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April 1, 1994

LRM #M-1277

TO: Legislative Liaison Officer -

I

FROM:

SUBJECT:

12:00 Noon| Friday, April 8, 1994

I

5

I

I i

j

i

I

Please advise us if this item will affect direct spending ox 

of

i

i

OMB requests the viewsjof your agency on the above subject kefore
1 the President, in

I

I

I
deadline:

I

*

I

I

j

COMMENTS:
House Administrative Law subcommittee's field hearing 
Monday, April 11, 1994i we understand that Date"-- "

I
I

I

advising on its relationship to the program of 
accordance with OMB Circular A-19.

i If you do not 
respond by the deadline, we will assume that your agency has 
no comment.

i
j
I

i

receipts for purposes of the the "Pay-As-You-Gd” provisions 
Title xiil of the omnibus Budget Reconciliation Act of 1990.

I

I

i

The Department of Defense will testify before the
f on 

ense will be

I

1

CIA - Tom Benjamin - (703)482-6126 -^258 
ENERGY - Bob Rabben - (202)586-6713 * 209 
HHS - Frances White - (202)690-7760 + 328
JUSTICE - Sheila F. Anthony - (202) 514-2i-ti - 217

I
I
i

__________________ ____,_____ j we understand that Dol_____ _______ __  
the ohly agency to testify; if, however, this .nformation is 
incorrect (i.e., your agency plans to testify ^t the hearing), 
please contact this office as soon as possible

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND ^UDGET 

Washington, d.C. 2050

NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - sonyia Matthews - (202)456-6722 - 4; 19 
NSC - William H. ItOh - (202)395-3723 - 249
OSTP - Roselis D'Allessandro - (202)456-6011 - 288 
VA - Robert Coy -j (202)535-8113 - 22$n

I

I

I
I

RONALD K. PETERSON (for) I A v

Assistant Director for Legislative Reference
i |

OMB CONTACT: MIKE GOAD (395-7301)
Secretary's line (for simple responses): 395-6194

: !

DEFENSE Proposed Testimony on 
Radiation-rrelated Experiments

!

i

I
EMORANDUM

I

LEGISLATIVE REFERRAL Ml
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limple (e.g • f

you prefer tc
s

answet); (2) sending us a memo or letter; or (3) if you are

shown above,

TO:

!

(Date)

(Name)

(Agency)i

(Telephone)

SUBJECT:

The following is the response of our agency to foryour request
views jon the above-captioned subject:

Concur

pages, attached to this

;

■

:

(202) 395-7301 
: (202) 395-6194

!

i

other :■ _____________

FAX RETURN of  
response sheet

I

!

I
I

see proposed edits on pages

You may also respond by (1) calling the ahalys^/attorney's qirect 
line (you will be connected to voice mall if the analyst does not 

*' ‘ ... i an
OASIS user in the Executive office of the President,"sending| an 

and

No objection
i

No comment

E-mail message, please Include the lrm number 
the si>bject shown below.

: I
; 1

t

i

defense proposed Testimony on 
Radiation-related Experiments

I

MIKE GOAD (395-7301)
Office of Management and Budget 
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number:
Branch-Wide Line (to reach secretary

I

i

T

FROM:

i
|

I
l

13:39

!

i
I

j RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM 
? :

If yoiir response to this request for view^s is 
concuif/no comment) we prefer that you respond by taxing us bhis 
response sheet, if the response is simple and you prefer tc 
call, ^please call the branch-wide line shown balow (NOT the 
analyst's line) to leaye a message with a secretary.
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DKAFT

I am Gordon

to support
i

radiation

Defence(DoD).

as this actio i

icrxatary Perry

i

»

DRAFT
i

>

I

If I may, Mr. Chairman, I'd like to provide a prelude to my

Since early

I

(
I

i

experiments performed by the University of Cincinnati Medical

School which were funded in part by the Department of

13:39
I

FROM O3D-LRS

i

i
!

I

I

assistant Ito the secretary of cefensj

!

\

: i
i :

Mr. Chairman and Metnbers of the Subcommittee,

: the Principal Deputy in the Office of the Assistant to the

I am here

I
APR 7 -34 11:16

Soper 1
• :

Secretary of Defense for Atomic Energy.

your request of March 24th to conduct hearings on

I

i ?

testimony in order to put our efforts into context 

January, when the White House called for the^formation qf a 

senidr level Interagency Working Group to coordinate the 

government-wide effort to uncover the nature: and extent of any 

government sponsored experiments on individuals involving 

intentional exposure to ionizing radiation, the Department of

Defense has been engaged in an extensive effort to discover the 

facts surrounding DoD sponsored human radiation experiments.

it goes without saying that the Department ti

seriously, that it has the complete support of Se'

and that we pledge to you our unqualified commitment to a 

thorough and complete search of all available records and the

1

STATEMENT
OF

GORDON K. SOPER, PRINCIPAL DEPUTY

FOR ATOMIC ENERGY 
BEFORE THE 

SUBCOMMITTEE ON ADMINISTRATIVE IAW 
AND GOVERNMENT RELATIONS 

CINCINNATI, OHIO 
APRIL 11, 1994
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AS Dr. Harold Smith/ the Assistant

for this
i

well into that
1 ■,

1 would be
|

we have

i

you with asWith that as background/ I'd like to provide

conducted at

Eugene L.

i
Defense

University ofuncovered information.

scientific J

the

2
j

'r

1

!

I

!

full public release of the pertinent information in those

to the Secretary of

13:40

*v~: A CT

i

]

i i
i

i

FROM OSD-URS

IW!
APR 7 ‘94 11:16

records.

Defense for Atomic Energy, and the Dod focal!point

action/ testified to you at your February 2 hearing on this 
««

subject, the retrieval Of records is a discovery process 

requiring time intensive "detective work"—we are

process now and beginning to make excellent headway.

glad to take any questions that you might have regarding the

Interagency Working Group process and the results
! j !

obtained so far.

- - - - - • -- - - *•-- — - -

: ’ i ’ ?
| i

complete a report as I can on the role that the Department of
I i • ”

Defense played in the human radiation experiments
i I ’ ■

the University of Cincinnati College of Medicine from 1960-1972

which were led by the principal investigatory Dr*
• • :

Saenger» md. My report to you is based on documents, reports anti 
: i

files that we have thus far been able to locate f^om wide and

varied sources—some of the official Department of
I i

records were destroyed long ago as part of the normal regulatory 
s • ;

instructions for disposal of contract files.!

What I am going to report to you is really net newly

The entirely unclassified

Cincinnati studies have been previously reported In ten technics: 

reports, 17 publications, and 26 presentations at

meetings; they were the subject of peer reviews atj the University 

of Cincinnati; discussion of this work appears in
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I

investigation

reports.

be further

i

This
!

tte<

ethical

radiatione
!

scientific

1 follow-up I

j

Advisory

3

DRAFT I

j

t

religious

is tb adv;

its purpose

• end guide the government on the larger questions of

006 
J.

I Utw 8
! I 'i •

Congressional Record in 1971 and 1972; they were the subject of
i I • i

report by the Comptroller General of the United States in 1972 

for Senator Edward Kennedy, Chairman of the Senate Health

Subcommittee; they were the subject of a separate

is td provide a complete record for review by the

!

which just recently established by President Clint.on. 

s composed of eminent scientists,! physicians, 

nd legal experts end medical ethlcists

I

id scientific standards of any government; sponsored
i i

experiments which involved the intentional exposure to ionizing 

Specifically, as stated in the Execut: ve Order issued

by President Clinton in January: "The Advisory Committee shall 
!

consider whether (A) there was a clear medical or 

purpose for the experiments; (B) appropriate medi*

was Conducted; and (C) the experiments' design an4 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." A major goal of bob's 

"detective work" regarding the University of Cincinnati research

in a report by the American College of Radiology :.n 1972, at the 
! I

request of U.S. senator Mike Gravel; and they wero—and continue

to be—the subject of news articles in the press und other media
! ‘ !
• J

I

iIn addition, Mr. chairman, these studies wll

reviewed by the Advisory Committee on Human Radial.ion Experiment;

TO PETER ON
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i

DRAFT
of this

Medicine, as

of the Army

the Depaxtment

metabolic

<

i

detect the
!

i

4

DRAFT

i

I

no-aciduria in

I

i

I

I

i

i

i 
[

through a brief chronology
I

Next I wanti to run

research, based on the record compiled to date# focusing on the

Department of Defense sponsorship.

In September, 1958 Dr. Eugene L. Saenger of the Department 

of Radiology, University of Cincinnati College of 

the principal investigator, submitted an unsolicited research 

proposal to the Research and Development Division

Surgeon General''s Office. The research proposal ifas initiated bj 

the University of Cincinnati and not solicited by

of Defense. The application proposed to research

Changes in humans following total body irradlatiori for the 

purpose of determining whether the presence bf am:

humans after radiation would provide a reliable biological marker 

of radiation exposure. Restated less technically, the original 

goal was to try to develop a simple urine test to

amount of radiation exposure. The University or Cincinnati
1 i r

requested approximately $25,000 for the first year and $21,000 
’ i

The proposal stated that Dr. Saenger

research funded

APR 7 *34 Uli?

Committee.

for two subsequent years
i : :

was at that time also conducting pediatric cancer

by the National Institutes of Health, and preparing a Handbook oh 

MediCal Aspects of Radiation Accidents, under contract from the 

. U.S. Atomic Energy Commission.

I This unsolicited proposal was reviewed over :he next year 

within the Department of Defense. Available documentation

reveals that at least five Army Medical Corps off Leers reviewed

i

!

1
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DRAFT i
i

Ji

!

study of the

and clinical■“

i thiie requirements

1950*8/ where

i

population, jl believe X

explosions on the civilian

i/

I

Another

5

CRAFT
I

f

The contract provided SZS/OBS tor

This contract/ with supplements and modifications/

contract

I

i

They recommended approval of vihe contract

in October! 1959 staff elements iof tho Defense 

negotiate a

I
i
i

!

i

i
TO PETERSON

f

I

i

FROM OSD-LRS

I

I

>

the study.

funded the study through February, 1964.

i
i

■

I

!

and superpower

possibility of

Furthermore/ such information would ail civil defense 

authorities in their efforts to combat £he effectsj>f__nuslear 

explosions on the civilian population ._Ji believe the fairly 

recent Chernobyl nuclear power reactor explosion underscores the 

importance of being able to ascertain radiation exposure effects 

and also understand its impact on a subject population.
V T

So, in early 19607^ a contract (DA-49*T46—XS—029, dated

1 January 1960) was signed between DASA and the university of

Cincinnati Board of Directors.

i

the proposal.

application.

Atomic Support Agency (DASA) recommended that DASA

contract with the University of Cincinnati for the

metabolic changes in humans following total body irradiation.

At that time a need existed within the Department of Defense 

to be able to determine the biological/ statistic

features of radiation injury. This was based on

of our 1 fl tayy Commanders in the field to predict the outcome of 

human exposure to ionizing radiation, to predict tiie number of
• i ) *

persons requiring hospitalization and to estimate :he decrement

in work capacity after radiation exposure on a nuclear

battl&fieldl Remembering the context of the late

fallout shelters were common in homes and schools

tensions dominated public affairs/ this was a real

that time.
I

04/07/94

APR ? ■94 1 J i IB

I

I

I

I
i
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PAGE.00?

UKAH
The

1969/ funded

of Cincinnati

reaearch

the Department

I

!

as a number of

parts of the record compiled to date.

i

6

DRAFT
i

J

T

i

The University of Cincinnati College of Medicine submitted 

through 1972

]

i1

i

in order to obtdin this 

information, the Department of Defense provided finds for 

laboratory, psychological and psychiatric testa tc assess the

Irradiation

i
i

FROM OSD-LRS

I

I
I

effects of varying doses of whole and partial bodj

for the treatment of cahcer patients. No funds were paid to the
i * * !

University of Cincinnati for direct patient care ior did the

Department of Defense play any part in patieht selection or

i

i
i

i

i
I

i
I
I

choice of treatment.

• ;

APR 7 * 34 11:18

I
I

1971, the DoD Spent $651,482.79 on this research.

While the search for a biological marker of radiation
i

exposure was one: steadfast aim of the University's

effort over the life of the contract, the goals of 
' t ’

of Defense were to also understand better the influence of

radiation on the combat effectiveness of troops aid to develop 
I • I t

more suitable methods of diagnosis, prognosis, prophylaxis and

treatment of radiation injuries.

TO PETERSON
t

! I !
(DA-49-146-XZ-31$) carried the research until April, 1969. 

final contract (DASA-01-69-C-0131), effective May,

the research until March, 1972 when the University

refused DASA's offer fof additional contract funding. Through

• ; I

tan reports to the Department of Defense from 196

in accordance with the terms of the contract. I i^ave provided 

the committee .a copy ot these ten reports as well
i i

other relevant documents that we have in our possession.

Attachment 1 to my statement is a chronology summarizing major

i
i

i
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UKAt i i

and that which

i

Some of the

later, are

Examples of

progress

radiosensitive

see as evidence

as evidence of

on the other

this cask is to

to the

I

to an

the university

in which !of Cincinnati College

7

DRAFT i

i!

I•:

1

of Radiology, carried out at the request of Senator Mike Gravel, 

and executed,

I

i

!
i

j

I

concluded that the research was validly conceived

that the patient selection conformed with good medical practice.

7 '94 11;19
i

FROM OSD-LRS
i

I

Before concluding my statement, 1 want to address the 

constraints which the Department of Defense imposes on human 

subject experiments today and how we would respond 

unsolicited proposal, like the 1958 proposal from

of Medicine, for experiments

and that consent procedures complied with applicable standards.
’. ! ■ > 

we at Don do not at this point seek to resolve these apparent 

contradictions. Rather, our sole focus regarding

compile a complete record and to make it available

President's Advisory Committee and to the public.

TO PETERSON

! : j _ - "—.I ; - -

In reviewing these materials, we at DoD can understand the 
i I i i • 1

controversy that-arose in the early 1970's, involving the
I : ’ •

University community, the press, and the Congress,

has reemerged this year; regarding this research.

records, especially from the viewpoint of 30 years

troubling and raise very understandable concerns.

these include statements in the university's early

reports to the effect that only patients with non-

tumors were selected for the research, which some

of a non-therapeutic purpose, and that symptoms and side effects 
! : i

were hot described to the patients, which soma see
’ I

the inadequacy of the informed consent procedures.
I ;

hand, for example, the 1972 peer review of the Amejrican college
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DRAFT
subjects in

civilian

Standards for

subjects/ and

established.

Health and

the so-called

"Protection of

8

DRAFT

r

i

7 -a4 11:19

i

----- -_

in Experimental Research".

I
i
i

other matters.
i !
Over the years, more detailed procedures were

including incorporation of the 1974 Department of

Human Services regulations for the protection of Human Subjects, 

! I
45 C.F.R. Part 46.

Today, DoD-supported research is governed by

"Common Rule"—the Federal Policy for the Protection of Human

Subjects—which is part of DoD regulations at Title 32, Code of

Federal Regulation, Part 219. A copy of this regulation is 

attached to my Statement. DoD is a full partner J^n the 

government's commitment to this standard and has lurther defined 

its human use regulation in DoD Directive 3216.2,

Human Subjects in DoD Supported Research," Januarj 7, 1983 and

Department of Defense Guidance for Assurance of Ccmpliance with

for the Protection of Human Subjects, June 10

s
I

i

\
i

FROM OSD-LRS

humane would participate.
i ■ I

Formal DOD policy for the protection of;human 

research date back to at least 1953, when a then TJ? secret

Memorandum was sent to the secretaries of the Services from
* I • ? ■

Secretary of Defense G.E. Wilson, titled "Usd of Hainan Volunteers

This memorandum authorised the

voluntary participation of military personnel and

employees in DoD conducted research for atomic, biological and 
r ! i i

chemical warfare defense and established specific

informed consent, minimization of risk of harm to
: : 1

the Federal Policy
I

19934
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DRAFT i

1.

scientific.

), would have

with proposed

3.

4.

zed, that the

!

J 5.

This

i

The I

9

i

DRAFT

I

I
!

I
i

search, would

and the known

iI

!

i

I

j

I

TO PETERSON

04/07/94

FRiOM OSD-URS

j - • - • I

Under these' regulations, a proposal like that from the 

University of Cihcinnati would require much iiore supporting 

documentation and justification to be considered for funding.

Review Board be made up^ of people from diverse backgrounds, 

including non-scientific perspectives, who could cbjectively and 

fully assess the proposal.

The IBB record would have to document that the research
i !

design is sound, that risks to subjects are minim.

selection of subjects is equitable, and that, if Applicable,

special protections have been adopted for any vulnerable groups 

mentioned.

A written consent form signed by the pat.ient/subject

would be required for participation in the research.

consent form would require an explanation of the proposed 

therapy, all procedures and studies to be performed, and all

expected outcomes and side effects in laymen's terms.

This includes the following:

The therapy itself, separate from the re

require more information on the possible benefits
i j !

side effects.

2. Several local committees (specifically,
i ■ i :

radiation and Institutional Review Boards, ofc IRB«

to review.the proposed research protocol package,
i !

consent forms, before Dob would review the proposal for

s ! .
acceptance.

It would be required that the sponsor’ institutional
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DRAFT

it.

6.

i

7.
and the !

on

from the

from i960 to

ever
j

biological reeponse to nuclear warfare-knowledge that we all

«

1O-—

own

i

had.

played no rolf 

treatments/ or 

ved a series of

radiation

ach patient

I

I
i

I

Data that we obtained from the University of

Cincinnati studies were used to enhance our knowledge about the
i

patient to

sign stating thi$ has occurred and that the patien: understands

i
i

•j

PAGE.01

reports describingfeheresearchreaults,none of which were 

classified.

APR 7 ’34 11:20

: i •
consent form must also state that the patient has ^een counseled

about all of the above, and space provided for the

i
I i

i i
The protocol would be required to justify withholding

radiation in the control group of patients il^ such

therapy were the standard of care for the caricer e

i j •

The investigator would be required to gi ire a more in

depth description of the known and suspected risks

intended benefits of the research for the aubject.

iln other words, Mr. chairman, we believe we nave in place a 

set of guidelines for human use experimentation that will 

preclude 30 years from now, hearings like we are conducting todaj 

experiments that are being conducted today.
I i i

So in summary, Mr. Chairman, the OoD received

University of Cincinnati College of Medicine in 19S8 an

unsolicited proposal, which resulted in a contract

1971 supporting a human radiation experimentL Dor

in the selection of subjects, decisions regarding '
1 i :

the day-to-day conduct of the research. DoD recel

hope will never have to be put to use. We wall understand the

—- (

FROM OSD-LRS

I

I
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DRAFT

I tfould be happy to

I
i

i

J

i

I

j

i

11

DRAFTI

- - -

I

i

I

!

i

I

i

!

<

j

I

i

I
i
I

I

!

!
i

i
i

i

i

7 ’94 11:21

04/07/94

FRpM

i
i

OSD-LRS

I

That concludes my prepared remarks.

i

i

f

!

!

i

i
I

i

i

I

{ 
take your questions.

i
i

..

I

j

Our goal is to compile a complete record for

the use of the President's Advisory Committee and ultimate
i ! ' i "

release to the public.

controversy regarding this research, but make no effort at this 
ill »

time to resolve apparent contractions in the voluminous record

compiled to date.

i

I
iI
I
I

TOTAL PAGE.01c **

PAGE.012

i

I
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March 15# 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1212

TO: Legislative Liaison Officer -

i'^Y\
FROM:

SUBJECT:

Friday, March 18, 1994DEADLINE: 10:00 A.M • /

COMMENTS:

A.

Please advise us if this item will affect direct spending or 
receipts for purposes of the the "Pay-As-You-Go" provisions of 
Title XIII of the Omnibus Budget Reconciliation Act of 1990.

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

ENERGY Qs and As on Human Radiation 
Experimentation

»
I

B.
J.
S.
C.
B.
T.
J.
T. 
J.

OMB CONTACT: MIKE GOAD (395-7301)
Secretary's line (for simple responses): 395-6194

Attached are Qs and As #1-3, 5-8, 10, 12, 13(b-c), 
and 14 (a-c) only; the remaining Qs and As will be sent at a 
later date.

