed 
within the National Science and Technology Council (NSTC). We recently decided to 
establish a Bioethics Policy Committee, which will continue the work of the FCCSET 
subcommittee and coordinate the development and implementation of a broader array of 
research guidelines. This NSTC committee could be tasked by Presidential Review Directive 
to review human research protections.
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ACTION

^,/ cc: Phil Caplan

I

The President recognizes the need to ensure that ethical considerations influence the 
design and administration of current and future research. He will issue a directive to 
the Federal agencies to review their guidelines for human subject research protections 
and to incorporate advice and comment from the private sector in developing 
bioethical standards for federally-funded research and development. This review will 
be coordinated by the Bioethics Policy Committee of the newly established National 
Science and Technology Council. An independent advisory group -- a National 
Bioethics Advisory Commission -- will be established to work with the interagency 
committee.

I recommend that this NSTC activity be announced as a Presidential initiative during 
the hearing before Senator Glenn on Tuesday, January 25, 1994. The following text would 
be appropriate for inclusion in the statements by DOE (Secretary O'Leary) and HHS (Dr. 
D.A. Henderson):
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DRAFT 2/9/94

SUBJECT:

there has

of experiments involving human subjects.

Review of Federal Policy for the Protection of Human 
Subjects

codified m governmental policies on human subject research, and 
were included in the former Department of Health, Education and

MEMORANDUM FOR THE VICE PRESIDENT 
THE SECRETARY OF STATE
THE SECRETARY OF THE TREASURY
THE SECRETARY OF DEFENSE
THE ATTORNEY GENERAL
THE SECRETARY OF THE INTERIOR
THE SECRETARY OF AGRICULTURE
THE SECRETARY OF COMMERCE
THE SECRETARY OF LABOR
THE SECRETARY OF HEALTH AND HUMAN SERVICES 
THE SECRETARY OF HOUSING AND URBAN DEVELOPMENT 
THE SECRETARY OF TRANSPORTATION
THE SECRETARY OF ENERGY 
THE SECRETARY OF EDUCATION
THE SECRETARY OF VETERANS AFFAIRS
THE ADMINISTRATOR OF THE ENVIRONMENTAL PROTECTION 

AGENCY
THE DIRECTOR, OFFICE OF MANAGEMENT AND BUDGET 
THE ADMINISTRATOR OF THE NATIONAL AERONAUTICS AND 

SPACE ADMINISTRATION
THE DIRECTOR, NATIONAL SCIENCE FOUNDATION
THE DIRECTOR, CENTRAL INTELLIGENCE AGENCY
THE CHAIRMAN, CONSUMER PRODUCT SAFETY COMMISSION 
THE CHAIRMAN, NUCLEAR REGULATORY COMMISSION 
THE ASSISTANT TO THE PRESIDENT FOR SCIENCE AND 

TECHNOLOGY

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

Since the promulgation of the Nuremberg Code in 1947, there has 
been increasingly wide-spread recognition of the need for 
voluntary and informed consent and a scientifically valid design

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, bioethical 
considerations must influence the design and conduct of such 
research.



This

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 humans that do not fully comply with the 
Federal Policy.

Welfare's regulations in 1974, 45 C.F.R. 46. In 1991, sixteen 
agencies formally adopted the core of these regulations in a 
common Federal Policy for the Protection of Human Subjects. 1 
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 reasonable in 
relation to anticipated benefits, (2) there is informed consent, 
and (3) the rights and welfare of the subjects are maintained. 
See 56 Fed. Reg. 28003 (June 18, 1991).
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January 11, 1994

OF DEPARTMENTS AND AGENCIESMEMORANDUM RO1

FROM:

SUBJECT:

1.

Definitions2.

(a)

(b)

(1)

(2)

(A)

(B)

3.

(a)

CHRISTINE A. VARNEY
Secretary to the Cabinet

Retrieval and Inventory of Records of Human Radiation 
Experiments

Direction to Agencies

Each Agency shall establish forthwith a procedure for retrieval and inventory of 
records of human radiation experiments conducted by the Agency or under a 
contract or grant of the Agency. Agencies shall coordinate their procedures with 
the Human Radiation Interagency Working Group (the "Interagency Working 
Group") to ensure, where appropriate, that uniform procedures for the retrieval 
and inventory of records are applied at each Agency. Each Agency shall provide 
a written copy of the directive initiating the record retrieval to the Interagency 
Working Group.

were designed to test human health effects of 
ionizing radiation; or 
were designed to test the extent of human 
exposure to ionizing radiation.

In addition, Agencies should retrieve and inventory all records pertaining to:

The experiment into the atmospheric diffusion of radioactive gases 
and test of detectability, commonly referred to as "the Green Run

"Agency" means Department of Defense, Department of Energy, 
Department of Health and Human Services, Central Intelligence 
Agency, Department of Veterans Affairs, and NASA.

"Human radiation experiments" means:

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

Experiments involving intentional environmental releases 
of radiation which



(b)

(c)

(d)

(e)

4.

5.

6.

(a)

(b)

7.

(a)

2

Each Agency shall:

Review all such records for national security classification and to 
declassify such records to the maximum extent as soon as possible.

i

f

test," by the former Atomic Energy Commission (AEC) and the Air 
Force in December 1949 in Hanford, Washington;

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;

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

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

Any other experiments which may later be identified by the Human 
Radiation Interagency Working Group.

The Advisory Committee shall review experiments since 1944. Those records of 
human radiation experiments undertaken since the date of issuance (1974) of the 
U.S. government biomedical research guidelines will be sampled to determine 
their priority for review. Further inquiry into such experiments conducted after 
1974 may be pursued if warranted.

Each Agency Head shall institute procedures for notifying and making records 
available to subjects of human radiation experiments and their next of kin. 
Agencies shall coordinate these procedures with the Human Radiation Interagency 
Working Group.

Each Agency Head shall institute procedures for making records on human 
radiation experiments available to the public. In implementing these procedures, 
each Agency Head shall immediately issue an order to all elements of the Agency 
and undertake all appropriate procedures in connection with the Agencies’ 
grantees, contractors or other agents:

Not to destroy any records relating to human radiation experiments.

To locate forthwith all records relating to human radiation 
experiments in the custody of the Agency, and to identify records and 
undertake all appropriate procedures with regard to any such records 
in the possession of grantees, contractors or other agents of the 
Agency. Agencies shall work together with the Human Radiation 
Interagency Working Group to standardize the retrieval of these 
records, which may involve the transfer of files to a designated 
repository. Until specific instructions are given for the transfer of the 
records, individual documents shall not be removed from their file 
series.



(b)

8.

9.

3

Agencies shall avail themselves of every opportunity to cooperate in 
expediting this process.

Make any deletions required for the protection of privacy interests of 
the subjects of the experiments or their next of kin.

Agencies shall work together with the Human Radiation Interagency Working 
Group to standardize the inventory of records of human radiation experiments. 
Such standards will address methods for describing records, collecting, 
transcribing and verifying inventory information, and documenting records search 
strategies.

In developing guidelines for retrieval and inventory, Agencies shall take account 
of advice provided to the Human Radiation Interagency Working Group by the 
Advisory Committee on Human Radiation Experiments.
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MEMORANDUM FOR HEADS OF DEPARTMENTS AND AGENCIES

FROM:

SUBJECT:

1.

(a)2 .

(1)

1

CHRISTINE A. VARNEY 
Secretary to the Cabinet

I

I

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.

Retrieval and Inventory of Records 
of Human Radiation Experiments

January 18,

Each Agency should establish forthwith a procedure for 
retrieval and inventory of records of human radiation 
experiments conducted by the Agency or under a contract or 
grant of the Agency. Agencies should coordinate the 
development of these procedures with the Human Radiation 
Interagency Working Group (the "Interagency Working 
Group")1 to ensure, where appropriate, that uniform 
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 directive 
initiating the Agency's record retrieval and inventory 
procedure.

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:

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.
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following experiments:

(a)

(b)

(c)

at

(e)

Each agency should provide to the Interagency Working
a written copy of the directive initiating the Agency's 
retrieval and inventory procedure for records pertaining

4 .

2

Four atmospheric radiation-tracking tests in 1950 
Los Alamos, New Mexico; and

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

I
I

Group

!

i

i
i

I

J to

I 
I
I

Any other similar experiments which may later be 
identified by the Interagency Working Group.

8:52 ;

the experiments set forth in this paragraph.

Records should be retrieved and inventoried 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.

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;

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;

(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.

In addition, Agencies should establish forthwith a procedure 
for retrieval and inventory of records pertaining to the
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To the extent permitted by law, each Agency 
institute procedures for notifying and maki:

5.