E. Pelton
J. Pfeiffer
J. Schuhart 
T. Grams

Silas
B. Dorotinsky
K. Peroff

RONALD K. PETERSON (for) fl ' 1^^

Assistant Director for Legislative Reference

OMB requests the views of your agency on the above subject before 
advising on its relationship to the program of the President, in 
accordance with OMB Circular A-19.

CIA - Tom Benjamin - (703)482-6126 - 258
DEFENSE - Samuel T. Brick, Jr. - (703)697-1305 - 325 
HHS - Frances White - (202)690-7760 - 328
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - Sonyia Matthews - (202)456-6722 - 429
OSTP - Chris Clary - (202)456-7116 - 288
NSC - William H. Itoh - (202)395-3723 - 249 
VA - Robert Coy - (202) 535-8113 - i29 n

CC:
Damus 
Klein 
Neuwirth
Varney/P. Caplan
Burton
J. Glauthier
Palmieri
Thornton 
Podesta

1



LRM #M-1212

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

(Date)FROM: 

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

pages, attached to this

The following is the response of our agency to your request for 
views on the above-captioned subject:

ENERGY Qs and As on Human Radiation 
Experimentation

 FAX RETURN of 
response sheet

If your response to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.

MIKE GOAD (395-7301)
Office of Management and Budget
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number: (202) 395-7301
Branch-Wide Line (to reach secretary): (202) 395-6194

You may also respond by (1) calling the analyst/attorney•s direct 
line (you will be connected to voice mail if the analyst does not 
answer); (2) sending us a memo or letter; or (3) if you are an 
OASIS user in the Executive Office of the President, sending an 
E-mail message. Please include the LRM number shown above, and 
the subject shown below.
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•a

QuvBtlon* Froa Senator Glenn

Answer:

(August 23, 1990) and DOE Order 4300.2B (July 16,

to all

under

usee its own

not a federal

state statutes and

I

56 Fed.

DOE Order 1300.3

Moreover, if the researcher is 

agency or federal contractor,

Hunan Subjects
Question #1 riH^r?9UlattOn or law covers research, outaide of 

Israeli r?9ulftt°5y or funding programs? For
* 7ed®ral Contractor, decided to

JH!: ? a naw Product which did not require 
ederal approval or licensure, using their own 

Rule’appiJ?d th* current regulations in the Common

The Federal Policy for the Protection of

Human Subjects (the so-called -Common Rule")

applies to ail human subjects research conducted, 

supported or otherwise subject to regulation by

any federal agency or department which takes

appropriate administrative action to make the

Common Rule applicable to such research.

Reg. 28012 (June 18, 1991).

1991) makes the Common Rule applicable

contractors and subcontractors performing work for 

the Department as provided by law and/or

contract, and as implemented by the appropriate 

contracting officer. This includes non-DOE funded 

work at DOE-owned, DOE-leased, or DOE-controlled 

facilities. Accordingly, the Common Rule would 

apply to a federal contractor's research at DOE 

sites, even though the contractor

funds for the research.
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human rasearch and provide for

research or experimentation.

•A

initials:

•a

•A

tort law may govern

civil remedies or criminal penalties for unlawful 

Prepared by:
Office:
Office phone:
Home phone:
Date :
G.C.

Liea Schiavo
General Counsel 
(202) 586-5289
(202) 686-4755
February 15, 1994



@004©202 586 549711:32 DOE CP-1203/15/94

Queetlon #2

Answer:

10

ie not

must

ibisJ-

requirements

C.F-R. 745.122.

Questions From Senetor Glenn

The Department of Energy's (DOE) regulations 

provide that Federal funds may not be expended for 

research involving human subjects unless the

of the Common Rule are satisfied.

Under the DOE regulations,

Institutional Review Boards (IRB's) are authorised 

to suspend or terminate approval of research that 

being conducted in accordance with the

IRB's requirements or that has been associated 

with unexpected serious harm to subjects. 10

C.F.R. 745.113. Any suspensions or terminations 

of approval of research by an IRB must include a 

statement of the reason for the IRB's actions and 

be reported promptly to the Department.

The DOE regulations further provide that

the Department may require that any agency support 

for a project be terminated or suspended when the 

Department finds an institution has materially 

failed to comply with the terms of the Federal 

Policy. 10 C.F.R. 745.123(a)

In addition1to the foregoing sanctions, DOE 

regulations provide that, in making decisions 

about supporting or approving applications or 

proposals for research that would be covered by 

the Federal Policy, the Department may take into 
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human subjects, debarment from receiving federal

^3

subjects (whether or

to federal regulation).

situations where a violation of the Federal Policy 

is sufficiently serious that an organization s or 

individual's 'present responsibility" has beer.

impeached, such as where there has been a willful 

violation of the regulations for the protection of

account whether the applicant has been subject to 

a termination or suspension, and whether the 

applicant, or the person or persons who would 

direct or have directed the scientific and 

technical aspects of an activity, has materially

failed to discharge responsibility for the 

protection of the rights and welfare of human

not the research was subject

10 C.F.R. 745.123(b). In

financial and non-financial assistance would also 

have to be considered. 10 C.F.R. Part 1036.

Civil and criminal sanctions could also be 

appropriate for some violations of the Federal 

Policy. For example, institutions engaged in 

human research are required to certify that their 

applications or proposals have been reviewed and 

approved by an IRB (10 C.F.R. 745.103); a false 

certification could result in civil liability 

under the Program Fraud Civil Remedies Act of 

1986, 31 U.S.C. 3801-3912, or the False Claims 

Act, 31 U.S.C. 3729-3733, and criminal liability
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-A

371.

and criminal, under state law.

•4

6

Marc Johnston 
General Counsel 
(202) 586-2909 
(703) 524-7693
February 15, 1994

VV^/\

Prepared by:
Office: 
Office phone: 
Home phone: 
Date:
G.C. Initials:

under 18 U.S.C. 1001 and/or 18 U.S.C. 286, 287 and

Finally, of course, improper human research 

activities could also be actionable, both civilly
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QUESTIONS FROM SENATOR GLENN

Human Subjects

Question #3:

We are not conducting classified experiments Involving humanAnswer:

subjects.

L

Prepared by:

4

Are you now conducting experiments involving human subjects 
that are classified?

" 301-903-3251 
301-816-1032

February 24, 1994 
Coordinated with: 
Asst. Sec. initials:

Prepared by: Dr. Ari Patrinos
Office: Energy Research 
Office phone:
Home phone:
Date:
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QUESTIONS FROM SENATOR GLENN

Human Subjects

Question #5:

In the case of classified human subjects research, ell ofAnswer:

which must be reviewed by an IRB, a special board would have

to be convened for which the independent community member

would also be required to have the appropriate clearance.

Because DOE has no classified human subject research, this

Issue does not apply.

7-/

How are the requirements for independence of the 
Institutional Review Boards (IRBs) maintained for classified 
experiments? (i.e., Is there a member from the subject 
population?)

Prepared by: Dr. Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-815-1032 
Date: March 2, 1994
Coordinated with: 
Asst. Sec. initials:'
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QUESTIONS FROM SENATOR GLENN

Human Subjects

Question #6:

•a

kr\s*er: The DOE manual entitled, ■Protecting Human Research Subjects

at the Department of Energy,’ recormends following subparts

’b', "c", and "d" of the Health and Human Services

guidelines. The manual provides these 3 subparts for

reference.

Dr. Ari Patrinos

To what extent do you formally adhere to subparts B, C and D 
of HHS' guidelines on the use of human subjects?

301-903-3251
301-816-1032

March 2, 1994
Coordinated with: 
Asst. Sec. initials:

Prepared by:
Office: Energy Research
Office phone:
Home phone:
Date:
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QUESTIONS FROM SENATOR GLENN

Human Subjects

Question #7:

Answer; The Health and Human Service subpart "b", "c", and "d" has 

been integrated into the "Protecting Human Subjects Research 

at the Department of Energy" Manual on protection of human 

subjects, with an introduction recommending adherence to 

these added protections. This resource manual has been 

provided to all DOE laboratories, operations offices, and

program offices.

-a

Dr. Ari Patrinos

•a

What mechanism do you employ or have you employed to inform 
contractors or grantees of this policy?

Prepared by:
Office: Energy Research 
Office phone: 301-903-325] 
Home phone: 301-816-1032
Date: February 15, 1994 
Coordinated with: 
Asst. Sec. initials:
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QUESTIONS FROM SENATOR GLENN

Answer:

r' • -

/O

I 
K • 

4

Annual DOE-wide human subjects and bioethics 

meetings are conducted.

The system in place to ensure that experiments Involving 

human subjects by the Department are being conducted 

according to the regulations includes:

Human Subjects

Question IS:

Individuals responsible for human subject 

activities at every laboratory, operations 

office, and program office have been identified.

HHS or DOE approved Assurances of Compliance are 

in place at all sites doing human subject 

research.

DOE Orders have been issued to implement the 

regulation on human subjects, 10 CFR Part 745. 

/They are DOE Order 1300.3 issued on 8/23/90 and' ’ - 

• DOE Order 4300.2B issued on 7/16/91.

Please describe generally the system that is in place to 
ensure that any experiments Involving human subjects by the 
Department are being conducted according to the book?
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A DOE newsletter end resource Manual on 

protection of human subjects has been 

distributed to DOE Program Offices, Operations

Offices and Laboratories as well as members of 

//

the interagency human subjects coanittee.

Prepared by: Dr. Ari Patrinos
Office: Energy Research
Office phone: 301*903-3251
Home phone: 301-816-1032
Date: March 2, 1994
Coordinated with:
Asst. Sec. initials
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Questions Fron Senator Glenn

Question *10

experimentation. Requirements are only embodied 
in Departmental Regulations, Policies or
Procedures.

-a
As set forth more fully in the Answer toAnswer:

Question No. 2, supra, there are ample 

administrative, civil, and criminal procedures 

that may be employed to enforce applicable law.

The Department believes that existing regulations 

and statutes adequately allow the Government to 

compel compliance with applicable law.

•a

/I

•a

Prepared by:
Office: 
Office phone: 
Hom.e phone: 
Date:
G.C. Initials:

Would you favor establishing Federal Statutes to 
incorporate and enforce those requirements which 
are currently only enforced through regulations?

Liea Schiavo 
General Counsel 
(202) 586-5289 
(202) 686-4755 
February 15, 1994

V>AA

As currently understood, there is no Federal law 
regarding the use of human subjects for
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QUESTIONS FROM SENATOR GLENN■

Human Subjects

Question #12:

ongoing,
ethical

a.

Answer:

Federal community because so many uncharted areas of

research have begun. These include issues raised in the

resolution.

Would you support its creation?b.

Answer:

Dr.by:

-a

countries, research related to new fertilization and cloning 

techniques and a plethora of ethical issues that will need

mapping of the human genome, issues of privacy, employer 

versus employee rights, research conducted in other

Do you see a need for such a panel?

A biomedical ethics panel would be very useful to the

Ari Patrinos
Energy Research

We would support the creation of such a commission if it was 

apolitical and had membership that represented agencies, 

ethicists, and scientists. It would also be important that* 

the agenda, deliberations and recommendations of this panel 

have broad input and appeal rights by those who may 

disagree.

Prepared
Office:
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date: February J5, 1994 
Coordinated with:
Asst. Sec. initials:

A recent OTA study, Biomedical Ethics in U.S. Public Policy, 
has strongly recommended the creation of a permanent, 

national research review board to consider the 
implications of certain federally funded biomedical 

and behavioral research.
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QUESTIONS FROM SENATOR GLENN

Have you revised this order to include archival files?QUESTION 13B:

Yes. Secretary O'Leary has chartered the Department of EnergyANSWER:

Records Inventory and Retrieval Coordinating Coimittee to

retrieve, inventory, catalogue, categorize, redact,

declassify, disseminate, and store all records and information

on human radiation experiments from 1944 to the present, or as

otherwise indicated by Executive Order.

Glenn Podonsky

• •

di'^ted with: > 
. ?ed. ^iiialsjlYVX^

develop systematic and consistent procedures that can be used 

by the Department and its contractors to identify and locate,

Prepared by:
Office: Security Evaluations 
Office phone: (301) 903-3777 
Home phone: (301) 253-1961
Date: , February 28, 1994 
CoordilafiYed with:
Asst. Sec. I
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QUESTIONS FROM SENATOR GLENN

•a
ANSWER:

•a

Interagency Working Group. This guidance covers documentation 

about human experimentation that can be found in records 

collections in the custody of the Department of Energy, its 

contractors, private institutions, and private individuals.

QUESTION 13.C: What would be Involved in expanding the search to Include 
these archival files?

Complete guidance for records inventory and document retrieval 

has been disseminated DOE-wide. It has been shared with the

Prepared by: Glenn Podonsky 
Office: Security Evaluations 
Office phone: (301) 903-3777 
Home phone: (301) 253-1961 
Date: February 28, 1994 
Coord tinted with: r\  
Asst. Sec. r^tialsf/V^

4
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QUESTIONS FROM SENATOR GLENN

QUESTION 14.A:

ANSWER:

•a

What is the Department doing to ensure there will be 
uniformity of standards in how this material is collected 
and reviewed to determine what will be publicly disclosed?

The Department has established a Records Inventory and

Retrieval Committee to oversee and the collection and review 

of relevant records. The work of the Department of Energy 

committee is coordinated with that of the Interagency

Working Group. These committees will work together to

ensure the adoption of uniform Information management

methodologies and standards to support the research needs of 

the President's Advisory Committee on Human Radiation

Experiments. The committee has prepared written guidance 

for all departmental elements regarding Identification, 

management, declassification, and dissemination of records 

and information pertaining to human experimentation.

Instructions on the how to conduct research, and on how to 

locate, identify, describe, and furnish information about 

records relating to human experimentation are being 

distributed to appropriate officials throughout the

Department. The instructions detail what must be done and 

how it must be done. In addition, specific criteria are 

established for documenting how experiments were identified 

and records located. All organizations are being required 

to use the same form for the collection of information about 

the records to ensure uniformity in the quality and quantity 

of information collected. Organizations are directed to put 

in place procedures and processes to ensure the integrity of
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the records and consistency in information release. Quality

control programs specific to this project are being

established both at the sites and at Headquarters.

-a

^7

Prepared by: Glenn Podonsky 
Office: Security Evaluations 
Office phone: (301) 903-3777 
Home phone: (301) 253-1961
Date: February 28, 1994 
Coordinated with:
Asst. Sec. i
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QUESTIONS FROM SENATOR GLENN1

QUESTION 14.B:

ANSWER: We have a two-phased approach to identifying and collecting 

information. First, we will conduct Department of Energy­

wide inventories of records of potential value for 

researching human experiments. These inventories will 

generate summary facts about specific records collections, 

inventories will be used to target intensive document-level 

searches. The findings of both the series inventories and 

document searches will be automated to facilitate access.

We will consult with all appropriate parties to determine 

what computerized information may be made publicly 

available. A paramount consideration in this will be 

protecting the personal privacy of individuals.

-a

1: '1I1M

•a

Will computerized records be made available for easy access 
on publicly available networks, such as Internet for 
searching and use?

Prepared by: Glenn Podonsky 
Office: Security Evaluations 
Office phone: (301) 903-3777 
Home phone: (301) 253-1961 
Date: February 28, 1994 
Coordinated with: A , 
Asst. Sec. initialsMa')

such as location, volume, and dates. Second, the 
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QUESTIONS FROM SENATOR GLENN1

QUESTION 14.C:

ANSWER: We are committed to ensure appropriate access to human 

experimentation information. The use of Indexes and other 

search tools will be carefully reviewed as we plan, develop, 

and implement our electronic systems. We are investigating 

themselves, available to the greatest number of people in 

the shortest possible time. Access through Internet is one 

of those alternatives.

-hi

VII

V

Will indexes or other search tools be made available for 
easy access on publicly available networks, such as Internet 
for searching and use?

Prepared by: Glenn Podonsky 
Office: Security Evaluations 
Office phone: (301) 903-3777 
Home phone: (301) 253-1961 
Date: February 28, 1994 
Coordinated with:
Asst. Sec. initials

information access alternatives with the objective of making 

as much information, both about the records and the records 
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Radiationrrelated Experiments
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advising on its relationship to the program of the President 
accordance with OMB Circular A-19.
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CIA “ Tom 
DEFENSE -
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I

OMB requests the views of your agency on the above subject before 
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comments: on February loth, the Departaent Energy will 
testify before the House Energy Subcommittee; Energy will be

If you do not respond by t
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OMB CONTACT: MlrtE GOAD (395-7301)
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EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503
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LEGISLATIVE REFERRAL MEMORANDUM
i M •

I I i
TO; Legislative Liaison Officer- -

I i » :
Benjamin - (703)482-6126 - 258 
Samuel t. Brick, Jr. - (703)697-1305
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Fleaee advise us if this item will affect direct spending or

Title XIII of the omnibus Budget Reconciliation Act of 1990.

j ]
| I ; :
11 

Damus 
Palmieri
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on February 10th, the Department of Energy will

the only Administration witness, r- ~ ' ’’
deadline, we will assume that your agency has no comment.

I - ; S

receipts for purposes of the the ’‘Pay-As-You-Go” provisions of

I
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No comment

Other:

i

002
J3RM /M-1091

line (you will tye connected to voice mail if the analyst does not 
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FAX RETURN Of  
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pages, attached to this
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The following is the response of our agency to your request for 
views on the above-captioned subject:
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i

____
J i :

I see proposed edits on pages

i

answer); (2) sending us a memo or letter; or (3) if you are 
oasis user in the Executive Office of the President, sending 
E-mail message. | Please include the LRM number shown above, 

the subject shown below.

MIKE GOAD (3&5-7301)
Office of Management and Budget 
Fax Number: (202) 395-5691
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I . :
RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

I '' 1 • •
If your response to this request for views is eiiRple (e*g», 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please ©all the branch-wide line shown below (NOT the 
analyst’s line) to leave a message with a secretary.

You may also respond by (1) calling the analyst/attorney's direct

Branch-Wide Line (to reach secretary): (202) 395-6194 
j
L______ i

i

I
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i

I

Ciwffltais o« Sdenct, Space, and Technology

02/06/04 10:39

We axe pleased to have the opportunity to appear before the Committee this morning to Speal

Ji i
about recent reports of Cold War radiation experiments using human subjects that may have beet 

conducted unethically^ As you know, this topic has generated intense public and medit 

attention. This attention has brought about a unique opportunity for the nation io debau 
• • I

important questions raised by some of the human radiation experiments - questions about tlx 

role of secrecy in a deinocratic society, and the need for proper safeguards to ensure the right! 

of individuals to determine their own fates. We must take the necessary steps to ensure that al 

Americans - whether they are uneducated or poor or mentally retarded or incarcerated - are noi 

being used unwittingly in Federally-sponsored research.

i
I i

The Clinton Administfation is determined to finally bring to light all information involving 

ionizing radiation experiments. In a moment, we will discuss the steps being taken to release 

information as quickly as possible, to ensure that we have a serious, thoughtful debate about the 

lessons these experiments teach us, and to make sure that the highest standards of ethical and 

scientific conduct are followed in all research involving human beings.

: j i
! H

The Department of Energy contributes to the welfare of the Nation by providing the scientific 

’ i 
foundation, technology, policy, and institutional leadership required to achieve energy efficiency, 

diversity tn energy sources, a more productive and competitive economy, improved
I ? : !

environment^] quality, .and a secure National defense. A major contribution to the fulfillment 

j i i
of this mission Is the conduct at the Department of outstanding health and environmental
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research. One component of this excellent research establishment involves human subjects. It 
. .1 u t ■ J

is important to remember that over the years many lives have been saved by knowledge obtained 

using radiation and chemical agents in the diagnosis and treatment of disease. During the Cold 

War period when Federal government ftmds were used to conduct some of the controversial! 

experiments under discussion, other government funds were used to invent vaccines against 

polio, discover effective treatments for cancer, and develop new ways of visualizing the human 
■ j I

body with CAT and cardiac scans. Thus, the benefits brought about by science arc many;

science itself is not at issue here.
I
I1 i I i

i i i
i i

We wish to caution the American people against Inordinate fear of current research practices. 
I

Significant advances in biomedical ethics have resulted m a widespread recognition of individual 
I >

rights, die obligation of researchers to obtain informed consent from experimental subjects. The 
■ ■ 'i i i L

Department of Energy, along with 16 other Federal departments and agencies, is bound by strict 

regulations governing the conduct of all human subjects research. In addition, as will be 
I i

described later, the Depanment has undertaken aggressive efforts to inform and educate the 

personnel involved in implementing these regulations.
* H
; ; i
■ ! !