6.

should immediately issue an order to all elements of the 
Agency, and undertake all appropriate procedures to inst

(b)

Each agency should also:7.

3

I

and inform the Agency's grantees, contractors or other 
agents:

i

Head should
ng records 

available to subjects of human radiation experiments, 
persons physically affected by the experiments set forth in 
paragraph 3 above, and their next of kin. Agencies should 
coordinate these procedures with the Interagency Working 
Group.

8:53 J

i
(b) Before making any copies of such records available to 

the public, make any redactions, and provide any such 
notice, required for the protection of personal privacy 
interests of the subjects of the experiments, other

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

(a) Upon retrieval, review all records of human radiatjion 
experiments, and the experiments set forth in paragraph 
3 above, for national security classification and 
declassify such records as soon as practicable and to 
the maximum extent permitted by law. Agencies should 
avail themselves of every opportunity to cooperate! in 
expediting the declassification process.

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. Until Agency Heads receive specific 
instructions from the Interagency Working Group with 
respect to the transfer of records, individual 
documents should not be removed from the file series in 
which they are located.

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

■ruct
I

I

(a) Not to destroy any records relating to human radiation 
experiments or the experiments set forth in paragraph 3 
above.
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8.

9.

10.

i

4

I

II
i
ii

individuals mentioned in such records, or their next of 
kin.

s

b:54 :

Agencies should work together with the Interagency Working 
Group to standardize, where appropriate, the inventory of 
records of human radiation experiments and the experiments 
set forth in paragraph 3 above.

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.

In developing guidelines for retrieval and inventory of 
records, Agencies should consider advice and information 
provided to the Interagency Working Group by the Advisoty 
Committee on Human Radiation Experiments,

!
I

I
I
!
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DRAFT 2/14/94

SUBJECT:

xvi- voluntary ana imormea consent and a
scientifically valid design of experiments involving human
subjects.

and

MEMORANDUM FOR THE VICE PRESIDENT
THE SECRETARY OF STATE
THE SECRETARY OF THE TREASURY
THE SECRETARY OF DEFENSE
THE ATTORNEY GENERAL
THE SECRETARY OF THE INTERIOR
THE SECRETARY OF AGRICULTURE
THE SECRETARY OF COMMERCE
THE SECRETARY OF LABOR
THE SECRETARY OF HEALTH AND HUMAN SERVICES 
THE SECRETARY OF HOUSING AND URBAN DEVELOPMENT 
THE SECRETARY OF TRANSPORTATION 
THE SECRETARY OF ENERGY 
THE SECRETARY OF EDUCATION
THE SECRETARY OF VETERANS AFFAIRS
THE ADMINISTRATOR OF THE ENVIRONMENTAL PROTECTION 

AGENCY
THE DIRECTOR, OFFICE OF MANAGEMENT AND BUDGET 
THE ADMINISTRATOR OF THE NATIONAL AERONAUTICS AND 

SPACE ADMINISTRATION
THE DIRECTOR, NATIONAL SCIENCE FOUNDATION
THE DIRECTOR, CENTRAL INTELLIGENCE AGENCY
THE CHAIRMAN, CONSUMER PRODUCT SAFETY COMMISSION 
THE CHAIRMAN, NUCLEAR REGULATORY COMMISSION 
THE ASSISTANT TO THE PRESIDENT FOR SCIENCE AND 

TECHNOLOGY

Review of Federal Policy for the Protection of 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,

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, bioethical 
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 wide-spread recognition 
of the need for voluntary and informed consent and a



K

This

were included in the former Department of Health, Education and 
Welfare's regulations in 1974, 45 C.F.R. 46. In 1991, sixteen 
agencies formally adopted the core of these regulations in a 
common Federal Policy for the Protection of Human Subjects. 1 
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 reasonable in 
relation to anticipated benefits, (2) there is informed consent, 
and (3) the rights and welfare of the subjects are maintained. 
See 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 humans that do not fully comply with the 
Federal Policy.



THE WHITE HOUSE

WASHINGTON

February 7, 1994

Phil CaplanTo:

Steve NeuwirthFrom:

2^

Please call as soon as possible with 
any comments on extension 67903.