The Clinton Administration is committed to conducting a comprehensive identification and 

investigation of all experiments sponsored or carried out by Federal government agencies
[ | | |

involving intentional human exposure to ionizing radiation. We will use the results of this

i i '
review to try to repair wrongs that might have been done and will, if necessary, take action to

further improve current standards.

I

I

j i 
" "February-
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I

We do not yet know if the radiation experiments noted in the 1986 House Subcommittee Report 
I

and the experiments involving deliberate environmental releases discussed in the General 

Accounting Office Report prepared for the Senate Committee on Governmental Affairs in 

December 1993, comprise the bulk of experiments that might be subject to questions of scientific

I I
and ethical propriety. Wc also do not yet know the full extent of the records pertaining to

Department of Energy-sponsored experiments that need to be examined.
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H&og. of Human jRadUUon Iwams

On December 7, 1993, Secretary of Energy Hazel O’Ixary held a press conference at whicl 
i

important, previously classified, information was released. The Secretary revealed, for example,

j !
that 204 previously unannounced nuclear tests • one out of every five United States tests - hac

j ; j
been kept secret. Tb£ Cold War rationale for this secrecy was the desire to inhibit Sovie 

I : ’ • :

monitoring of our weapons testing program. In addition, the Secretary revealed the locations 

and quantities of the United States weapons grade plutonium stockpile and the amount o; 
I 

mercury used in American nuclear weapons production.

Also during that press conference, the Secretary acknowledged, as was noted in the 198C
i

I i ! '
Congressional Report by the House Energy, Conservation and Power Subcommittee and as 

I •

described in recent press accounts, that in the 1940‘s 18 persons were injected with plutonium

i i
as part of an exrtriinej.it sponsored by the Atomic Energy Commission. The available records 

indicate that some of these subjects may not have been fully informed of the purpose or risks 

of the experiment.

i
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The evidence gathered thus far suggests that human experiments involving ionizing radiation
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In addition, ovex the past two months we have received over letters. Less than one half 

of the letters are from individuals or their relatives who believe that they may have been subjects 

of human experimentation; approximately one fourth of these are from individuals who believe 

ttfor* the La>'vr4ttei on Sdeiic^l^paoe, aftd Technology February B, JW4 (9:I2ani) Page '4
! : ;

I
I

>

conducted or sponsored by the Department of Energy or its predecessor agencies fall into one 

of four categories:

Experiments designed to investigate the effects of radiation on humans or the way 

the human body metabolizes radioactive substances;

I M
Experiments using radioisotopes as tools to study the biochemistry of normal

i !
metabolic processes;

{ I
Expcrim mts designed to investigate the therapeutic uses of radiation in the 

treatment of diseases such as cancer; and {
Li

Experiments involving intentional releases of radiation to the environment for 

purposes of assessing the behavior of such releases.
i : ?
I • N

Oyendew of Steps Taken by the Department of Energy to Identify Human Radiation Subjects

In December 1993, the Department of Energy established a toll-free telephone Helpline, In 
i ' *1 •

January, the Department'$ Helpline was subsequently expanded to capture potential subjects of 

experiments sponsored by all Federal agencies involved in human radiation testing. The purpose

i i ■ | i
of the Helpline is to aid us in Identifying those persons who may have been affected by the 

I i i

activities in question. $ince December 24,1993, we have received more (han telephone 

calls and conducted more than 10,000 interviews with callers. Approximately of callers 

appear to have been subjects of government-sponsored radiation tests.

II
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that they have been exposed to radiation while serving in the military or while living next to a

| ! I • I
government facility. The remaking letters express support, offer assistance, or request

Ji ' M
information about the nature of the Depanmem's efforts.

i M
I ■ i \
i

In addition. Secretary O’Leary has taken action to assure that the records search being conducted
I | | [

by the Department of Energy and its contractors will be thorough and comprehensive as we

i ■ • ’
endeavor to tell die full story. In cooperation with other government agencies, we have

I ’ i
developed an action plain to expedite the identification, retrieval, management, declassification,

I : < ! '
and dissemination of intimation regarding human radiation experiments. Department of Energy 

personnel have been directed not to destroy any documents that might be relevant and to identify 

all pertinent records and information in the Department’s possession and in the possession Of our 

laboratories and contractors. In order to accomplish this task, the Secretary established a multi­

disciplinary committed under the authority of the Assistant Secretary of the Office of 

Environment, Safely and Health. The Committee includes specialists in health, environment, 

s i j
legal issues, and other relevant disciplines. The l>epartment, both at Headquarters and in the 

Field, has already undertaken activities to begin to collect and review the pertinent documents. 

For example, over cubic feet of files have been collected and are being reviewed at 

Headquarters.

I‘

Our goal is to get ah the facts out. We will du our best to provide information as we learn 
I ■; : ! 

it. All pertinent information that is found regarding human experimentation will be declassified 

as necessary on an expedited basis and to the maximum extent possible, forwarded to the

Independent Advisory Commission on Human Radiation Experiments established by President

I >
Clinton, and permanently preserved for public review in an appropriate archive. At the same 

' j I
flirting Sefare the Ctrnriit^ on ^cie'ntx^aog. an^ Technology ’"'"‘February Fage 5
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allow cxploadon of fur damental and pathological processes; and development of biomarkers and 

I

out. This data base willte updated annually. We are pleased to make this information available

I

cellular assays for mohitoring and protecting the health of Department of Energy workers and 

the general public.

|

i
i

i

■

■

009 
w vvv

11^23
I

§

Tehniaty fagt 6

i '
I

i

■

?

\
i 

arid

i

EwnnsTStfcre tne'Ctmimittet on TMuuHogy

, i

The Office of Energy Research, is preparing a computerized list of all current Departmental 

human subjects projects; Hus list, available on a retrievable dati base by March 15,1994, will 

provide abstracts, as well as funding and institutional information, for each project being carried 

Current Humas Resear<^_Pro^r^p and Regulatory Protections
• i

The Depetmeni is currjsntly funding approximately 120 research projects and providing facilities 

for another 100 projects involving human subjects. Biomedical research under way at the

Departmer.t of Energy ftcUities, or with Department of Energy fondlng, include such lifesaving 
____  I [ M

research as non-invaslye diagnostic imaging technologies to see into the human body; advanced 

cancer therapies using radiation and radio-immuno therapy; nuclear medicine techniques that 

» :

i |

The research conducted must meet the highest standards of both scientific and technical 

excellence and bioethical conduct. The Office of Health and Environmental Research within the 

Office of Energy Research has the responsibility for approval and assurance of all human

L ■ *

subjects projects conducted at Departmental facilities or with Departmental funds. That office 

implements and oversees the Departmental (and Federal-wide) policy for the protection of human 

subjects.

I

i

I

: : I
time, we are taking appropriate steps to protect the privacy of people who were the subjects o 

experiments and their families. j

?

I

j
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Secretary O’Lmy has asked the Department’s Health and Environmental Research Advisory

Committee to review Department of Energy Jollities for compliance with these regulations as 

well as the adequacy o: Departmental oversight. This group of outside experts who advise the 

Department on health and environmental research matters will report to Dr. Krebs by June 1994.

02/08/84 10:43

The Departmerd’s Office of Health and Environmental Research has been proactive in identifying 

contacts in every Laboratory, Field office, and Program office in pursuit of ongoing 

identification of human subjects projects, oversight of review procedures, and education of staff. 
. • Il

This office has held two Departmental-wide meetings since the 1991 regulation was passed. 

I
These meetings brought together bioethicists from the academic community, as well as 

knowledgeable staff from the Department of Health and Human Services, to educate and mform 
1 • ' i ■ i

Department of Energy personnel on these important issues. In June 1994, the Departments of 
• i i

Energy, Health and Human Services, Defense, and the Environmental Protection Agency are 

cosponsoring a large bioethics/human subjects workshop to fitrther educate Laboratory, Field, 
’ M

Telnwy s. jj>S>4 (9:12am) Page 7

! !
i

1 ■ 1
because we are proud of the science supported by the Department and undertaken in pursuit of

I I “ I

Department of Energy missions and National goals.

I t I
All current Department of Energy experiments are, we believe, in compliance with the Federal

I i ; >
i • ’■Policy on the Protection of Human Subjects. The Department assisted in drafting this Federal 

Policy during the 1980$ and adopted it along with lb other Federal agencies in July 1991, when 

the rulemaking process was complete. The Department also issued two orders addressing the

Iintrad^artmental implementation of this Federal policy.
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Five subcommittees have been formed under the Working Group to address the following 

specific issues: 1) Public Information and Communications; 2) Retrieval and Review of Records; 

i !

subcomminees are composed of staff from all relevant Federal agencies.

! j |
The President’s Executive Order, signed on January 15, 1994, established the Advisory 

Committee on Human Fndiation Experiments, consisting of non-governmental experts in the 

htatins fyfort Bit ComriMt m fam*, &act, ami Technology "Tlb'ruary Page 5
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On January 3, 1994, die White House convened a meeting of senior staff from government 

agencies with potential involvement in human radiation experiments. The White House has 
! !

established a Human Radiation Interagency Working Group consisting of the Secretaries of 

Energy, Defense, Health and Human Services, and Veterans Affairs. The Directors of the

Central Intelligence Agency and the Office of Management and Budget, the Attorney General, 

and toe Administrator of the National Aeronautics and Space Administration are also on toe
I ? i

Working Group.

and Headquarters personnel cm bioethics and Implementation procedures. The Office of Health

i i I
and Environmental Research also has a human subjects newsletter, published twice a year, to 

assist tn education and information dissemination. The office has also prepared a protection of 

human subjects resource manual for toe Department, which is also available for other agencies. 
• : I

This resource manual is in toe process of being updated. The Department takes toe protection 
I

of human subjects very seriously and has been in a position of leadership in implementing the

Federal Policy for Protection of Human Subjects.

I
■
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The Advisory Committpe will review experiments since 1944. Human radiation experiments

undertaken since the 1974 issuance of the United States Government biomedical research 
i II

i
i

!

The Advisory Committee will also provide advice, information, and recommendations on the 

experiments noted in the December 1993 report by the General Accounting Office concerning 

intentional releases of radiation to the environment. The Advisojry Committee may also review 

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

Group.

experiments conducted after 1974 will be pursued if warranted.

I ’
i i
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i 
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i 

I

fields of ethics, science, medicine, and law. The Advisory Committee on Human Radiation 
it • ;

Experiments will review records of experiments on ionizing radhition on humans and will advise

■ > < *
the Interagency Working Group on whether any lapses of scientific or ethical standards occurred.

Dr. Ruth Paden has been appointed by the President to chair the Committee.
i I i

The Advisory Committee’s scope pf review will include:
I .
I

Experiments on individuals Involving intentional exposure to ionizing radiation. 
I M

This category does not include common and routine Clinical practices, such as established 

diagnosis and treatment methods, involving incidental exposures to ionizing radiation.
I i i

2. Experiments involving intentional environmental releases of radiation which were 

designed to test human health effects of ionizing radiation or were designed to test the extent of
* i I

human exposure to ionizing radiation. ; i

|

i
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secrecy from proper ethical conduct of scientific research Will we eventually reduce the 

bitterness and suspicion which has surrounded the debate on the health effects of radiation. And 
' i I II I 5 »only through a careful and balanced review will we be able to emphasize the critical role

I II
radiation has played in modem medicine’s ability to diagnose and treat disease.

i i f
I

Finally, let us reiterate to you and the American people our commitment to opening up the

Department of Energy, We have a tremendous amount of work to do in this area, but we

j
I

We are committed to a Comprehensive airing of the facts surrounding Cold War human radiation

■ ! 
experiments. Jf the government made mistakes or committed wrongs, we, as government

Officials, must admit them. We are determined to give the American people reason to have

I ; ’
greater trust in their govemmenti A serious, thoughtful debate must occur regarding the

i ■ : ! . :
; j i

scientific and ethical propriety of these experiments. If necessary, current federal rules must be 

farther strengthened to protect individuals from future scientific aberrations.

I I
Only by "coming clean? on the details of these experiments and separating Cold War habits of

i.. ... ?..... . r ..J
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• i iThe Administration is fanning to take the following actions in response to individuali effected

I ■ '
by the human radiation experiments:

II * *II :
All available information will be provided to subjects and their families as soon

1 I
• • I I: i ?I : 1 : •

When required to protect the health of individuals who were subjects of human
I i 1| : » i

radiation experiments or their descendants, the government will notify these subjects, or their

1 iI • »
descendants, of any potential health risk or the need for medical follow-ups.

I • :
The Legal Issues Subcommittee is currently examining various models for 

potentially appropriate! federal responses, including those incorporated into other federal

i I ■
programs such as those used to respond to ’downwinders,* veterans exposed to radiation, and

N 

the Japanese-A vnericans Interned in the United States during World War H. The range of federal 

responses under consideration include potential monetary compensation, medical follow-up,

i I
disclosure of detailed information, forma! apologies or other recognition, and ongoing research, 

education and infoimation programs.

E ’ l
Specific recommendations for legislative and other action that may be appropriate

j II
will be developed once the Working Group and Advisory Committee have completed at least 

thdr first phase of work This will be in six months, when the Advisory Committee’s interim 

. I j I
report E issued to the Administration’s Human Radiation Interagency Working Group.

Throughout all of this activity, the Administration will continue to work closely with the

i i i
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Act only allows one Federal agency to finance the Advisory Committee. The Department of
II I ■

Energy has been chosen as the designated agency. We will not require any special

Congressional appropriations for this project. Advisory Committee meetings will be conducted 
i i i ‘

in accordance with the Federal Advisory Committee Act requirements and as such, will be open

02/08/94 
iv:q& ior«y

If our review determines that American citizens were treated ^Tongfully by their government, 

we believe this Adnuniitration owes the American people a full accounting and, where justified, 

an attempt to right any wrong done.

The Advisory Committee will make recommendations concerning the need to expand or amend 
I 1 • •

existing Federal guidelines governing human radiation expertoentation to the Interagency 
: i j

Working Group, which will then make recommendations, as appropriate, to the President.
I i ’ i '

I

I 1

I

Hearing'the flamn^tee on Science, ^me, and 'Tech'r^^

I

to die public. Meetings held by the Advisory Committee which require discussion of individual 

subjects and their records may be closed to protect the subjects4 and their families’ privacy.

I :
The Advisory Committee’s support staff will consist of both nop-gbvernmentBl individuals and

{ I 
Federal agency workers. An interim report is expected six months from the filing date of the

Advisory Committee’s Charter. This report will address whether the Advisory Committee 

believes it is likely that it will be able to fulfill its duties within a one year time-frame.
I II■ II
i U

Admin&rationJfrsiitar on CantDgnsaikn felated to Human Ih^ation Experiments

I .’I. -. ! !

i

Funding of the Advisoty Committee is governed by the Federal Advisory Committee Act. The

J

j

i

i
i

i
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LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1079

TO: Legislative Liaison Officer -

- 325

288

FROM:

SUBJECT:

Friday, February 4, 1994DEADLINE:

Attached are the prepared remarks of Dre. Yallow,

?

VA Proposed Testimony on Radiation-related 
Experiments

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.c. 20503

RONALD K. PETERSON (for) /
Assistant Director for Legislative Reference

omb requests the views of your agency on the above subject before 
advising on its relationship to the program of the President, in 
accordance with OMB Circular A-19.

OMB CONTACT: MIKE GOAD (395-7301)
secretary's line (for simple responses): 395-6194

CIA - Tom Benjamin - (703)482-0126 - 258
DEFENSE - Samuel T. Brick, Jr. - (703)697-1305 
ENERGY - Bob Rabben - (202)586-6718 - 209 
HHS - Frances White - (202)690-7760 - 328
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - sonyia Matthews - (202)456-6722 - 429 
NSC - William H. Itoh - (202)395-3723 - 249 
OSTP - Chris Clary - (202)456-7116

4130 P.M.,

Please advise us if this item will affect direct spending or 
receipts for purposes of the the ’’Pay-As-You-Go” provisions of 
Title XIII of the omnibus Budget Reconciliation Act of 1990.

COMMENTS: Attached are the prepared remarks of Drs. raiiow, 
Kapln, and Burrows, VA physicians who will also testify at the 
Tuesday hearing, if you do not respond by the deadline, we 
will assume that your agency has no comment.
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LRM #M-1079

CC:
D.
T.
G * 
K.
J.
E.
K.

J. Fellows
B. Damns
J. Palmieri
J. Klein
s. Neuwirth
C. Varney/P. Caplan
B. Burton
T. Thornton
J. Podesta

Blanchon
Grams 
Henry 
Scheid 
Pfeiffer 
Pelton
Peroff

T.J. Glauthier 
B. Dorotinsky 
A. Silas
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IiRM #M-1079

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

(Date)FROM: 

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

pages, attached to this

i

VA Proposed Testimony on Radiation-related 
Experiments

The following is the response of our agency to your request for 
views on the above-captioned subject:

 FAX RETURN Of _
response sheet

I

MIKE GOAD (395-7301)
Office of Management and Budget
Fax Number; (202) 395-5691
Analyst/Attorney's Direct Number; (202) 395-7301
Branch-Wide Line (to reach secretary): (202) 395-6194

i

You may also respond by (1) calling the analyst/attorney's direct 
line (you will be connected to voice mail if the analyst does not 
answer)/ (2) sending us a memo or letter; or (3) if you are an 
OASIS user In the Executive Office of the President, sending an 
E-mail message. Please include the LRM number shown above, and 
the subject shown below.

If your response to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.
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Nl.lol••r 11D1ScU.eift•, th• ,uaa ot �•lliol■otopes tor neiloel p�• .. , 

f\011 ha• an laportant rol• in 111•1Uc•2. \\iaqno■i.a and th•rapy � My awn 

bao.ound in t�e t!eld qo•• �•Ok to 1t4• wh•n I ti�•t 1o1ne4 the 

8rotur V■teran• A4•1ni•tratioi\ Hoqital.

. �1.u Mad1a1ne ha• threa ro1aar tNatunt vith radiot•otopea, 

diaczno•t:ic 8t\tcl1•� ,usinc, ra1Uo11otop1a techniques 1n vivo or 1n vitro, 

and. ••4iaal t:••••t:Ch 6lllploy1nq ra41oisot,Op••· P�kb1y the. mo1D� d0iml'1l\ 

rol• •t ��1.-r MediaLn• in the ther•PY ot a nonma119nant 41•--•e

i• in the treatsbet\t ot h�rthfrC>idlem. It wa.s noted in tb• pre9a 

�hat before h• eompleted hb �Ol& •• o�r Chief ExeoutS.ve Ottioor t.h•t 

both th• Pl'•■idtnt and�•· 8U1h vere ehoun to have t,veraeti..,. thyroid•� 

The O\lbl.S.c "' lntcnea that tx>th wera treat•d vith. radioiadit\a cP11). 