S
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THE SECRETARY OF EDUCATION
THE SECRETARY VETERANS' AFFAIRS

AND

ANDf

SUBJECT:

research has

cons?-derations influence the design and'conduct

there

which were

!
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ha! ev?iv?'? int° j.riaorous and
. - --- -— Muiucimcd, which were
in governmental policies on human subject research. and

Education, and
In 1991

Policy requires that all research protocols involving

i

Since the promulgation of the Nuremberg Code in 1947, th 
nas been increasingly wide-spread recognition of the need for

■'Z

=«e and  improved the
The pursuit of new knowledge 
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Although human subjects research is an 

. research,

MEMORANDUM FOR THE VICE PRESIDENT
THE SECRETARY OF AGRICULTUREY 
THE SECRETARY OF ENERGY '
THE SECRETARY OF COMMERCE
THE SECRETARY OF HOUSING AND URBAN DEVELOPMENT 
THE ATTORNEY GENERAL Z
THE SECRETARY OF DEFENSE

THE SECRETARY OF HEALTH AND HUMAN SERVICES 
THE SECRETARY OF TRANSPORTATION
THE SECRETARY OF LABOR.
THE ADMINISTRATOR OF THE NATIONAL AERONAUTICS 

SPACE ADMINISTRATION
THE ADMINISTRATOR OF THE ENVIRONMENTAL PROTECTION 

AGENCY
THE DIRECTOR, OFFICE OF MANAGEMENT AND BUDGET 
THE DIRECTOR, NATIONAL SCIENCE FOUNDATION 
THE DIRECTOR, CENTRAL INTELLIGENCE AGENCY
THE CHAIRMAN, CONSUMER PRODUCT SAFETY COMMISSION 
THE CHAIRMAN, NUCLEAR REGULATORY COMMISSION 
THE ASSISTANT TO THE PRESIDENT FOR SCIENCE 

TECHNOLOGY

This
human 

This
----in

formalized system of regulations and guidelines-
codified g--------  g

included m the former Department of Health,
Welfare's regulations in 1974, 45 C.F.R. 46. In 1991 sixteen 
agencies formally adopted the core of these regulations in a

FeaeFal p0JicY f°r the Protection of Human Subjects. 
Policy requires that all research protocols involving ‘ 
subjects be reviewed by an Institutional Review Board, rnig 
review ensures that (1) risks are minimized and reasonable i

voluntary and informed consent and a scimlfi^Uy valid design 
of experiments involving human subjects. ’ 

Review of Federal Policy for the Protection of 
Human Subjects

Federally-funded biomedical and behavioral

quality of life for all Americans? r
in these fields of research often requires experiments that 
involve human subjects, 1
essential element of biomedical and behavioral

of such research.



1
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immediately sponsoring or conducting any experiments involving 
humans that do not full comply vzith the Federal Policy.

2

t6/t0/Z0Z.T =9T£Zh93St20a *- T0-39919 'ON£00

I
I

Agencies, Therefore, I hereby direct each Agency of government 
to review present practices to assure compliance with the Federal 
Policy for the Protection of Human Subjects and to cease

relation to anticipated benefits, (2) there is informed consent, 
and (3) the rights and welfare of the subjects are maintained. 
See 56 Fed. Reg. 28003 (June 18, 1991).

these regulations provide the framework for

i. we must exercise constant
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SUBJECT: Review of Federal Policy for the Protection of Human Subjects

1947.

Phil-
In response to your request, how about the underlined text?

Kathy Hudson (690-6811)

DRAFT PRESIDENTIAL MEMORANDUM
ON HUMAN RESEARCH SUBJECTS PROTECTIONS 

February 8, 1994

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, 
bioethical considerations must influence the design and conduct of such research.

Since the promulgation of guidelines for research with human subjects in 1947. 
there has been increasingly wide-spread recognition of the need for voluntary and informed 
consent and a scientifically valid design of expenments involving human subjects.

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 reasonable 
in relation to anticipated benefits, (2) there is informed consent, and (3) the rights and welfare 
of the subjects are maintained See 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 Agencies. Therefore, I hereby direct each 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 humans that do 
not full comply with the Federal Policy.

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, sixteen agencies formally adopted the core of

report to congress of hhs 
bureaue of rad health™, imax,
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SUBJECT: Review of Federal Policy for the Protection of Human Subjects
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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

February 8, 1994 WOS®?

human subjects research is an essential element of biomedical and behavioral research, 
bioethical considerations must influence the design and conduct of such research.