Ne 1nton�tion was iiven about tb•i� «ose wt typi�•l M••• to¥ th!• 

n�naalipan� d1a•�•e ia �,ua11y ,,ooo - 10,000 aiorocur1es of the 

raCio"iodin•. Their Whol• body do•• va• p�o2:tab1.)' ·abou� 5, ooo • 10,000 

m-u. th• clot• to th•ir thy:-oicl was tbo\lt 1,000 ti11e1 ,ruter. Thu•, 

attar a halt oentury or •xp•i-ienc• Lrt treatinw th• hyperthyroid stat. 

wi-cb r&dioiodine th• ooramJ.de�ed 1nedical opinion J.• tna.t �adio.f.qiU.ne 

1• tb• optti,\al. treati.ent for thb di••••• in pat:ioJlt:a Hka � Pr••fci;i\t 

and Ilia Yif• •"4 that doaae of tho•• ■iJea to th• thyroid and to th• 

vhol• �4)' <luring th• tre.a.t11ef\t •t• ,at•. Patient.• vith thyroid cane,� 

have been r,ue:o•••tvll.y treat:4t4 vith �&41o1od1ne using Ooao, a hWlcir•d 

tiaaa •• 1��9• vi,thout obvious delet•�io"s etfeote. 

tn th• ,.,sos tht, d1atJnc•i& ot ovei-•etiv• oi:- w,t.lera.ctiv• thyroid 

wa1 •••• on 1:he 14 hour uptaJ<e of r•dtoiodino >:ty th• thyro14. It 

his• �•l'l e&tlmated that in the unite,1.1 states probably • halt a.t.U.ion 
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paop1• vwe uateet ln this vay ih th• 1esoa ttu:l 1960t baror• 1:r.• aoclft-n 

tacbnlquaa of i-•O.t.olalluno••e•y ot �hyr9.id r-ei&t•« hora�no• wei-e 

i�t�oouo•�• elna the doa•• ror tha d1awno•1• or tby�o1« �i•e•oa 

W"8 only • tell pcn-oent of the 4o•n u.•84 tor t:r .. t!llent ot an overact! ve 

tbYtoid no har'lltul effects oould �• axpe�•�· 

ror �• pa,t 30 y•ar• ra�ioiuunoa.eear h•• been tbe m•thod of 

�o1a& tot: JQeaauring a v1do V&t'i•t.y of hor-Mnea, i�e:ludinq the tb)'l"Otd 

i-eleted bormon•11, without eacposinq the subject to "diation. 111\la, 

WhCZI tcu:tioifflffiw)oaasay aon�rns 1\>out the administi-atlan of r&dioiaotopae 

toi- theae •t.ud.1eB are not relevant. l'\lt'thar.,10re, �o•• vorluas-• 1'ho 

\i&O t'&dio1D\lf\oaa,,y procedure• nAad not •xp•rienoa av•n ••••ur"abl•

an�unta of ra41tt1o� e>q>os�r•-

I have not wor�•4 91C't•ftsivaly with in vivo 1cu41•• �loyin9 

racuo111otop•v ov•r th• »aft IUU't-1" c-,nti.t�y. lSof,lwar ti:0111 11ha� % 

not• in t�e lit•r&tur• the do■•• a&ployed remain •�•ll coapo�•4 to 

the dc>1us• used to� th• tre,a'Ctuftt: ot an overcaciiv• �yret.td. l'o� th• 

fflost part th& balflive1 ot the ndte>isotopes .mplopd in tnlcl� Hc.1ioint 

aro silo� enou9h that the di■p0stl of the radioisotope lhOul4 not 

boa •i;-nit'1oant problffl. 'th& 6ispoae1 ot eu and Jt:S UHd in �i�clic,al 

invMti;ati.on don require fi.arther cteecr1ptJ.on but L• not par�.Lcul.U'ly 

rai�vant to the �••�1ng �oday. 

tt .1• avident: that tl'le 11•• or radic,.1.&otope• in nuol••� )lle&U.cine 

has had. major •dvanta9a11 t� our ••dioal care, t wi.u. e.nd �Y t621.l1tdi11q 

yo\l that �ho J.•rQ'e 4o•• of r-ad1oio41nt received. by the Proaid•n� tor 

tbo treatmel\t' or hie over11ot1" thyroid do&s not ropreaent a problem 

to�• workara ahd to the patient,. 
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A Statem.nt· 'to--tht :Veteranii, .Mftii�ff COlMlit:lee of the 
Un1t&d·:·stat.e,a.,:.1fqitae, ... of .. Ropro•entati.ve1 
· ·. , -. · � .. .-.. �.->PVJN\W�,.::M .. o·. ' · .·• 

.. i·i:'.-':.:.•:::··.·.�·. ,.: ·.'· . 
I p�ttaoa my atAt•m•nt·to t.he Houe� ot aep�esen�ative� Veteran• 
�ttAira Cornm1ttee, by stating th&t w& � An 1ncalculab1e debt to 
th• v9tenne of our oount�y; in tact, we owe them the very 
•xistence ot the United 8t.a�•e· To ��eet t.h• veteran pop"1atLgn
otner tha� with dignity an4 respaot ia con�rai:-y tQ the pxincipl•• 
upcn wht�h thia eoW\t.ry e1d.$�8. TO ·viol.o.te their· t:,;-ust 1n u.a, at 
o time when the)' o� ill and .ho1p1talize4,. by using them as 
exped,me.ntal eub,ec:t1. without' ttie1� knowl.edgGi or ooneurrence J.n
rtndom indulgenQe ot ou� curio1ity is an anatheina. On the othe� 
hand to apply n�w �nd prom1ein;·methoclolog�e, to h&ttGr understand
tha nllture ond t.reata�t of thai. co�plaint• and. olinioal Undinq■, 
�h•n �h••• methoda o�• no��invQtive e.nd ot accept�blei minimum or
ft� rilk, and when approved by the vet•�•n, -od a high f qualift� 

·htararohy of ·rnedioal supervition and p&e� r-6vie� L, hi9hlf 
juetiftea and !a oftefi hiqhly beneftc1al to �he pati•nt, 

Var!ouo aopoota ot ho•p!tal function relOVAnt to patienc infopnad
Q90CHP2'j in radLoiso'tope 1;•,sc;,1:u:•c,h are tH8ouosed 1:>elo� ea they 
9Xiate prio� to 1961. 

fh• axplan�tion of patient oare and its eupervie1on on vatloua bed 
eerv!ce&1 

I. V.A. Hoapital, tU.nea, lll.1.noit>, had a p,:ot•••ionu). policy
or1q.i.net1ng with a n&a.ti& ComrnJ.tte• cone1at1ng of tho Pe4n• of the 
Un1vere1ty of Ill1noie, Coll�ge 9f Mea1�1ne,, NoJ:'thwe�t•rn
tTn1v•�•lty, sehool of t¢ed1ci��, u0yola Univ•reity School of 
Meoi�lne anQ ChteagQ Medical School, We interacted and 
oolla.bo:ratuci with th• tJntveraity of Chicago by t1ffil1ation with t.he 
Ar�Qnnu National LAboratorieG which w�a jointly 8ponaore� by the 
Oniv,ex:ei ty an.d th• Atomic !\ler1y commission .. Th� bed s,rvioes wt:re 
epecialty o�iented, conniet�n; ot Medical set'Vice, SUrQ!Cal 
8orv1ot, Neurology servico, Psychiatry eervic�. Non-bed ••rvic•e 
we�e Diagnoetic Radiology sorvice, Tb&�ap�ut1c �dLology S&rvio�, 
La.oo��tory Sorvice, Nu�l•or M•�ioine S•rv1o• and a�e�aroh S�rvioe. 
UOh Ser-vice �,u haac1ed by a Chiet ot service of profeesional 
ato.ture1 �1\d wt!ire ti\\oul ty mambe.t'l!I ot the e.£ t 1,liated medical pohools. 
Medioin11 and surgety were divided into subspacJ.alty eeotions. 
section Chiet• ware w&ll trained in thai� suhepeeialty ano mo�tly 
had foculty 4ppotnt�$nt&. The subepecial�iee were staffed �ith 
tull. time ari.d .teaJ.cient phy11ician111. SubApetialty sect.ions w6ro 

' supplied with Consutt�ng ond Attencting phyo!cians rooetly from the 
Affiliated schools' facul�y. They rn�de pntian� rounds with tne 
tull t1me and resident phyeiciane. Ref.er�als �ere made to o�h�r 
8erv1ce and i�Ction& a� 1nd1CRtad, PA�tic�vat1on In rese�rch w�� 
encou�n�ed. Grtrnd .rounds a.nd special. lectures were very well 
�t.�G1ndac r moz;ala and ••pr..1 � wPrt:! hiOh, Plltient co.npen t fo:c 
procedu�es were obtained and a1qn&d for inV�$iv6 proe�d"iea �nd 
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XI. 'rhe set'\rJ.ce wae responaible t:OJ:" pe�fom!nq clini(:Al dia9nQet:.ic
&nd therapeutic ��oo•duree for patt�nte us1n9 radiQ1uotopa 
methodol.ouY, it al.r,o had & raaearch p.nd clwalop.M�nt. mission 
mand&ted by the VA to def1ne end aolve pro�lems applicablo to the 
continuing a.nd qr.c;iwini n�_$c;l� of the field., Tbe5e inv&nt.igat.iona 
w&re aeoompliah� by A v�ri•ty of oh�mical and physical �P-en6, 
a.roor.q whioh radioiaot.o� it\QthodQlogy he.l'i berm pi;Q1d.11$ht, It: ha.d 
baen neo�1uu1,ey, when 1eiekin9 an,wara to cip&oU io px-0blem11, to d�Al. 
with the theoretical A!\d fundamental �•p&cte iuvotved1 to apply a 
variety of pbyetcal pr1ncJ.�l.& And me�hof.iolo(Jy; to dev$lop �lld 
modify o�ulproont. Tho pu2!poae of tl\fi"• vo.ried approaches had baan, 
the definition ot tpeoifie human anatomy and phyG1ology 1 

d•l1fieation and di6gnoola·of d1aea�a etatea, and in aom• lnetanooe 
dovelopment of sp�c:lf Le thera.py. 'l'Q accomplJ.sh the&e Gn<1a the 
b�oadetst e.ncl molt <11varllt1 inte�dieoipl1nar1 t&am a.pproaeh had been 
uaed, fhe contribution, of b1ochemiuts, pby&iciste, phyaloiane in 
V6t'ioua s\tbtPf,Ci&lt1ee, engineero a.nd phyeioal ehemi,tB and other�, 
had i,timul.ate.;t the 8011.l.t.ion ot many diff.lc\1lt pt'O))l.�m•, My 
funo�ion was to encourago �n� 1.nt•�t�tG that work an� to eorr�l&te 
1t wJ.th th$ �l1n1c4l and aci�ntlf4.c work in the hcsp1te.l ond 
bffiliated inetitutione. 

Ill. TO bet� eexva t-ne hoap1tal i.ittento, it wu neee6eary to 
int•raci with th& variouB bed se,:v �ea. It became n�cessory t� 
k�ow the prot�eftion�l s�atf, to ma�e �ound& with various
phy�ioians, to Att.ttnd m.ec�ings at the hospital ·ond rnediccl schools 1 

to formnlly �nd infonial.ly diacu.o• problem!! find to etimulate 
participation of thtl staff in ot,llA�QX-&tive ra1eiu·ch, The 
p�of�ioionRl s�af.t of the·R�d1oieotoPf;) Service hAd to K�ep cu�rent 
1n al.l. aspects of the ap�u;ia.l t..y, PY �eading t.he H te.r&iture, 
att8n�ing �nd part1¢ip�ting in loe�l, national an� international 
m�etin�B and hnvinq great faroili4rity wlth othe�e tn the field and 
th� detaile of t.he1r worx. 

.• 
� IV, The d&velopl'l,ent of a rea-earch p4oject n�guired � broad 

knQwle�9e of the frontiers of the invee�ig&t◊�i ep�cial�y �nd a 
p&ropeotive ot th�se problsm& whtch n�eded 1nv�stigation and �hoee 
solvable by tne avail�ble stdte 0£ knowledge anct tiohnology. Qnoe 
I :ceeet\rch are� had been identf fiet.d br any m9mbn� ,,f t.hn 
coll&borf2tin1:3 9.o�p • .,levant. btckground nfo�mlJ."t:ion hlo to .Ol­

<>btaJ,ned 1 the eignificanoei of th• �tut\y d.ete:rmin�d ond tha px-ok>l'4'ro 
Q• hypotne•i• to bo proven require� pr�eio� iduntif1eat1��- Thi 

• 

I 
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x.Jies» lae«anca» involving human •ubjantc r thp«o patients fulfilling 
the utudy requirements were identified «ma were antarod into the

in no
patient required to participate. In instenaoe of no 
>bt<inina urine:, blood specimens or if radioactivity

affiliated institutionj the- protocol waa exaMned at that 
inatftutlOR. The va Director of Nuclear MOdicins in VA Central

(AECl
was 1

Xnlorwttd Consentv.
\1

’The
/involved

Qi required aster 19f 8 by va. The ptfUicl 
,y > consent ia\to protect >Xha institutioni

4

H

.’ ** r

of that procedure, 
.been infowad o\ 
^Informed oop.eent \

Office maintained a research office which paesod upon projects for 
the purpose of approval. The new uses of radiolsotopas ware 
reviewed for approval by VACO and th© Atomic Energy CommiBslon 
_____ Oh approval, issued a specific license:. A general license : 
___ -ssued by the ABC for routine clinical use of radioisotopes. 
Ths gsnar&l license pewit ted oocaptcd uses of radioisotope of ' 
elements of atomic number 3 through 83 which excluded all nuclear V 
weapon type radlolsotopas and all alpha particle emitters. ■

Some projects ware submitted to the National institute of Health S 
for approval and funding. This then waa another and higher level 1 
of pacr review and required a protocol uf exceptional quality, to f 
my knowledge we were in compliance with the then existing protocols | 
and regulations Oovarlng human research. »

< 7"
I ’ S I

I
R such «. proce

Kist m
^at the patie 

int was obtained.
a

study on * voluntary basis after inferring them in all detail of ] 
the purpose, the nature of the participation, how they would! 
personally benefit from the information derived and the type and I 
severity of the risk, if any, that might be encountered. In no I 
instance wee & patient required to participate. In instanoaa of no I 
risk, such ae obtaining urine, blood specimens or if radioactivity I 
were not administered In'procedures which were performed in vitro, I 
the patient interaction was minimal. If Interaction was Invasive 
and had definable risk the patient was informed in great detail and I 
may have signed an Informed consent form. Often, standard and I 
required procedures which were widely accepted an routine were 1 
performed on patience and the goal was to evaluate newer I 
instrumentation or methodology patient conasnt was irrelevant. 1

A prospective protocol was prepared, diecuBeed, and leviewed and 
often rewritten several timee. When acceptable to the’ 
collaborators it was submitted to the institutions 5 Radiation j 
Safety Committee and the institutional Research committee. If 
revisions were requested, they were made. If interactions with an

TO=33955591

va tzUi’y ai a'M« mm

f-WJM= GENERAL COUNSEL PSG IV

02/04/84 <0rB02 630 H50U

igning of\an informed consent documentk by a patient B 
in « radioiteptope researcHkproJeot wa? to\my knowledge H 

‘ ‘ “ The principal function, of informed H
, the doctorkand other ■ 

participantsXin a procedure by absoivin^them from liability from ff 
malpractice ok injury or ohridonts durin\ auch a procedure. it 
assumes that ^reasonable elaaent cl iiak exist m t/.s cojWesion 

Secondarily, it assumes xh&t the patieb^ ha$ 
tha risk andVthat hi a con
;B a leg&l docwe?.t= and in aXieenor eanse?

methodology and experimental d«si«?n to deal with the problem 
required constant interaction with the .multidisciplinary staff, m

11S32AM P.05
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isn a dose of radio'soto&o !&V Tho dotdrrnlnfttlOn risk to InB paTiBni wrtBri a uuspuj
adminifitared. The Radioisotope Service at VA Hospital, Hines, Illinois,

T0!93955&91

I

employed a fulMIme health physicist who was to safely receive, store. 
Quantify and dispense radioisotopes. He was aware of the physical and 
chemical properties of the Isotope, this included the physical form, the 
nature of the radiation, Its penetrability, the amount of radiation exposure to 
the tissue and its distribution when administered. He possessed adequate 
Instrumentation to monitor the patient and his environment, including a 
whose body monitoring room. He was also aware of the physical and 
biologic half life and the routes of excretion. With the above Information, he 
could accurately estimate the risk to the patient. He possessed extensive 
reference documents and know his legal responsibilities. Detailed recorns 

ware kept by the health physicist.

Patients were often subject to following up If the experimental design so 
indicated, During the 36 years of my tenure with the Radioisotope Service 
and as subsequently changed to the Nuclear Medicine Service, there is no 
evidence that any patient was Injured as a consequence of participating in 

a radioisotope research project.

FEB 4, 1934 11:53AM
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Consistent with my previous training in internal rjiedicinr and my research 

experience in metabolic diseases requiring laborious balwioe studies before the 

more accurate radioactive tracer methods became available, J was attracted to the 

opportunities offered by the establishment of a Radioisotope Unit at the

Framingham (Cushing) YA Hospital in July 19-.

1 am pleased to contribute the enclosed material relevant to the topic of V A 

research involving the- use of radionuclides and other forms of ionUing radiation.

Initially, radioiodine was employed for the diagnosis and treatment of 

hyperthyroidism and cancel. Subsequently, xadiosodium. radiopotassium and 

radio sulfur were used to study body composition changes in a variety of chronic 

diseases, such as hepatic cirrhosis, hypertension, cardiovascular disease, diabetes 

and renfel insufficiency prevalent in the veteran patient population. With tlic 

rGcruitment of additional staff and the support of n United States PuWic Health 

Service training program in radionuclide techniques, the sc ope of our activities 

expanded to other medical subspedalties: endocrinology, hematology, 

gastroenterology, j'?-phrology and oncology, in which scanning devices were 

becoming useful.

STATEMENT OF

DR. BELTON A, BURROWS

BEFORE THE

HOUSE COMMITTEE ON VETERANS’ AFFAIRS

>

TO:93955691FROM:GENERAL COUNSEL PSQ IU
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The formal process of "informed consent", with signed forms approved by 

local human studies committees, was not developed for several years after 

radioisotope research had bRCome an active pursuit in the majority of the 

Radioisotope Units. The studies were conducted in an open clinical setting with

Many of the published studies resulted from the retroactive compilation and 

analysis of diagnostic results and their correlation with other cHhlonl and 

laboratory dura, whereas others required the approval of the radioisotope 

cojnmJttee to ensure that they complied with AF-C, later NRC (Nuclear Regulatory 

C'onunission) regulations.

I» the early fifties, there was also a baiuing program in Ute use of radiation 

survey monitors to detect areas that might he contaminated with radioactive, 

materials as a result of industrial accidents or military action. In addition, the 

professional staff was trained in the clinical management of such exposures. Ftom 

its inception the Radioisotope Unit (later Radioisotope Service, and finally Nuclear 

Medicine Setvice) was integrated with the fiimHar service at the Massachusetts 

Memorial Hospital jater the University Hospital) and its staff held faculty 

appointments at the Boston University Sohoolf of Medicine. The Chief was

A.cdng Director of Nuclear Medicine at VACO for its first five years and 

helped establish training programs in other VA hospitals which materially assisted 

in the development of a separate and distinct specialty tamr to be certified by the 

American Board of Nuclear Medicine under the superb leadership of Dr Joseph 

Ross. There was a close working relationship between the VACO office and the 

Atomic Energy Commission (AJEC) in the processing of applications for the 

. authorized use of by-product mareriM in (he fioW

I

TO:93*55691FROM - QENERAL. COUNSEL PSO IU 
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to polenlial uppliobliity of the results to the individual patient's problems.
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Mr. FwotT mtaitMd the fellow^ rwoluUonj whtah wm nftrndtothe 
Comnlctee oo_____  ___

lixnlted to, operiments tovoWnr iRjectaons of phrtooium, 
preaoriptian of radiotfltive nudfaation to pregnant 
women, ingestion of irradiated food, and cxpoeure to at- 
moaptario radiation;
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14:52 No.027 P.03

MW.4N ivnMfi***-

SENT BYiXerox Telecopier 7M0J 2- 2-94 ; 3:42PM ;

RESOLUTION
gmyaaring the mao of the Houm of ftepresentativn with 

respect to radirtan experittente

mJ Govongnaat

'Whereas the Federal Government intentionally wmduated *e 
ertt ndiation wp™»eata on individmb beginning in the 

iHCHa;

Whereat the aaperimants were oooduotod without the m- 
formnd oonaent or knowledge of the indMdUtls on whom 

the experiment* were performed;

Whereaa the radiation experimanta iochxded, but were not
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(1) the people of the United SUU* dteerre a 

fall aecauntin< of the nature and extent of the radi­

ation experiments oonduoted by ths Federal Gcvaro- 

manti

2

Whareaa the Federal Govcnunent performed the experiments 
not in order to achieve medical or health benefits for the 
indiriduala who were eutgecU In the experiments, but for

/ 

? 
»

SENT BYiXerox Telecopier 7020 i 2- 2-94 ; 3:42PM ;
TEL:

- ®

A.:

Whereas, al the time of the aperiments and tn the yean fel- 

towing th* ssporisnmta, previous Federal adnunistrations 
tiulad to jnfe™* the individuals used as su^jaete, or their 
fitmiW about the nature end effects of the ea^eriments; 

Whereas the feHore to infonn such individuals and their fam­
ilies persisted even after a 1986 report, issued by the 

febHrnnmittae on Energy Conservation and Power of the 
Cnmwrittm on Energy and Commerce of the House of 

Representatives, disdoxed the esasUnoo of some of tho 
peruneste and reoommanded that individuals used aS 
cubgeete in the experiments be identified, located, and 

prodded with followup medical care; and

Wheroas such ^perimenta conducted on individuals without 
their consent or permission were wrong and unaoceptahle 

in a tee sad democratic aooety, and al reasonable steps 

should be takw to ensure that such experimaits never 

happen again: Now, therefore, be ft

1 Eetoted, That it is the sense of the House of Bep-
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relevant rooorda and doaumenta should bo made 

available to the individual* who ware uoad oa tub- 

jacu in the experimente, and to thdr temWoo, to 

allow thorn to ham the truth about the nparlmonto;

(6) the mdMduali who were sulgecta in ti» «•

and are atiU aMvo should receive appro­

priate toUowup medical care;
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(2) the Secretary of Bnergf should be acm- 

mmdod tor quietly revpcndmf to the diaoloeurea 

that secret radiation ti^arimente had been con­

ducted on individuals without their informed consent 

by pramlalnff to locate and release all relevant

(8) ths Preaidant ahould be commanded tor ee* 

tablishinr * Human Padiation Interagency Working 

Group and an independent Advisory Committee cm 

nv™”™ Radiation Kiqperimeate to axamina the ad* 

entlfio and ethical queetioM rdsed by the e^eri- 

mants and to make recommendations to the Presi­

dent

(4) all depanmenta and agencies of the Federal 

GcvenHuett should am expedite

trim, md invenwxy
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(7) tho Pmid«« dHwld aoniider whether cam-' 

peuuUoa should be provided to ths individual* wlio 

wwt thft flltyecu Of th* tftperimsatSi

(8) the President should conildar whether wnik-
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Biabm of dMMMd individual* who vwsMf*W 

of the experiments; and

(9) an apology ahould be made by the Federal 

Qovamaeat to the individual* who were aa^eote in 

the cxporixnwxtSi and their thmUiea, ftr the hard* 

■Wipe they have endured as • result of the Mcret ra- 

diatkm esperimtnt*.
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Mr. Chairman and Mcabers of the Committee, it is an honor for me to appear before you

Personnel Review. In additioi, Ms. Jeanne Fites is here to respond to questions about the
/

You have heard from the Department of Enerry’s descriptions of the Interagency Working 
now in place to conduct the search and retrieval of records of human radiation expeuments.

that thia committeeHowever, it ist

i" for a Command Center which we

^collS da^ £<fo^f personnel or medical

most pert, the personnel identifiers have been extracted from scientific notebooks,

draft2
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Department's effort to identify ^perimeote it baa conducted in which tomans participated, 
i . I !

WITMAN RADIATION EXPERIMENTS

PAGE.003

I

TUP TASK FORCE

Mr. Chairman, the administration’s recent pledge to open the files of all radiation 
experiments conducted or Sponsored by government agencies has renewed the interest of the 
m a -a a t i— —1* aaIbam AaaMkAM of hlimHTl •***•*♦« ftlAV 11AVA rMAfl

r that eleven months

a ftiB and active participant in that process. , . .
Secretary of Defense Les Aspin has placed a high priority on this project. As_the

steering committee is acting as a Ixwd of directors" for a Command Center which we 
ished. That center is headed by a Rear Admiral nd is to be the collection point and 

WMi.,wUi»e for records discovered in this project. As one might imagine, this retrieval process 
require an extensive search. With facilities located all over the country and the world, we 
iot be certain where recoitis of experiments will be found. Based upon the experience of DOO’S 
*R the command center is to be the central point to which records can be referred,

go into the attics or cellars of the Department and pull out botes 
. ^KUiments", the Department will not be deterred by the complexity or 

difficulty of the task confronting us. Wc are fully committed to this effort We are acting as quickly 
as possible to find and catalogue records. We will collect those records and review them, We will 
release them as comprehensively and as soon as possible, recognizing that we must proceed m a 
way that protects the privacy of citizens who may have been participants, knowingly or 
unknowingly, in those experiments.

i . J -
TO PETERSON

UlOUMIU, WA *»*V^Mf***w WMMwr— - -- -------------- ------------ - ---------------------s----------" ~ ~ •■Wil- 1

i”. Subsequent to the release of that report, Deputy Secretary of Defense William ! 
shed an mtra-Depanmem task force to accomplish the task of making all available

! '
! : 
I

i

information available to the Department of Veterans Affairs.
« This task force continues its review of records, correspondence, technical reports, scientific 

notebooks, and other documents. The purpose of this on-going review is to determine the contents 
of the materials and to determine whether the documents contain personnel identification 
information which can be extracted for inclusion in a personnel database file. Thus far, the task 
force has identified five major DoD records holding sites. A preliminary review of records baa 
been made at an sites except; one. In addition, the task force has looked at records in certain 
collections held by the National Archives, and at the University of Chicago.

Most of the collections examined to date are not in the formiof personnel or medical 
records. For the most pert, the personnel identifiers have been extracted from scientific notebooks,

t76/T£/T0

I

i

00-Ll

and retrieval endeavor.
The i

NTPR ^^J'foeccmmw'dcenwistobe’tbe centralpoint to which records can be referred, 

cataloged, and reviewed. J L -  i . - i -
While we cannot simply; 

labelled "Human Radiation Exbex

FROM 09D-LRS
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Group now in place to conduct t
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non-radiation i

this month.

HCAL WEAPONS RESEARCH

The work of the ■
resulted in discoveries of

In addition, information is stored on microfiche (7,000 

in these holding a*®*4 technical libraries is often contained

1950s and 60s. J

radiation experiments that

I
I

i
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i

i

i
i

of the Congress has
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id destroyed its lixoM stocks of biological weapons. J j
Defensive biological warfare research was undertaken to develop Meijuate, 
measures which cauld bc used in the event American military pt nonnel were s«
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i, the task of locating,

!

!

paper Tn the collections. I  ' , | 

linear feet of paper has been discovered. In addition, information is stored on microfiche (7,000 

in documenKrreports thatare still classified, They oftencontain weapons schematics, 
drawings, and operational directions as well as scientific formulas. In addition to 
being of a nation^security nature, some also refers to agreements made and «ereiMfi conducted

 

m the f^ddStlon to (he task force to examine records and collect data. Dr. Perry also

may haAt^eSof taTprocess, DoD plans to report on the location of each U.S. 

a -* —» ** iLSaa aHD OrtrnO Art it i« honed that a orcliminarv report can be delivered later

wme^$oit?agreements made corfuert

been conducted inthepast. We would be happy to provide the

it is hoped thMaprehntinary report can be del

I I
i

"•■'J

i ■■ i

19508 The^d report of the DoD task force wffl include a fen accounting of other types of non- 

---------“wt have b
documeni

 EABtA

taskforce
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has been a toll freepro™, towcourag. ttan tdconuaus. «“ «'
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ti
ucts these efforts.
American people deserve no lessThose brave military pereonncl, their families, and the

,han a foil accounting of expe iments in which human subjects were used.
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REVIEW

jated in the late 1970s to identify and assist veterans ----------
I in the U.S. atmospheric nuclear testing. In 1988, NTPR was

TO PETERSON

SUMMARY

This administration is 
and contractor of the!

i
i

*» TOTAL PAGE.005 **

J

!

i
PAGE.005

Persian Oulf and continue* to be of great concern in the po$t-Cold War era. This research also 
included safety procedures. Safety and medical aspects of testing with biological material were of 
overwhelming concern from the inception of the biological^ warfare program. The U.S; Public

Identifying all of these and like experiments, the agents on which tests were conducted, the sites 
where they were conduced, and the numbers and names of personnel pettmated who participated. 
The purpose of this effort is toi develop the information necessary to respond to claims of former 
military personnel who were subjected to chemicals, biological agents, and drugs while serving
their country.

NUCLEAR TEST
This program was initiated in the late 1970s to identify and assist veterans and selected 

DoD civilians who participated —--------------- --------- T------------- ----------
expanded to cover DoD personnel who participated in the post-war occupation of Hiroshima and 
Nagasaki, Japan. The programi provides individuals with participation data and exposure levels to 
assist them in applying for health care or compensation from the Departments of Veterans Affairs 
and Labor, which are responsible for determining an individual is eligible for health “

" ATof January 1,1W, 205,472 individuals were identified as having participated in the 
V.«. umospheric nuclear toting program.Another 195, 153 DoD were associated with the 
occupation of post-war Hiroshima and Nagasaki. Over the past five years, about 2,000 new 
program participants have beeq added to the program annually. .

^Reaching out to these individuals has been a challenge. DoD has relied on an outreach 
program to encourage them to contact us. A key component of that outreach 
help fine. Contact has been established with approximately 70,000 individuals. Help line phone 
calls have accounted for the mist majority of‘thosei contacts, i

The Department of Defense, the Defense Nuclear Agency remains fully committed to its 
original philosophy of honesty, candor, and thoroughness in the management of this program.

to ensuring that all military members, civilian employees, 
> to winch they are entitled as a result of their

its, or radiation. Our full ]
i. the Nuclear Test

I

I
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care or
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I
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biological attacks in an armed conflict That concern arose, of course, during the 1991 war in the

and Labor, which are rest 
compensation. 1 i

U.S. atmospheric nuclear testing program.Another 195,

This administration is committed to ensuring that all military members, civilian employees, 
and contractor  ̂the Department receive the benefits to which they are entitled as a result of their
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January 21, 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1034

I

SON (forFROM:

i
i

SUBJECT:

11:CO A.M., Monday, January 24, 1994deadline:

i

accordance with OMB circular A-19.i

receipts for purposes of the the ’’Pay-As-You-Go’' provisions

1

i

!

328
209

I
t-T-----

eference

i

I
I

Please advise us if this item will affect direct spending or
i o£

Title"XIII of"the Omnibus Budget Reconciliation Act of 1990.

i

OMB CONTACT: MIKE GOAD (395-7301)
Secretary's line (for simple responses): 395-6194

DEFENSE Proposed Testimony on Radiation 
Testing

I

■

RONALD K. PETERSON (for>{
Assistant Director for Legislative |Ik.i

i ; . i

i :
I '

VA - Robert Coy - (202)535-8113 - 229 
HHS - Frances White - (202)690-7760 -
ENERGY - Bob .Rabben - (202)586-6718 -
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - Sonyia Matthews - (202)456-6722 - 429 
OSTP - Chris Clary - (202)456-7116 - 283 P
NSC - William H. Itoh - (202)395-3723 - 20
CIA - Tom Benjamin - (703) 482-6126 - 'SSB

i

!

i

f

I
I
i

i i
TO: Legislative Liaison Officer -

COMMENTS: Please note that the attached testimony will be 
presented in addition to the testimony circulated under cover 
of LRM #M-1029. If you do not respond by the deadline, we 

will assume that your agency has no comment.
I ii r;

OMB requests the views of your agency on the above subject before 
advising on its relationship to the program of the President}, in

I
<*

01/21/94

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AMD BUDGET 

Washington, D.C. 20503
!
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CC:
B. Danuta
J. Klein
S. Neuwirth
C. Varney/P.
B. Burton
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T, Thornton
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to:
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(Date)FROM:

(Naine) 

(Agency)

(Telephone)

SUBJECT:

for

Concuri

No objection

No coannent

I other:
I

pages, attached to this

■

I

line (you will be connected to voice mai^ if the analyst does not 
• s d > cAnrH ncf ns a memo or letter! ot f3) if you are |an 

an 
and

!
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MIKE GOAD (395-7301)
Office of Management and Budget 
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number:

j
i

i

see proposed edits on pages
• :

I

FAX RETURN of 
response sheet

I ■ ■ 
i
I •;

i

!

’• i • I :

The following id the response of our agency to your request 
views on the above-captioned subject:

________

answer); (2) sending us a memo or letter; or (3) if you are 
OASIS user in the Executive Office of the President, sending 
E-mail message. Please include the LRM number shown above, 
the subject shown below.

____ . (202) 395-7301
Branch-Wide Line (to reach secretary): (202) 395-6194

-r

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

If your response to this request for views is simple (e.g-, 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.

You may also respond by (1) calling the analyst/attorney's direct

!

i

I

\ I
DEFENSE Proposed Testimony on Radiation
Testing

j

i

j
i
j
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flood mpralug, Mr. Chainnaa. I appraclaea navdjjg thia 

opportunity to dpptar before the consnlttee;

begin by ^xpreeainy how important it !■ that we support those 

citizens who through^chalr contributions to the cold war\znay have 

been exposed to ionising radiation, we at the Defease Nuclear 
• • 

Agency are committed to gathering and reviewing any and all data 

or information related to ionising radiation research on human

1

I 
01-21-1994 15U7

•v. ..

■ubjecte.

My statement will concentrate on DMA'e management of the 

Nuclear Test Personnel Review -- or ■ntml’5 -- program. This is 

program initiated in the late X970a to identify and assist 

veteran® and selected DOD civillane who participated in the 

atmospheric nuclear testing program, in isse, the ntpr program 

wae expanded to also cover Dob personnel who participated in the 

post-war occupation of Hiroshima and Nagasaki, Japan. The 

program provides individuals with participation data end exposure 

levels to aeeiet them in applying for health care or cotnpansatio i 

from the Departments of veterans Affairs and Labor. These
I ■

departments are responsible for asnessinj health effects and 

determining whether am individual is eligible for health care or

i ! t r "
compenwacion.

As of i January 1994, we had identified 205,472 individuals 

who participated in the U.S. atmospheric nuclear tasting program 

Another 195,753 DoD personnel associated with ths post-war 

occupation of Hiroshima and Nagrasaxi had alec been identified, 

over the past five years, as a result of individuals contacting

us, we have added about 2,too naw program participants annually. 
< :
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'
we have JMirMd that doses co moac individuals were quite

I
In fact, about 23 per cent received no Ewaourable dose,

lisas than one per cent o£ the participants -- about 1600 

individual# -- received doees in axcean o£ tcday’a federal 

guidance for occupational expeirure, which it 5 ram par year.

The average ajqpOBuxe to NTPR program participanta was less than ji
i i i I i

Reaching out to these individuals and informing chew of
• I ■

their potential exposure has proven challenging. we have had to 

rely cm an outreach program to encourage them to contact us. Our 

outpeach efforts include articles in veterans' magazines, media 

releases, and presentations at veterans’ groups and conventions.

A key oomponentjof our outreach program has been a toll-free

helpline. For the benefit of those individuals watching today's 

hearing, the toll-free number to contact the NTPR program is

1-800-462-5663,:
i ? I I ;
As of today, we have established contact with approximately 

I • ! I
70,000 individuals. Phone calls co the wtpr helpline accounted

for the vast majority of contacts.
! i • 1 •

In acneluflion, the stpr program bae proven highly effective

in meeting the needs of its participants. DJiA remains fully
• I i I •

comitted to its original philosophy of honesty, aardidness, and

thoroughness in. its management of this program.
i ] 1 I .
again, Mr. Chaiman, I appraciete bja.vi.ng the opportunity to 

be here today. X would be pleased to anewer questions from the 

coramitteft membora.

■

?

■

I
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FROM:

SUBJECT:

DEADLINE: • t

i

s

receipts for purposes of the the "Pay-As-You-Go" provisions of 
Title XIII of the Omnibus Buflget Reconciliation Act of 1990.

i

10:16 
! !i

I

I

■

REVISED ENERGY Proposed Testimony 
on Radiation Testing

OMB requests the views of your agency on the above subject before 
advising on its ’relationship to the program of the Presidents in 
accordance with OMB Circular A-19.

I is I

Please advise us; if this item will affect direct spending or

2:od p.h

January 21, 1994

LEGISLATIVE REFERRAL MEMORANDUM

RONALD K. PETERSON (for) /CfTwAy 
Assistant Director for Legislative Reference

OMB CONTACT; MlXE GOADj (395-7301) 

secretary's line (for simple responses): 395-6194

I
TO: Legislative Liaison Officer -

VA - Robert coy - (202)535-8113 - 229’
DEFENSE - Samuel T. Brick, Jr. - (703)697-1305 - 325 
HHS - Frances White - (202)690-7760 - 328
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 * 219 
NEC - Sonyia Matthews - (202)456-67^2 - 429
OSTP - Chris Clary - (202)456-7116 t 288
NSC - william H. ItOh - (202)395-3723 - 249 
CIA - Tom Benjamin - (703)482-6126 - 258

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET

Washington, d.c. 20503

I ! 1.1
i

TODAY, Friday, January 21, 1994

Please disregard the testimony sent January 19thcomments: Please disregard the testimony sent January 19th 
under cover of this LRM (#M-1031); the attached testimony will 
be presented at the hearing tentatively rescheduled for
Tuesday, January 25th. if you do not respond by the deadline,
we will assume that your agency has no comment.

I :
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FROM: (Date)

(Name)

(Agency)

(Telephone)

SUBJECT:

for
views

 Concuy I

 No objection

 no comment

Other:

i

>

i

■

 i

 FAX RETURN Of 
response sheet

 See proposed edits on pages 

 j :

(202) 395-7301

01/21/94

i
I

pages; attached to this
i |
I I

r

>

LRM #M-1031

mike Coad (395-7301)
Offic^ of Management and Budget
Fax Number: (202) 395-5691
Analyst/Attorneyss Direct Number: , r
Branch-Wide Line (to reach secretary): (202) 395-6194

--------- fI

j

REVISED ENERGY Proposed Testimony 
on Raciation Testing

The following is the response of our agency to your request 
vi".-3 on the above-captioned subject:

i

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

i
|
■

I

If your responses to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (not the 
analyst's line) to leave a message with a secretary.

You may also respond by (i) calling the analyst/attorney'& direct 
line (you will fce connected to voice mail if the analyst do$s not 
answer); (2) sending us a memo or letter; or (3) if you are an 
OASIS user in the Executive Office of the President, sending an 
E-mail message. Please include the LRM number shown above, and 
the subject shown below.

? i I
TO:



□MB LRD/RDI

01/16/94 17:0 DOE CP-12

/-ll-1■

I

Oe»w

!

STATEMENT OF i

SECRETARY OF ENERGY
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COMMITTEE ON GOVERNMENTAL AFFAIRS

U.S. SENATE

CONCERNING

HUMAN RADIATION EXPERIMENTS

JANUARY^WW

i

i

4

i

j

i

j

i
I

004

i

01/21x94

5OV.« i
@001

I

10:18
I

6497

i
OfnONM. fORM B9 (7Vjj

i
i

i

i
i 
j

i

!

i

«

I

I

!

:
I



• ’

DJ/lfl/M J7;07 !

Mr. Chairman and Mtmbors of the Committee:

?

know, this subject has generated inten&e public and media attention over the past several 

weeks. During this ticfie, I have spoken with many Americans around the country, some of 

whom were experimental subjects or the relatives of subjects. They have been deeply 

I
troubled, as I was, by these reports.

retarded or incarcerated - from being used as “guinea pigs.";

2

!I

1

005

®002

I

!

I
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for proper safeguards (to ensure the rights of individuals to determine their own fates. We 

! I U
must prevent anyone in America - whether they are uneducated or poor nr mentally

I

01/21/94 10:18

tr20j3 683 548?