Since the mid-1940’s the promulgaUon ef the Nurernberg Cndtr m l947. there has 
been increasingly wide-spread 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, sixteen 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 reasonable 
in relation to anticipated benefits, (2) there is informed consent, and (3) the rights and welfare 
of the subjects are maintained. See 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 Agencies. Therefore, I hereby direct each 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 humans that do 
not full comply with the Federal Policy.

Phil-
How about deleted the underlined text and replacing with the bold text below 
sense is r   '
of the reference to Nurember).

Kathy Hudson (690-6811)

DRAFT PRESIDENTIAL MEMORANDUM
ON HUMAN RESEARCH SUBJECTS PROTECTIONS

VaRi n xir Q 100/4 ‘ z-: ’- -
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February 10,1994

Mr Phil CaplanMEMO FOR:

Final comments on Draft Presidential MemoSUBJECT:

Gordon K. Soper
Principal Deputy

Assistant to the Secretary of Defense (Atomic Energy) 
3E1074 (703)697-5161

Phil:
I would suggest two changes:
(1) First paragraph, last sentence. Human subjects 

research behavioral research, and bioethical research. (That 
is, strike although).

(2) Last paragraph, last sentence. Therefore, I hereby  
of Human Subjects. (Strike: and to cease or conducting). 

New sentence: Any experiments involving with the Federal Pohcy 
must be terminated.

1
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February 10, 1994

MEMO FOR: Mr Phil Caplan

Final comments on Draft Presidential MemoSUBJECT:

research.

I

Phil:
I would suggest two changes:
(1) First paragraph, last sentence. Human subjects

behavioral research, and bioethical research. (That
is, strike although).

(2) Last paragraph, last sentence. Therefore, I hereby  
of Human Subjects. (Strike: and to cease or conducting). 

New sentence: Any experiments involving with the Federal Policy 
must be terminated.

Gordon K. Soper 
Principal Deputy

Assistant to the Secretary of Defense (Atomic Energy) 
3E1074 (703)697-5161

- -1
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February 8, 1994

MEMORANDUM FOR KATHY HUDSON

FROM: HOLLY GWI

SUBJECT:

Based on our discussions with members of Congress and their staff and on the spate

We suggest inserting the following paragraph at the end of the current draft:

Phil Caplancc:

EXECUTIVE OFFICE OF THE PRESIDENT 

OFFICE OF SCIENCE AND TECHNOLOGY POLICY 
WASHINGTON, D.C. 20508

SENT BY:O.S.T.P
» ’

MEMORANDUM ON REVIEW OF HUMAN SUBJECT 
RESEARCH GUIDELINES

The current draft focuses solely on compliance with the existing rule, which seemingly 
precludes a review of the rule itself. This eliminates consideration, within the context of this 
review, of the issues surrounding vulnerable populations, which have been raised several 
times in Congress and in the media. OSTP believes there is some benefit in the President 
being seen as more proactive on this issue.

"The Assistant to the President for Science and Technology will coordinate this review 
under the National Science and Technology Council. He will deliver a comprehensive 
report, including, if necessary, recommendations for appropriate legislative and 
administrative action, to the Council no later than August 1, 1994."

Based on our discussions with members of Congress and their staff the ^pate
of articles we are starting to see about federal safeguards for human subjects research, OSTP 
believes the current draft of the memo lacks an essential element: a coordinated review 
conducted at the Presidential (NSTC) level to determine whether legislative and/or 
administrative actions are needed to make improvements in either policies or compliance 
measures. We fear that if the President simply directs the agencies to "make sure this never 
happens again" without specifically providing for visible follow through, the Administration 
leaves itself open for continued criticism.

Please call me if you have any questions or would like to discuss this further (456- 
2735).



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

DRAFT PRESIDENTIAL MEMORANDUM
ON HUMAN RESEARCH SUBJECTS PROTECTIONS 

February 8, 1994

Since the promulgation of the Nuremberg Code in 1947, there has been increasingly 
wide-spread recognition of the need for voluntary and informed consent and a scientifically 
valid design of experiments involving 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, 
bioethical considerations must influence the design and conduct of such research.

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 Agencies. Therefore, I hereby direct each Agency of government to review present 
practices to assure compliance with the Federal Policy for the Protection of Human Subjects 
and to xease immediately sponsoring or conducting any experiments involving humans that do 
not full comply with the Federal Policy.

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, sixteen 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 reasonable 
in relation to anticipated benefits, (2) there is informed consent, and (3) the rights and welfare 
of the subjects are maintained. See 56 Fed. Reg. 28003 (June 18, 1991).