> i

> : 
! (

The Governmental Affairs Committee has a long-standing and active interest in the well

* II i I .
being of the workers and public Who are at risk due to radiation and other toxic exposures 

The Clinton Administration is determined to disclose all records on experiments involving 

ionizing radiation on humans. In, a moment, I will discuss the steps we are taking to release 

j ’ I I
information as quickly possible, to ensure that we have a sefious, thoughtful debate about

1
I

1 ( I
The nation has now begun to debate important questions raised by some of these

i ■ ! I
experiments - questions about the role of secrecy in a democratic society as well as the need

.____ k. .....J

i

resulting from nucleat weapons production and environmental cleanup. As such, 1 feel

. I : : :
privileged to come before you to speak about recent reports of potentially unethical conduct

Il I II ■ • ■
involving experiments using radiation on human subjects during the Cold War. As you 
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i

human exposure to iojjuzing radiation, If necessary, we will use the results of this review to

i 
make today’s standards even more stringent.
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ethical and scientific conduct are followed in all research involving human beings.

> :

!

!
I

I

1

»i
I
i

I

i
i
i

i

i

I
i

I
I
I

the lessons these experiments teach us, and to make sure that the highest standards of 

01/21/94 10:19

fP202 580 548}

j 

As we examine this d^rk and narrow corner of scientific experimentation, we must keep in 

mind several points- As unsettling as some of these experiments were, and as feared as 

radiation may be to n)any people, it is important to remember that many lives have been 
i i i

saved using radiation i i the diagnosis and treatment of disease. During the same Cold War 

period that some scientists were conducting these controversial experiments, other scientists

i ; i
were inventing vaccines against polio, new and effective treatments for cancer, and new ways

I 1 ® * *
of vitalizing the hum^n body with CAT and cardiac scans. Science itself is not at issue here 

j I
- the way some scientists may have practiced their craft is,

|

I • t
i |

As I will describe, however, we are committed to a serious review of experiments involving 

I also want to caution the American public against inordinate fear of current research 

practices. Institutiona Review Boards enforce strict requirements tor informed consent of 

any human subjects involved in scientific experiments. In fact, scientists today must obtain 
; I i .

informed consent just ko administer a questionnaire. It is difficult to conceive of the ethical

1 I
abuses about which we've been hearing occurring today in the U.S,

I
i
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President Clinton's C

i

; Initiative

On December 7,1993,

i

that had previously

weapons production.

■

i

t

Also during that press conference, I acknowledged, as Congressman Markey' revealed in aj

it
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The Department of Energy's

to Openness in Governmen1

This Administration recognizes that public trust can only be achieved if American citizeru

I
i
I

01/21/94

17:10

subjects may not have been fully informed of the purpose or risks of the experiment.

i ■

believe that their government is open, truthful, and accountable. Since the earliest days of 

his campaign, President Clinton has been publicly committed to an open and responsive

H i
government. The openness initiative that I began at the Department of Energy last spring

* I
was a direct outgrown of this commitment.

!
> ;

I held a press conference at which we released important information

I
i
I

i
i

j
! j

I

I

I 

unannounced nuclear tests - one out of every five U.S. tests > had been kept secret. The 

Cold War rationale for this secrecy was the desire to inhibit Soviet monitoring of our 

weapons testing progrim. In addition, we revealed the locations and quantities of the U.S. 

weapons grade piutorpum stockpile and the amount of mercury used in American nuclear

been classified. I revealed, for example, that 204 previously

1986 House Subconnr itiee Report and as recent press accounts described, that 18 persons 

were injected with plutonium as part of an experiment sponsored by the Atomic Energy 
! I :

Commission in the 1^4U's. Thp records available strongly^ indicate that some of these

J
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I
I

Increasing public interest in the activities of the Department of Energy (and predecessor 

agencies including tile Atomic Energy Commission) has resulted in a significant increase in

i

\

for review.

I
Ute Department of Energy’s Approach to Declassitioatipj)

!

I

requests over the past tew years for Departmental records, many of which are classified or 
j : | i

contain restricted data. Nuclear proliferation remains, of course, a national security concern. 
1 :

Howfevet, dramatic changes over the past few years in the international arena have 
I

significantly reduced t(ie classification requirements for much information and, after proper

review, such information will be released to the public.

I . M
A significant number of Department of Energy records requiring systematic review, are' 

1 1 currently held by the Rational Archives and Records Administration. The Department of 
Energy' has agreed 4 transfer additional Atomic Energy Commission records to the 

Archives. In order to deal with this large volume of classified records, the Department is 
I f 1

providing the Archives with authorized reviewers to work in a systematic declassification 

program. We are also working closely with the Department of Defense to review 

appropriate information for declassification.

Experiments using radioactive iron on pregnant women at Vanderbilt University in Nashville, 

Tennessee- were highl ghted by the press in recent weeks. These radioisotopes were supplied 

by the Atomic Enerjy Commission. As with other press reports on human radiation

1 ? :
experiments, the Department of Energy is gathering any relevant records to submit to the

i i
i
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StatJ of Present Knowledge on Radiation Experiments

We do not yet know if tlie radiation experiments noted in the 1986 Congressional Report
• I :

by the House Energy, (Conservation and Power Subcommittee and the experiments involving

well as that of other government agencies ■- will be as thorough and comprehensive as-

i

6

!

i

I
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The benefits of our declassification initiative include: an enhanced ability to fill in the blanki 

of Cold War history 

experiments; improved studies of the health and safety of Department workers and the 

public; and increased trust in government. Also, through this initiative, the U.S. sets ar 

example for other nticlear nations to follow. We recognize, however, that there is t 

continued need to ba|ance our declassification needs with oiir nonproliferation objectives. 

>
| j

i i

I I

> including the public disclosure of documents relevant to radiatinr
. . . I

I

I

>

(
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I I
L i

We do know that the records search being conducted by the Department of Energy ~ as

possible, as we endeavor to tell the full story. Our goal is to get all the fticts out. Wc also 

will 6o our best to provide information as we learn it. AH pertinent information that is1 

found regarding humm experimentation will be declassified as necessaiy on an expedited- 

basis and permanently preserved for public review in an appropriate public archive.j 

However, we will tak : appropriate steps to protect the privacy of people who were the* 

subjects of experiments as well as their families.

deliberate environmental releases discussed in the General Accounting Office Report done 

for this Committee in, December of last year, comprise the bulk of experiments that might 

be subject to question; of scientific and ethical propriety, We also do not yet know the full 

extent of the records pertaining to Department of Energy-sponsored experiments that need 

to be examined.
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Some of the experiments also raise questions about how the experimental subjects were 

least on first inspection, the appearance of a pattern of choosing

I

!

01/21/94

17:15

selected. There is, a

subjects from relatively vulnerable populations such as persons of color, poor people 

prisoners, and retarded children. This appearance of treating some citizens as '’expendable,’
i i 1

to use Congressman Markey’s phrase, is especially repugnant in a countiy that prides itself 

on its diversity, and that has, as its goal, providing equal opportunity tor all its citizens.
! •' ! !

I i ?
’ i i

l >

Some of the More Tfoublins Aspects of the Experiments

The radiation experiments that have come to light are disturbing for several reasons. It is 

not clear that all subjects were properly informed of the purposes or risks associated with

the experiments in wliich they were participants.
i

■

From what we know thus far, human experiments involving ionizing radiation conducted oi 

sponsored by the Department of Energy or its predecessor agencies fall into one of foul 

categories:
j I i I

Experiments designed to investigate the effects of radiation on humans or the

way the human body metabolizes radioactive substances;

Experiments using radioisotopes as tools to study the biochemistry of normal

metabolic processes; 1
I i JI

Experiments designed to investigate the therapeutic uses of radiation in the 

treatment of diseases such as cancer; and

4. Experin lents involving intentional releases of radiation to the environment foi 

purposes of assessing the behavior of such releases.

j



i
At present, about LIO studies are

Department of Energy facilities or at medical institutions and centers. Additionally, about

conducted at Department facilities. These studies

Every experiment us$g human subjects conducted or sponsored by the Department of

!

i

I

spring.

i

i

OJ/1S/O*

<

cuiTently being carried out or sponsored by the Department of Energy are in violation of 

ethical principles or being performed without the subjects’ informed consent.

have a range of purposes, including determining better ways to diagnose and treat disease, 

and retrospective epidemiologic studies on the long-term effects of radiation on Department 

of Energy workers. These epidemiological studies are being managed by the Department

OMB LRD/RDI

DOE CF-12

A computerized data base is currently being established that will provic 

ind reliable information on current human subject research in

idJ

-J

i

?

I

i

i

of Health and Humar^ Services using Department of Energy funds.

■ > i
> •

guidelines.

complete, accurate,

standardized format which will be updated annually'. The data base will be complete this

We have no reason to believe that any experiments involving human subjects

I

i

!

approved annually. Changes in project plans or adverse effects among subjects must 

immediately be reported to Institutional Review Boards. The Department is taking further 

steps to assure that cu rent studies where human subjects are directly involved, such as thos^ 

pertaining to medical research, are fully in accordance with the federal regulations an^

100 studies funded by bther agencies are

i

011
I ■ 

a cos
i
I

1 SubwCtt

conducted with Department of Energy funds at

an Institutional Review Board. Each project must be re-

7 . ■ u ■ ...___ J

i
i
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IT: 16 W02 388

Energy must be approved by
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agencies with potential involvement in human radiation experiment. The White House has
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■

The Advisory Committee's scope of review will include:

Experiments on individuals involving intentional exposure to ionizing radiation.

This category does not include common and routine clinical practices, such as established 
i |

diagnosis and treatment methods, involving incidental exposures to ionizing radiation.

2. Experiments involving intentional environmental releases of radiation which 

were designed to test human health effects of ionizing radiation or were designed to test the 

extent of human exposure to ionizing radiation.

I

i

i

i

r
i
i

i

i

established a Human Radiation Interagency Working Group consisting of myself and the 

Secretaries of Defense, Health and Human Services, and Veterans Affairs. The Directors 

of thrf Central Intelligence Agency and the Office of Management and Budget, the Attorney! 

General, and the Administrator of the National Aeronautics tod Space Administration are! 

also on the Working Group. Five subcommittees have been formed under the Working 

Group to address the following specific issues: 1) Public Information and Communications; 

2) Retrieval and Reviiw of Records; 3) Ethical and Scientific Standards; 4) Congressional 

Relations; and 5) Legal Issues. These subcommittees are composed of staff from all 

relevant Federal agencies.

Human Radiation Intoiatiencv Working Group

On January 3, 1994, the White House convened a meeting of senior stuff from government!

01/21/94 10:22
IT: 18 Uzds 588 MSt

i i !
The Administration, t trough an Executive Order signed on January 18, 1994. fanned an 

Independent Advisory Committee on Human Radiation Experiments, consisting of 

governmental experts n the fields of ethics, science, medicine, and law. The Independent 

Advisory Committee on Human Radiation Experiments, will review records of experiments: 

on ionizing radiation o i humans and will advise the Interagency Working Group on whether 
I I • i

any lapses of scientific or ethical standards occurred.
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The Advisory Committee will also provide advice, information and recommendations on the

j

i

concerning intentiona

may also review any
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i

experiments noted in the December, 1993 report by the Creneral Accounting office 

releases of radiation to the environment. The Advisoty Committeti 
t Ji '

other experitnenTs which may later be identified by the Humar

Radiation Interagency Working’Group.

i I !
The Advisory Committee will review experiments since 1944. Human radiation experiment! 

undertaken since the |974 issuance of the U.S. Government biomedical research guidelines, 

will be sampled to detennine their priority for review. Further inquiry into such experiment! 

conducted after 1974 (may be pursued If warranted.

I
i

i

!i
I

The Advisory Commi|tee’s support staff will consist of both noh-govemmental individuals 

and^Federai agency workers. Ail interim report is expected six months from the filing date 

of the Advisory Corrlmittee’s Charter. This report will address whether the Advisory

The Advisory Committee will make recommendations concerning the need to expand or ’ 

amend existing Federal guidelines governing human radiation experimentation to the 

Interagency Working 3roup, which will then make recommendations as appropriate to the 

President.

j

I

I

Funding of the Advisory Committee is governed by the Federal Advisory Committee Act. 

The Act only allows: one Federal agency to finance the Advisory Committee. The

i J iDepartment of Energ^ has been chosen as the designated agency. We will not require any 
i j

special Congressional appropriations for this project. Meetings will be conducted in 

accordance with the F sderal Advisory Committee Act requirements and us such will be open 
; i J

to the public, However, meetings which will discuss individual subjects or their records will 

be closed to protect t|te subjects privacy.

I
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The Department has Already begun to take several steps to locate and preserve documents 
T > . i i

relevant to medical and scientific experimentation involving human subjects. De]

of Energy personnel taive been directed to cease routine and non-routine destruction 
\, 

documents and to identify all pertinent records and information in the Department’s 

possession and in the possession of our laboratories and contractors. The Department will; 

develop a thorough inventory Of records with potential value for investigating human-
i :

experiments. i

01/21/94

17:21 tk2

!
t

i

A Department of Energy committee has been established to coordinate the retrieval and 

inventorying of all relevant records. The process used by the Department of Energy will be 

conducted In conjunct on with the guidelines being established by the Interagency Working 

Group to ensure that, whenever appropriate, uniform procedures for retrieval and 

inventorying are appli id at the Department of Energy as well as other agencies.

I

i ' I j
Records which are classified will be retrieved for declassification as quickly as possible. It 

is vitally important thiat the records be made available to the public while ensuring the

privacy of participants h these experiments and their families. Records will be reviewed and 
i ;

deletions made as required to protect the privacy interests involved. Records will then be

made available to the public.

M
? i
I i .
i !

i

Committee believes it is likely that it will be able to fulfill its duties within a one year time­

frame.

)
i
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The Department of Energy has established a toll-free telephone Helpline. The purpose o| 

the Helpline is to aid us in identifying those persons who may have been affected by the 

activities in question. The number of calls to the Helpline has been overwhelming. Wc 

have received more than 15,000 telephone calls since December 24,1993.

I

; i

01/21/94 10:24
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i

The majority of callers appear not to have been subjects of human radiation experiments 

The calls do reflect the concerns of people in every state and of all different backgrounds.
y J j ; |

The Department is requesting that callers provide additional written information that can 

be used to identify and locate documents related to these experiments.

; ! I
I : • 1

In addition, we have teceived over 1,000 letters in the last two weeks. Approximately one 

third of the letters aru from individuals or their relatives who believe that they may have 

been subjects of huma 1 experimentation and another third of the letters are from individuals 

who believe that they have been exposed to radiation while serving in the military or while 

living next to a govern nent facility. The remaining third of the letters express support, offer 

assistance, or request information on the nature of the Department’s efforts.

Administration Position or. Compensation Related to Human Radiation Experiments

If our review deterfnines that American citizens were treated wrongfully by their 

government, we believ s this Administration owes the American people a full accounting and, 

where justified, an attempt to right any wrong done to individuals.
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Information, formal apologies or other recognition, and ongoing
I

also developing specific recommendations for legislative and other
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We will
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The Administration is planning to take the following actions regarding compensation and 

other responses to in< ividuals affected by the human radiation experimentst

1,

becomes available.
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When r< quired to protect the health of individuals, or their descendants, who 

were subjects of a hun lan radiation experiment, the govemmein will notify subjects, or their 

descendants, of any potential health risk or the need for medical follow-up;
i i :

3. The legal issues subcommittee is currently examining various models for
’ i :

appropriate federal rei ponses, including those incorporated into other federal programs such 

as those used to respond to "dowitwinders,’' veterans exposed to radiation, and the Japanese- 

Ameiicans interned 1: j the United Slates during World War II. The range of federal 

responses under consideration include potential monetary compensation, medical follow-up, 

disclosure of detailed

research, education and information programs; and

4. We are

action that may be appropriate once the Working Group and Advisory Committee have at 

least completed their

Committee’s interim report is issued to the Administration’s Human Radiation Interagency

Working Group.

i

i

J I

provide information to subjects and their families as soon as it

i

i
5rst phase of work. This will be in six months, when the Advisory

j

i

I

1

01/19/94

4

>

Throughout all of this activity, the Administration will continue to work closely with the

Congress.
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RONALD K» PETERSON (for)FROM:

i

SUBJECT:

TODAY, Wednesday, January is, 19943:oo P.Mdeadline:

■

I

1

re

COMMENTS J 
Thursday,
deadline,

OMB requests the views of your agency on the above subject before 
Arivisina on its relationship to the urogram of the President!, in

■

i

advising on its relationship to the program of the President, 
accordance with OMB Circular A-19.

Caplan

Assistant Director for Legislative Reference
I ! I

OMB CONTACT: MIKE GOAD (395-7301)
Secretary's line (for simple responses): 395-6194

January 19, 1994

TO: Legislative Liaison Officer -

I

5

CC:
B.
J.
S. 
c,
B.
T. 
J.
T.

Please note that the hearing is scheduled for 
January 20th» If you do not respond by the 
we will assume that your agency has no comment.

receipts for purposes of the the •’Pay-As-You-Go” provisions 

Title Kill of <

J. Podesta
E. Pelton
J. Pfeiffer
J. Schuhart
D. Blanchon
A. Silas
B. Dorotinsky
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I

Damns
Klein 
Neuwirth 
Varney/P, 
Burton
J. Glauthier
Palmieri
Thornton
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• r

001

i .

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.c. 20503

LEGISLATIVE REFERRAL MEMORANDUM
| : j •

Please advise us if this item will affect direct spending or
i of

the omnibus Budget Reconciliation Act of 1990.

I

VA - Robert Coy - (202)535-8113 - 229
DEFENSE - Samuel T. Brick, Jr. - (703)697-1305 - 325 
ENERGY - Bob Rabben - (202)586-6718 - 209
JUSTICE - sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219
NEC - Sonyia Matthews - (202)456-6722 - 429
OSTP - Chris Clary - (202)456-7116 - 288
NSC - William H. Ttoh - (202)395-3723 - 249
CIA - Tom Bjenjamin - (703) 482-6126 -v-258
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LRM ^1-1030

to:

(Date)from: 

 (Name)

(Agency)

 (Telephony)

SUBJECT:

forThe following is the response of our agency to your request
views on the i

 No objection
 No comment

i

answer); (2) sending us a memo or letter; or (3) if you are an
--------- _ .. _ - • > - -j an

Please include the lrm number shown above, knd

I
I

above-captioned subject:
I ;

Concur

 See proposed edits on pages ___________
i • •

 Other:

 FAX RETURN of  pages, attached to this
response sheet

J i !
HHS Proposed Testimony on Radiation Testing

! i

RESPONSE tO LEGISLATIVE REFERRAL MEMORANDUM

If your response to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us tljiis 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.

it . i

You may also respond by (1) calling the analyst/attorney's direct 
line (you will be connected to voice mail if the analyst doeu not

OASIS user in the Executive Office of the President, sending 
E-mail message.
the subject shown below.

i :

MIKE GOAD (395-7301)
Office of Management and Budget
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number: (202) 395-7J301
Branch-Wide Line (to reach secretary) : (202) 395-6JL94
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Mr. Chairman and mamberg of the Committee- !

■

the past yews, have evolved into a formal and well-codified administrative

i

!

al the National Institutes of Health (NIH). At that time, the NIH Clinical Center 

I
produced the first U.S. Federal policy for the protection of human subjects. Its

!

11:30

i

i

I

i

i

■

i

Today, all experiments involving human subjects whether conducted in PHS 

institutions or jby grantees must be rpveiwed. approved and regularly monitored by 

a formally constituted Institutional Review Board (IRB)

1 ■ ‘ 5

1 am Dr. D.A. Henderson. Deputy Assistant Secretwy for Health-Science in the 

! i I
Department of Health and Human Services. With me today is Dr. Gary Ellis,

Director of the Office for Protection from Research Risks. Today I will describe 

die activities currently underway to identity all experimentation between 1944 and 

It ' i ’ 1
1974 which was conducted or supported by HHS and which involved human 

exposure to ionizing radiation. Before doing so, I believe it would be helpfill for 

me to briefly reveiw the actions taken by HHS and its predecessor agency which, 
| : : :

over

Protection of Human Subjects Today

j ; •

The evolution of requirements for the protection of human subjects begins in 1953

structure to assure that research involving human subjects folly takes into account 
I I I i

both risks and benefits as well as consent which is voluntary, competent, and 1

informed.
: j

j :

i
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i

i

]

i

currently

! I

••

The Department of Health, Education, and Welfare (HEW), the predecessor to 

II i
HHS, extended and formalized this policy u a regulation on May 30, 1974, I|e

1966 policy and the regulations that followed in 1974 were based on the conoepw 

that freely given consent to participate in research is the cornerstone of ethical

i

L • '
experimentation involving human subjects and that the risks of research need to be

I
I

I • ! !
Policy (HAS, 45 CFR 46), or so-called '’Common Rule," Vb

i :

In 1991, the core of the HHS regulations (Subpart A), forther revised, was 

adopted as the Federal Policy for the Protection of Human Subjects. This Federal 

was promulgated by the

\
i
I

It

rotund nvenl f,otor( bo onMly weighed; 1) the Munw of benefits end dik to 

the individual; 2) methods used to obtain informed consent, and 3) the rights and 

! i ;
welfare of the research Subjects.

now fundamental to 

the system of human subject protection throughout the United States, On February

9, 1966, the Public Health Service issued a policy that required prior review of 

rcsoarch protocols involving human subjects in research supported by the PHS.

I . ■

i ,

I i
implementation called for an institutional review board (ERB)

• :

balanced agamst the benefits derived. The regulations established the Institutional 

Review Board (IRA) as the mechanism through which the adequacy of the 

mfonned consent process could be assessed and the rights and welfare of human 

subjects are otherwise protected. More than 1000 research institutions 

have active IRB programs
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[

i

I

!

!

ons

Thii office ro8pOad8 to allegations of noncompliance and actively

»

I

i

protect the rights and M|fOT of rfflMrch

i ■
researchers and Irb6 publicly accountable for their deoiaions and actions.

sixteen Petrel departmwB ud fl,,,, hm

that conduct, support, or odwute regulate hurnra subjccte rosMtch. The Policy i,

This is u fcrmgi, written commitment (I) to widely hold othicel principles, (ii) «, 

the HAS regulations for the Protection of Human Subjects, and (iil) to 

procedures adequate to safeguard the rights and welfare of human

terms of the matitution's assurance are negotiated with OPRR

institutional

subjects. The

i

!
I

i

i
i

OPRR has been in operation for over 20 years and employs 8 foil time 

professional staff to ensure compliance with human subjects protectii 

regulations.

designed to make wrifbrm the burner, proteebon system in all relevmtt Pederel 

deperimenls. Ibis Polley u , fmnmwork in which tavestigetors, inrtnmonal rdvmw 

board members, rr.d Ofters can ensure that serious offoris are being made to 

The Department of Health and Human Services's Offlee for Protection from

Research Risks (OPRR) oversees implementation of the Policy in all HHS facilities 

us well as domestic and foreign institutions or sites receiving HHS funds, OPia 

requires that each HHS agency and extramural research institution that conducts or 

supports research involving human subjects sets forth the procedures it will us. to 

protect human: subjects in a policy statement called an ■assurance of compliance," 

f

!
!
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puriuei invejnigationg.

review

Ires

HHS Activities
i

We aOre currently finalizing a memorandum for all HHS ^mponenu which will:

Wk eaoh Departmental division to identify an individual who will be

i

f

, I

I

part of the White House Human Radiation Interagency Working Group.

actively participate in the Working Group as well as all of its subcommittees.

I
I

l «

11:32

... I

Now I would like to briefly review the efforts 

: i
i. 1

: i

It i. now univormlly «;csplo<J inve,tigrt<», h,vo , tadmmM

r^poMibdity to oafbguud tho „(!,«, and of lhs purticip,M|j

MMk wtivitiot, in addition, it hat boon dacidod by law that an objoctivo r^ow j 

; j 
of roaoaroh aotivitie, involving human subjects by a dlv«. group of individuals i> 

most likely to protect human subjects and promote ethically sound research, 

are generally imposed of members with expertise in science, ethics and other 

nonscientific |reu. litis diversity fosters a comprehensive approach to 

safeguarding the rights and welfare of human subjects.

|

we are currently undertaking as a

HHS is

o

responsible for activities related to the Working Group,

i
i
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.. t —-

o

radiation, and 

direct each Departmental division to retain and secure any and all0

i

Preliminary potions indicate that PR$ research tecowis will be 

»

I

]

5 i

and Prevention, the

This group will

!
i

I

: direct each Departmental division to begin immediately to identity 

records related to human experimental exposure to iomang 

found in many 

locdons For (hose exp.nm.nt. conducted by PHS employee,, th. record, that

However, aa you know, much o|

□MB LRD/RDI

It is anticipatod that

i

11:32

I 

i 
h

i
i
I
i'

L

most of the experiments funded by HHS involving human*

ce (PHS).

exist are likely to be found within agency files, f

th. reS.„ch sunned by dr. PHS I, by re^b .oierrtet, H taetitudon, loomed 

toughou. the United Sum,. Probit experi^Mon, firr reuoo, I hev. 

noted, moet likely could hev. occurred prior to the mid 1960i.e. mon> 3()

♦

exposure to ionizing radiation were fonded by the Public Health Servi,

nrerefore, . PHS Humw Ration Studies Working Group he, been «i.bli,h«l

With repreBeatetive, from th. Offio. of th. AMimut Swretruy for Health, th.

Netiond IrutttpM, of Health, th. Center, for Dim,. Control

Indiui Health Service, and the Food and Dnrg Adminietration.
i

provid. detailed guidance and overnight« the naff mve,tigui„8 ^,atjon remrch.

records that may pertain to experimental exposure of humans to 

ionizing radiation,

■ i

I
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radiation u

radiation.

Conclmion

i

»

i

•I

7

I

T

..-.Sri

1
I

I
I

I

I
I

i

I

4

I

I
i‘
1

i

a part of a treatment regimen. In addition, CDC has conducted studies 

of the human health effects of occupational and environmental exposure to 

I

I »

Mr. Chdn»4 on Febrwy 9, thi. vigwow v!(wn of protog hum„ volunte„, 

i ! j
in research asported by HHS enters iW1 year of continuous oversight In 

closing, we want to assure you that the projections in place are designed to 

preclude the very problems that we have gathered here today to discuss.

11:33

.. I

i
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i

years ago.

1

require
i

i

ii

prat, we will be examining our own records of research and rweLch

rt

relevant experijnents i

i

T

6

11

I

I

raevch subjects - will t» locate ,t lwarI|M

movinj forwW with >ll deliberato «pe«l, th, wk » .ubktaM 

undertaken with considerable care. For example.

Identifying

additional c

i
i

providing follow-up

NIH, in particular the

i
!. 
•'

i

i

i

Finally, HHS u conducting an assessment of our expertise in

to individuals who may have been exposed to radiation. NT'

Nabond C«nM; Iw condumd I ong.tudwaJ !tudi» on rujiwion KpMllre

studiw of Chomobyl victims, snd foliow-op .mdios of pttat, who h.v. recivod

We will be pursuing multiple leads in 

experiments.

I i
research protocols, documents related to informed

I

>•

d locMbsf th, raoordi of d»u gntttns nd oontrwtor, wUl 

« »th, ovorvdtdmins „.Jonr.. qf of

consent, and identities of

Thus, while wo are

and must be

I
wo need to be concerned at every 

«.P Of th, wiy tb,t w. do not in my w.y pho, th, privacy inter,™ of rMMreh

subjects at risk,

SHuta wd conwaow. At th, !me w, b,

5 i ;

follow

our efforts to identify human radiation

I'

other .gtnetN » conduct a Kunprehonaiv, search of the scientific iiteratae, 

up » calls coming in to th. 800 ntmtb.r, and ua, possiw, am. w identifj,
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August 23, 1994

Dan GuttmanMEMO FOR:

Congressman Portman LetterSUBJECT:

Dan:

Gordo:

AUG-23-1994 15=03
i

cf: Mr. Phil Caplan
Mr. John Casciotti

I am sending you a DRAFT copy of the letter (without the enclosures 
which I believe you have) that we propose to send to Congressman 
Portman. Apparently Mr. Portman received material from you-see his 
letter of 25 July to me which I am attaching--which prompted requests 
for further information. I think it is unfortunate that the Congressman 
is getting conflicting information on this issue so I'd appreciate any 
comments you'd care to make on our response. Please forward them 
either to me or John Casciotti who has been helping on this letter.

Gordon K. Soper 

Principal Deputy
Assistant to the Secretary of Defense (Atomic Energy) 

3E1074 (703)697-5161
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DRAFT

Dear Mr. Portman:

Honorable Rob Portman

House of Representatives 

Washington, D.C. 20515-3502

Thank you for your letter of July 25,1994, in which you asked follow-up questions 
concerning the human subject radiation research conducted at the University of Cincinnati from 

1960 through 1971. Specifically, you ask whether the 26 February 1953 Secretary of Defense 

policy memorandum, "Use of Human Volunteers in Experimental Research," applied to the 

University of Cincinnati research, and, if it did, whether the requirements of this memorandum, 

such as mandatory written informed consent, were communicated to the University.

You also asked about security clearances. We have thus far found no documents 

indicating that University of Cincinnati personnel would need a security clearance to carry out 

any contract requirements. Moreover, none of the contractor's reports was classified, nor was 

any other aspect of the research. With respect to the security classification issue, it may be 

noteworthy that, although the 1953 Secretary of Defense memorandum remained classified until 

1975, the Army’s implementing memorandum, dated 30 June 1953 (attachment 1), was 
declassified in 1954. This memorandum repeated all of the standards for human subjects 

protection that were included in the Secretary of Defense memorandum of 26 February 1953. 

Thus, if these standards were applicable to the University of Cincinnati research, there should not 

have been a security classification problem in awareness of the policy.

Addressing the second question first, we have found copies of the contracts and contract 

amendments with the University of Cincinnati pertaining to this research. 1 believe copies of 

these materials have previously been provided to you. The contracts contain no requirement that 

the University of Cincinnati follow the 1953 Secretary of Defense memorandum. Nor do the 

contracts include requirements, such as written informed consent of the individuals involved in 

the research, that we might assume were premised on the 1953 memorandum. We have found no 

other documents pertaining to contract administration or the conduct of the research itself that 

reflect any DoD requirement that the contractor follow the procedures of the 1953 Secretary of 

Defense memorandum. Noting that this memorandum also required that "[i]n each instance in 

which an experiment is proposed pursuant to this memorandum," the "Secretary of the military 

department in which the proposed experiment is to be conducted" must approve of the specific 

experiment, we have looked for any documentary evidence that this unusual process was 

recognized as applicable to the University of Cincinnati research. We have found no such 

documents to date.

703 695 0476 P.02/06
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However, a careful reading of that Army memorandum does not appear to confirm that 

suggestion. Section 3 of that memorandum summarizes Judge Advocate General opinions on six 

issues, identified as lettered paragraphs a through f, pertinent to "all participants in research in 

atomic, biological and/or chemical warfare defense using volunteers." Paragraphs a, b, c and f 

address military personnel and civilian employees of the Army. Paragraph d addresses private 
citizens and states that voluntary services from private citizens in research projects "should not 

be accepted by the Department of the Army." Paragraph e addresses "(cjontractor employees" 

and requires (in subparagraph e(l)) that the "terms of the contract must insure that the contractor 

will observe the conditions and safeguards set forth in this directive." After summarizing all of 

these Judge Advocate General opinions in section 3, section 4 then states: "Subject to the above 

conditions, Armed Forces personnel and/or civilians on duty at installations engaged in research 

in subject fields shall be permitted to actively participate in all phases of the program." Taking 

sections 3 and 4 of the Army memorandum together, its literal meaning appears to define its 

scope as applying to personnel "on duty at installations engaged in research," while including as 

"civilians on duty" not only Army civilian employees but also civilians who are "contractor 

employees." The literal text of this Army memorandum, thus, does not appear to cover 
contractor research independent of a research project being conducted on a military installation.

Returning to your first question, whether the standards were, in fact, applicable to this 

research, we are at this stage of our effort to reconstruct the history of human subject protection 

requirements unable to state definitively the precise scope of the applicability of the 1953 

Secretary of Defense memorandum as of the time of the University of Cincinnati contracts. The 

Secretary's memorandum authorized a program of "experimental research in the fields of atomic, 

biological and/or chemical warfare" and stated that "Armed Services personnel and/or civilians 

on duty at installations engaged in such research shall be permitted to actively engage in all 

phases of the program, such research shall be subject to" the human subjects protection standards 

set forth in the memorandum. Taken literally, the reference to military personnel and civilians 

on duty at military installations does not appear to include members of the public participating in 

contractor research not on a military installation. But as you point out in your letter, the Army's 

implementation memorandum, dated 30 June 1953, makes reference to contractors, perhaps 
suggesting a broader scope.1

1 There may be a question as to whether contracts in support of Defense Atomic Support Agency (DASA) 

activities were covered by the Army's human subjects protection rules. DoD Directive 5158.2, "Administrative 
Arrangements for the Defense Atomic Support Agency" (February 2,1960) (attachment 3), provided: 

The Department of the Army will provide procurement authority to the Agency, which will be 
exercised in accordance with Department of Defense policies and regulations, and to the extent 
appropriate, policies and regulations of the Department of the Army.

Para. III.C. Absent the emergence of indications to the contrary, it seems reasonable to assume that if the Army's 
human subjects protection rules applied to contracts independent of Army research laboratories, those rules would 
have applied to Army contracts procured on behalf of DASA. Of the three contracts awarded to the University of 
Cincinnati in connection with this research, the first two (DA-49-146-XZ-029 and DA-49-146-XZ-315) were 
Department of the Army contracts.
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I hope you find this responsive to your questions.

Sincerely,

Attachments: As stated

Gordon K. Soper 

Principal Deputy

We are still searching through archives and records centers for documents relating to the 

1953 Secretary of Defense memorandum of the Department's implementation of it. Until we 
have exhausted all practicable search opportunities, we prefer to withhold conclusive 

characterizations of the policies in effect at particular times. Based on our review to date, 

however, we can offer as preliminary observations: 1) the documentary record does not indicate 

that requirements of the 1953 Secretary of Defense memorandum were included as contract 

requirements for the University of Cincinnati research project; and 2) this outcome was 

consistent with a literal reading of the policy issuances of the time, which appeared to focus on 

research conducted at military research installations. (Please note that in making these 

preliminary observations, we offer no value judgments on whether this was good or bad policy; 

our review effort seeks to "just get the facts.") As our records review efforts continue, we expect 

a more complete picture to emerge.

The policy established by this 1953 Army memorandum appears to have remained in 

force for some time. In 1962, the Army issued Army Regulation 70-25, "Use of Volunteers as 

Subjects of Research" (attachment 2). This regulation followed very closely the terms of the 

1953 Army memorandum. It applied to all "Department of the Army research." (Sec. 1.) An 

appendix to the regulation summarized the same Judge Advocate General opinions described in 

the 1953 memorandum, including guidance regarding "contractor's employees." The last section 

of the regulation (Appendix, sec. 7) states: "Conclusion. Subject to the above conditions, 

Armed Forces personnel and/or civilians on duty at installations engaged in research in subject 
fields will be permitted to actively participate in all phases of the program." (Emphasis added.)2

2 We have seen reports suggesting that in the time period of the Secretary of Defense's 1953 
memorandum, it would not have been unusual to make a distinction between in-house research and external 
supported research. The National Institutes of Health (NIH), for example, established in 1953 certain human 
subjects protection standards applicable to its in-house Clinical Center; in 1966, standards were established for NIH 
grantees (attachments 4 and 5). See also, Faden and Beauchamp, A History and Theory of Informed Consent, 
Oxford University Press, page 201-202 (1986).
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®aif)tn^ton, M 20515-3502

Soper

20301-3050

Dear Dr. Soper;

flllNTEO ON HFCrClCO HArEII

We therefore ask for your prompt responses to the following 
questions:

Dr. Gordon K.
Principal Deputy Assistant to

the Secretary of Defense for Atomic Energy 
The Pentagon, Room 3E1074
Washington, D.C.

We are getting conflicting information, however, with 
respect to the applicability of the 1953 Memorandum on informed 
consent to the researchers at the University of Cincinnati 
General Hospital. In your letter dated July 20, 1994, you 
conclude that "the policies and procedures established by the 
1953 Memorandum do not appear to be applicable" to the 
researchers who conducted the experiments at the University of 
Cincinnati. In the attached documentation, however, that we 
received today from Mr. Dan Guttman, executive staff director for 
the federal Advisory Committee on Human Radiation Experiments, it 
appears that the 1953 Memorandum may have applied to DOD 
contractors such as UC General Hospital. A Memorandum from the 
Department of the Army (dated 30 June 1953) appears to state 
clearly that the terms of the informed consent policy do apply to 
contractors. The document states in Section 3.e(l), "The terms 
of the contract must insure that the contractor will observe the 
conditions and safeguards set forth in this directive."

Washington Office;
238 Cannon Office Building 

Washington, DC 20515 
(202) 225—3164Committees:

Small Business
Government Operations

Leader's Economic Task Force

1) Did the 1953 Memorandum outlining the DOD's policy on 
informed consent apply to the researchers conducting the 
experiments at U.C. General Hospital? Whether the answer is yes 
or no, would you please provide the documentation that confirms 
your answer.

Kenwood Office:
8044 Montgomery Road 

Room 540
Cincinnati, OH 45236 

(513) 791-0381

Batavia Office: 
. 350 East Main Street 

Batavia, OH 45103 
(513)732-2948

1-800-784-6366

Thank you for your responses to my April 13 and May 18, 1994 
letters concerning the Department of Defense's involvement with 
the radiation experiments conducted at the University of 
Cincinnati General Hospital from 1960 through 1971. The 
information you provided has been very helpful.

2) If the 1953 Memorandum did so apply, was this policy 
communicated to the researchers at the University of Cincinnati 
or to other contractors around the country? We understand that 
the 1953 Memorandum was classified and are trying to understand 
the extent to which this policy was well-known to the contractors 
conducting research. Did any of the researchers at UC General

Congress of tt»e States!
of fteprEtfentatiijeg

AUG-23-1994 15:05

ROB PORTMAN
Second District, Ohio

AUG
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Sincerely,

Rob Portman
Representative

RP/jb

TOTAL P.06

Hospital have DOD clearance to review "classified** documents that 
would have given them access to this information?

Thank you for your continued cooperation in this matter. 
Please do not hesitate to contact me if you have any questions 
with respect to this request.

As you can appreciate, it is critically important to 
understand what the standards for informed consent were at the 
time and whether, to the extent those standards applied to U.C., 
the Department enforced its own policies.
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October 28, 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1895

TO: Legislative Liaison Officer -

Jeff Lawrence

FROM:

SUBJECT:

DEADLINE:

(total).

OMB CONTACT: MIKE GOAD (395-7301)
Secretary's line (for simple responses): 395-6194

COMMENTS: If you do not respond by the deadline, we will 
assume that your agency has no comment.

CC:
E. Pelton
K. Peroff

Glauthier
Keenan
Zavada 
Dorotinsky 
Henry 
Silas 
Damus

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

ENERGY Proposed Testimony on Human Radiation 
Experimentation

10:00 A.M., Tuesday^Nevember 1, 1994

tf^

Please advise us if this item will affect direct spending or 
receipts for purposes of the the "Pay-As-You-Go” provisions of
Title XIII of the Omnibus Budget Reconciliation Act of 1990.

J. Klein
S. Neuwirth
P. Caplan
B. Burton
T. Thornton
J. Podesta
J. Morall, OIRA

OMB requests the views of your agency on the above subject before 
advising on its relationship to the program of the President, in 
accordance with OMB Circular A-19.

'-T. J.
A. 
D.
B. 
G.
A.

CIA - Tom Benjamin - (703)482-6126 - 258
DEFENSE - Samuel T. Brick, Jr. - (703)697-1305 - 325 
HHS - Frances White - (202)690-7760 - 328
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 

•NEC - Sonyia Matthews - (202)456-6630 - 429
NSC - William H. Itoh - (202)456-9220 - 249
OSTP - Elisa Wynn - (202)456-6020 - 288
VA - Robert Coy - (202)273-6666 - 2-29

RONALD K. PETERSON (for)
Assistant Director for Legislative Reference

THIS TRANSMISSION CONTAINS fPAGE(S)
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RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

(Date)FROM: 

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

ENERGY Proposed Testimony on Human Radiation 
Experimentation

The following is the response of our agency to your request for 
views on the above-captioned subject:

MIKE GOAD (395-7301)
Office of Management and Budget
Fax Number: (202) 395-5691
Branch-Wide Line (to reach secretary): (202) 395-6194

If your response to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.