\
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THE WHITE HOUSE

WASH I NGTON

February 3, 1994

MEMORANDUM TO DISTRIBUTION

FROM:

Draft Presidential MemorandumSUBJ:

Thank you.

DISTRIBUTION:
Phone: Fax:

Christine Varney
Phil Caplan

586-6210
586-6151 
703/697-8388
703/697-5161 
535-8900
690-6133
358-1827 
514-9500
622-2200 
703/351-2698

We hope to be able to have this ready for the President’s signature by close of business 
Monday. Please have comments/edits returned to Phil Caplan (202/456-6704 fax) by close 
of business Friday. We must move quickly to get this process completed.

Rich Rosenzweig
Tara O’Toole 
Rudy DeLeon 
Gordon Soper 
Harold Gracey 
Kevin Thurm 
Chris Dunn 
Nancy McFadden
Alicia Munnell 
David Cries

Please review the attached first draft of a Presidential Memorandum directing all federal 
departments and agencies engaged in human subject testing to vigorously review their 
procedures and ensure compliance with current standards.

FYI - this will also be faxed to the Legal Issues Subcommittee of the Interagency Working 
Group.

586-7644
586-0956 
703/697-9080 
703/695-0476
535-8667
690-7755 
358-2810
514-4371
622-2633 
703/243-8343

DOE:
DOE: 
DOD: 
DOD: 
VA:
HHS: 
NASA: 
DOI:
Treas: 
CIA:
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DRAFT: 1/26/94
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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 culminates in experiments that involve human subjects.

and necessarily limit

'v.

MEMORANDUM FOR THE VICE PRESIDENT 
THE SECRETARY OF AGRICULTURE 
THE SECRETARY OF ENERGY 
THE SECRETARY OF COMMERCE

SENT BY:O. S. T.P 
>•

4 •

While human subjects research is an essential element of biomedical and behavioral research.

bioethical considerations must influence its design and administration 

certain types of scientific investigation.

THE SECRETARY OF DEFENSE
THE SECRETARY OF EDUCATION
THE SECRETARY OF VETERANS' AFFAIRS
THE SECRETARY OF HEALTH AND HUMAN SERVICES 
THE SECRETARY OF TRANSPORTATION
THE SECRETARY OF LABOR
THE ADMINISTRATOR OF THE NATIONAL AERONAUTICS AND 

SPACE ADMINISTRATION
"^AGENCY^7^ °F ENVIR0NMENTAL PROTECTION

THE DIRECTOR, OFFICE OF MANAGEMENT AND BUDGET 
THE DIRECTOR, NATIONAL SCIENCE FOUNDATION 
THE DIRECTOR, CENTRAL INTELLIGENCE AGENCY
THE CHAIRMAN, CONSUMER PRODUCT SAFETY COMMISSION 
THE CHAIRMAN, NUCLEAR REGULATORY COMMISSION 
THE ASSISTANT TO THE PRESIDENT FOR SCIENCE AND 

TECHNOLOGY
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Adoption of the common Federal Policy for the Protection of Human Subjects (Ji
une

18, 1991; 56 FR 28003) marked an important step forward for the Federal government's

attention to bioethical considerations. It is incumbent upon us, however, to exercise constant

vigilance over the adequacy and implementation of the Federal Policy and related guidelines

-v. ■=c

under the National Science and Technology Council (Council). He will deliver a

comprehensive report, including recommendations for appropriate legislative and 

administrative action, to the Council no later than August 1, 1994.

These specific requests should not be interpreted to limit the scope of the inquiry deemed 

necessary by the relevant Departments and Agencies.

I have determined that it is in the best interests of the Nation to conduct a review of 

the adequacy and uniformity (1) of the rules, pobcies, guidelines, and regulations of all 

Federal Departments and Agencies regarding the protection of human subjects of biomedical 

or behavioral research which such Departments and Agencies currently conduct or support, 

and (2) of the implementation - including oversight of compliance -

protections for vulnerable populations. In addition, I request a full appraisal of the 

allocated by each agency to enforcement of their rules, pohci^W^^id regulations.

s resources

In the course of the review prescribed above, I request specific attention to the adequacy of

The Assistant to the President for Science and Technology will coordinate this review

of such rules, policies,

guidelines, and regulations by such Departments and Agencies. The review shall include 

appropriate recommendations for legislative and administrative action.

J-■ tS.