You may also respond by (1) calling the analyst/attorney's direct 
line (you will be connected to voice mail if the analyst does not 
answer); (2) sending us a memo or letter; or (3) if you are an 
OASIS user in the Executive Office of the President, sending an 
E-mail message. Please include the LRM number shown above, and 
the subject shown below.

 FAX RETURN of  pages, attached to this
response sheet
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STATEMENT OF TARA O’TOOLE, M.D

Draft ineL IAWG comment October 27,19M

!

M.P.H.

INTRODUCTION

Thank you for the opportunity to appear before the Committee 

to discuss the Administration's progress in revealing the

story of Cold War human radiation experiments, an

unprecedented venture in open government that began earlier 

this year. This endeavor has three parts: 1) A search for 

documents throughout the Federal government and beyond;

2) Ethical evaluation of this historical record by the

Advisory Committee on Human Radiation Experiments; and 3) An 

effort to respond to the thousands of persons who have

inquired as to whether they or their family members may have 

been the subjects of this experimentation.

BEFORE THE COMMITTEE ON GOVERNMENTAL AFFAIRS

UNITED STATES SENATE 
s 

NOVEMBER 1994

Ab you know, the Advisory Committee released its six-month

Interim Report on October 21, 1994 and it is therefore timely 

and appropriate to review the Clinton Administration's

progress in opening this important part of the history of the 

atomic age to the American people.
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government to reveal the story behind human radiation

experiments from the outset of the Cold War to the present.

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.

Five subcommittees were initially formed under the Interagency

Working Group. The Public Information and Communications

Subcommittee coordinated information among agencies and

facilitated the transfer of the Department of Energy’s human

The Legal

Affairs Subcommittee catalogued existing government responses

directed to past radiation exposures of uranium miners, atomic

veterans, and citizens living downwind of atmospheric nuclear

weapons tests.

2Dnfl ind. IAWG comment October 27, 1994

T

Group was formed. This membership of the group includes the

Secretaries of Energy, Defense, Health and Human Services, and

radiation experiment hotline, established in December 1993, to 

the Interagency Radiation Research Helpline.

MOBILIZATIOM AND ORGANIZATION OF THE EFFORT

In January 1994, President Clinton ordered the Federal

Ln response, senior officials from Federal agencies that may 

have conducted or sponsored radiation experiments began

meeting in January to devise a process for carrying out this 

assignment. Thus, the Human Radiation Interagency Working
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The Records Collection and Retrieval Subcommittee, known as

i- •

w

3Draft tact IAWG comment October 17,1994

»■

the "Search Group", coordinates the massive,nation-wide

search for radiation documents needed by the Advisory

Committee for their review. The Search Group, which I chair, 

is comprised of senior officials from the Departments of

Energy, Defense, Health and Human Services, and Veterans

Affairs. These are the agencies that have the greatest past 

involvement in human radiation experiments and that

consequently face the greatest challenges

in identifying and recovering documents that might be relevant 

to the Advisory Committeers work.

The Congressional Affairs Subcommittee is responsible for 

liaison activities between public officials, the Working

Group, and the interagency subcommittees. The Scientific and

Ethical Standards Subcommittee, chaired by Dr. Jack Gibbons,

Science Advisor to the President, drafted the Charter of the 

independent Advisory Committee on Human Radiation Experiments.

The Advisory Committee is composed of eminent ethicists,

scientists, physicians and other scholars appointed by

President Clinton and is charged with reviewing the ethical 

propriety and potential harm associated with experiments

involving human exposure to ionizing radiation.
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the Group.

The effort to

4Draft incl IAWG comment October 27, 1S94

• f

The size and location of the total universe of records or

alone has a total agency-wide inventory of some 3.2 million 

boxes of records distributed throughout the country, many of

The Search Group has been meeting regularly to discuss such 

issues as: coordination of records searches; development of 

guidelines for referring Helpline inquiries to individual 

agencies for follow-up; procedures for assuring the integrity 

of documents; identification of solutions to common problems 

and concerns; and identification of issues and documents that

The last

limited timeframe — is in itself virtually unprecedented.

Moreover, the search goes beyond simply the records of

are of priority interest to the Advisory Committee.

issue, which also involves locating pertinent records and the 

recovery of these records has been a particular concern for

documents associated with the scientific, historic, and policy 

aspects of human radiation experiments is unknown, but clearly 

vast - and not well catalogued. The Department of Energy

which are poorly indexed, if indexed at all.

gain what archivists call "intellectual control" of this

enormous body of records — to understand what types of

documents are likely to be found in what locations and boxes, 

so as to narrow the search and make it possible within a

RECORD COLLECTION AHD MANAGEMENT
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to map
search strategies and a document recovery process that

Given the magnitude of this challenge, how will we know when

First, it would be

the one year

i-

These

searches.

cooperation with those

Draft w/flnal DOE comme«t October 28, 1994

responds to the needs of the Advisory Committee, 

and archivists on

institutional policies and the

human subject research.

agencies work closely with the Advisory Committee

In addition, the agencies’ experts work in close 

on the Advisory Committee staff,

Committee will find all documents related to human subject 

radiation research. We do believe, however, that a collection 

sufficient for evaluation will be possible within

timeframe of the Advisory Committee.

There are a variety of ways to provide a check on

completeness. The large majority of experimentation resulted 

in publication in the open scientific literature.

publications are being identified and catalogued.

I

5

Historians

agency staffs have been working with their 

counterparts on the Advisory Committee staff to formulate 

these strategies.

The

literature thus provides one means to target and check

we have reached the finish line?

unrealistic to imagine that the agencies and the Advisory

experiments; we are also looking for any indications of the

considerations which drove

Thus, it is essential that the
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providing guidance to each other on additional search 

material.

6Draft tact IAWG comment October 27,1994

I understand that the Committee will request each agency to 

provide a written assessment of its search status for the 

identify from the universe of Department of Energy documents 

those collections (or "series") that might contain relevant

strategies, updates on new discoveries, and sharing insights.

Many scientists who were directly involved in experimentation, 
/

particularly in the early days after World War II, have been 
■ /

questioned and interviewed, in some cases through formal oral 

histories. In addition, the search has been extended beyond 

the Federal complex to. include certain key universities and 

the personal papers of historically important researchers. We 

intend to keep searching until we have exhausted the avenues

opened through all of these overlapping methods.

Early on, we compiled an initial collection of
I 

approximately 10,000 documents. These documents were provided 

to the Advisory Committee. We then examined those series 

believed to be potentially relevant and prepared ‘records

series descriptions” for each of these collections, describing

record. The Department of Energy has organized its search in 

a "bottom-up•, manner. Pursuant to guidance developed early in 

the year by professional archivists and historians, we began 

by using all available research tools, including records

transfer forms and all indexes and catalogues of records, to
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f

illustration.

I

found and reviewed. .

SEARCH

documents that must

security reasons. At the Department of Energy, approximately

I

7Drift ind 1AWG commeat October 27, 1994

documents related to human radiation experiments have

Most relevant documents were never

ASSURING INTEGRITY OF THE DEPARTMENT’S

In addition to the steps outlined above, which provide a check 

on completeness, perhaps the most effective engine for

openness in this process is continued public involvement and 

' oversight. All records provided to the Advisory Committee

are, or will soon be, publicly available, with the exceptions

of Privacy Act restrictions and a very small minority of

remain classified for legitimate national

the Advisory Committee.

titles were provided, as well.

Advisory Committee staff to review and identify further

individual documents within the series. While we do not

expect every possibly relevant document to surface, the

iterative and logical nature of the search provides a

reasonable degree of certainty that important record? will be 

the nature of the records in the collection. A copy of a 

record series description inventory form is attached for

All of those descriptions were also provided to

In many cases, individual file folder

We are now working with the

1,850

been declassified to date.

classified. A number of members of the Advisory Committee and 

staff have been given security clearances and invited to
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a

t

Opennet.

Forrestal Headquarters building and also at the Coordination 

These terminals

The Department of Energy is also preparing a site-by-aite

I

8Draft tad IAWG couuueot October 17, 1994

review classified documents themselves or preview for 

relevancy before the declassification process begins.

Both the Advisory Committee and the Federal agencies are 

dedicated to making these records not just available but also 

easily accessible and searchable. At the Department of

Energy, for example, an index of all records currently 
%

released is available through the Internet on the Department's

In addition, publicly accessible computer terminals

are located at the Department's Public Reading Room in the

and Information Center in Las Vegas, Nevada.

are fitted with software that permits easy searching of the 

indexed documents. Upon request, full copies of any available 

documents are provided. The Department intends to put the

full text of all documents on the Internet early in 1995.

description of radiation research using human subjects, which 

will be published early in 1995, along with the record series 

descriptions for all relevant collections Department-wide. A 

"living" list and description of identified experiments is

also being prepared. On November 9, 1994, the Department will 

convene a workshop of prominent non—governmental scholars and 

historians to review and provide input to our efforts. It is
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The

Our goal ie not to

this aspect of our history.
i-

* •

1.

9Draft Ind. IAWG conment October 27, 1994

by the Departinent of Energy:

Teams of professionals trained in disciplines such as

health physics, records management, and radiation safety

STATUS OF THE DEPARTMENT OF ENERGY'S SEARCH TO DATE

The following are some of the significant milestones achieved 

periodically.

where we have been and what we have done.

have the final word, but to leave behind a record of our

activities that historians, policy-makers. Congress, and the

American people can use to understand, debate, and evaluate

Finally, each step of the search effort is documented, from 

Secretary O'Leary's first meraoranduni December 23, 1993 and the 

President's January 17, 1994 Executive Order, onward.

Advisory Committee has instituted a system for transmitting 

its requests in writing so that replies can be tracked and 

government responsiveness documented. Each significant field 

site has been visited twice by expert teams from Department of 

Energy Headquarters and detailed progress reports are prepared

This will enable those who come after to know

worthy to note that the level of cooperation we have received 
•• 

from present and former contractors in this endeavor has been

very gratifying. The contractors understand from their daily
l

experiences that openness is a necessity.
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I

X

2.

Department-wide was prepared by Headquarters archivists 

and historians.

3.

available.

4.

cubic feet of documents.

5.

6.

7.

J

10Draft tacL IAWG comment October 27, 1994

0202 586 5407

Federal agencies for response.

substantial database, the Department of Energy began 
»

preparing substantive responses to constituent inquiries

an aggressive strategy to find records and make them 

A new Headquarters Office of Human Radiation Experiments, 

under the Assistant Secretary for Environment, Safety and

Health, was established and staffed, and then developed 

Over 110,000 pages of documents have been provided to the 

Advisory Committee and publicly released.

Over 1,850 relevant previously classified documents have 

been declassified for this project.

Over 22,000 calls have been received by the Interagency

Radiation Research Helpline and distributed among the

After compilation of a

Record series descriptions have been completed for over

500 pertinent record collections throughout the

Department of Energy, the National Archives, and the

Federal Records Centers. This amounts to over 34,000 

were set up at each operations office and significant 

field site to carry out the records search.

Guidance for conducting and documenting the search
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in September. Interim responses to callers and writers

had been completed previously.
I

While this challenge is daunting, the search process has 

!

perform its evaluative functions.

NEXT STEPS

As you know, the final report of the Advisory Committee is 

scheduled to be provided to the Interagency Working Group in

April 1995.

views on the ethical propriety of the experiments and on 

whether harm was done to the subjects of such experiments.

The Interagency Working Group will closely review the Advisory

consideration of the implications of the Advisory Committee's 

final report.

Draft ineL UWG comment October 27.1994

already yielded impressive results and we believe that it will 

provide the documents necessary for the Advisory Committee to 

Committee's findings and expects to advise President Clinton 

as to the range of potential Federal responses that may be 

Over 200 people have been involved in the Department of Energy
♦ ■. 

radiation experiment records collection and retrieval effort,

many dedicated full-time for substantial periods of time.

appropriate based on the facts and opinions developed. We 

also expect and invite Congressional involvement in 

11

We believe that the Advisory Committee should be
♦ 1

able to complete its core charge by that time and deliver its 
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It should be noted that a new Bioethics Advisory Committee is 

context.

CONCLUSION

Soviet Union.

it is a fact that the ability of the government to

t.

12Draft incl. IAWG comment October 27.1994

5

function.
v . . .

and their government that is necessary for democracy to

It requires coming clean when necessary on episodes 

research subject protection measures.

have valuable insights on the evolution in ethical standards

that will help to place this Advisory Committee’s work in full 

The move towards openness, of which this project is a very

visible part, is a deliberate effort by President Clinton to 

rebuild that basic level of trust between the American people 

being charged by the White House Office of Science and 
t 

Technology Policy to consider the adequacy of current human

That group should also

In closing, let me focus on the central role of openness in 

the Clinton Administration. Over the past several decades, 

the American people's trust in their institutions of

government has greatly eroded. Many complex factors have 

contributed to this erosion, not least among them the secrecy 

associated with our Cold War nuclear competition with the

Without judging the historical necessity of 

secrecy,

perform its post-Cold War missions is greatly impeded by

pervasive public distrust of its motives and competence. 
1 "
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Thank you.

I will be pleased to answer any questions the Committee may

have.

I

£ ■
1

13Dntl tnd. IAWG

I

comment October 27.1994

that may be embarrassing or discomforting or even worse.

President Clinton and Secretary O'Leary have championed a very 

ambitious effort to tell the full story of human radiation 

experiments. The Department of Energy and other involved

Federal agencies have committed significant resources towards 

this end. Thanks to such support' and a remarkable level of 

interagency cooperation, we have made substantial progress in 

finding the documents that are necessary for the Advisory

Committee's work. We are all committed to making this project 

succeed and greatly appreciate the support and concern of this 

Congressional Committee, especially Chairman Glenn's

longstanding interest in the area of radiation protection.
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January 11, 1994

LEGISLATIVE REFERRAL MEMORANDUM

fI

TO: Legislative Liaison Officer -

5-258

FROM:
I

subject:
I

i
i

12too noon January 12, 1994DEADLINE;

COMMENTSS

Title XIII Of

i

i

l
1

I

i

E. Pelton 
J. Pfeiffer 
J. Schuhart 
T. Grains
H. Meyers 
B. Clendenin

I
I

I

i

i

(202)395-3723 - 249
258

(703)697-1305 - 325
- Bob Rabben - (202)586-6718 - 209

Frances White - (202)690-7760 - 328
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - Sonyia Matthews - (202)456-6722 - 429 
OSTP - Chris Clary - (202)456-7116 - 288 
NSC - william h. Itoh 
cia - Tom Benjamin - (703)482-6126

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

RONALD K. PETERSON (for)
Assistant Director for Legislative Reference

va Proposed Testimony on The VA use of 
Radionucles at the Framingham Cushing VA 
Hospital

Defense - Samuel T. Brick, Jr.
ENERGY
HHS -

I

LRM ^M-1012

i

i

Damus
Klein 
Neuwirth 
Varney/P.
Burton
J. Glauthier
Palmieri
Thornton

You will also be receiving testimony for this 
hearing from Energy, HHS (PHS), and DOD.

i
0MB requests the views of your agency on the above subject before 
advising on its relationship to the program of the President, in 
accordance with OMB Circular A-19.

I
OMB CONTACTS Holly FITTER (395-3233) J

secretary's line (for simple responses); 395-6194

CC:
B. 
J.
S. 
c.
B.
T. 
J. 
T.

I

Please advise us if this item will affect direct spending 02 
receipts for purposes of the the ’’Pay-As-You-Go’' provisions of 

the Omnibus Budget Reconciliation Act of 1990J

I

|

f
t

Kaplan
!

i
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LRM W-1012

TO:
t

FROM: (Date)

(Name)

(Agency)

(Telephone)
!

SUBJECT:

The following is the response of our agency to your request for 
_ ________ 1 _ .views on the above-captioned subject:

Concur

 No objection
I

 No comment
i

 See proposed edits on pages 

 other:
i

I
RB8PON8B TO LZGXSLKTXVB REFERRAL MEMORANDUM

i
i

I

i
i
i

i
i

 FAX RETURN of 
response sheet

|
|

VA Proposed Testimony on The VA use of 
Radionucles at the Framingham cashing VA 
Hospital

i
7

I

I
£

pages, attached to this

 I

If your response to this request for views is simpis (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.

You may also respond by (1) calling the analyst/attorney's direct 
line (you will be connected to voice mail if the analyst dofcs not 
answer); (2) sending us a memo or letter; or (3) if you areian 
OASIS user in the Executive Office of the President, sending an 
E-mail message. Please include the LRM number shown above, and 
the subject shown below.

I i
Holly FITTER (395-3233)
office of Management and Budget
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number: (202) 395-3233
Branch-Wide Line (to reach secretary): (202) 395-6194
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I

I

1 would HKt to thank you for this opportunity to dlscusi my involvement In the use of !

radionuclides st the Framingham Cushing VA Hospital.

units.

'^1

lowe i

ickground radiation that everyone receives from the environment because

process to document the patient's knowledge of and consent to the studies; It was the

established practice to verbally explain wnat was being done and why.

!

a

5^3-^37^ i

i

i

I

!

i
I

received tracer doses of radionuclide for thyroid disorders and other radionuclides for 

evaluation of their hematological and metabolic problems. Therapeutic doses of 

radioiodine were given for hyperthyroidism end thyroid cancer.

The tracers given to the subjects were small amounts of radioactive material, 

than the ba<
of natural radioactivity in tha atmosphere and the earth's crust. Consistent with state- 

of-the-art medical research procedures during this time period, there was no formal

I

i

i

i

I

. i
i

I
I
I

statement OF
BELTON A. BURROWS, MD
CHIEF. NUCLEAR MEDICINE 

DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER 
BOSTON, MASSACHUSETTS

I

FTOMSOCIAL COUNSEL PSQ IM

i

i
I

From a preliminary review, it appears we have records of ell studies performed at 

Cushing and the Boston VA Medical Canter in approximately 150 ledgers, loose leaf 

notebook# and other clinical files from 1040. These include organ scans obtained 

aner1903.

003

JAN li» 12i04Pr

I

In radiation surveys and the evaluation of possible radiation exposures following 

i Industrial accidents or military action. The same facilities could ba used for dlegnostic 

studies, therapy and madlcaily-related research with established procedures using 
radionuclides. Veterans were not subjects for studies of radiation effects. They !

That facility was one of 14 around the country which were designated radioisotope

One function of these units was to train professional staff and other personnel
I
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?

RONALD K. PETERSON (for)FROM:

deadline: :

, in

advise us if this item will affect direct spending or
receipts for purposes of the the "Pay-As-You-Go” provisions of

T. J.

I

i

!

!

NEC - Sonyia Matthews - (202)456-6722 - 429 
OSTP - Chris Clary - (202)456-7116 - 288 
NSC - William H. Itoh - (202)395-3723^- 249 
CIA - Tom Benjamin - (703)482-6126 - 258

i
■

J, Podesta
E. Pelton
j. Pfeiffer 
□. Schuhart
D. Blanchon
A. Silas
B. Dorotinsky

CC:
B. Damns
J. Klein
S. Neuwirth
C. Varney/P. Caplan 
B. Burton

Glauthier
J. Palmieri
T. Thornton

: ' i ■

/■ i

..... ........ :* ) . / /
Assistant Director for Begislatiye Reference

I

EXECUTIVB OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington/ D.c. 20503 \

simple responses): 395-61

VA proposed Testimony on Radiation Testing

TODAY/ Wednesday/ January 19/ 1994

i

i

I ■

|

10:0?iI
I
i

□MB LRD/RDI

LEGISLATIVE REFERRAL MEMORANDUM

OMB CONTACT: MIKE GOAD/t395-7301 
Secretary's line (f

, if ycu do
not*respond by the deadline/ we will assume that your agency 

has no comment.

OMB requests the views of your agency on the above subject before 
advising on its relationship to the program of the President 
accordance with OMB circular a-19.

Please

Title^XIII ofthe Omnibus Budget Reconciliation Act of 1990.

3:00 P.M./ f

I • ■ i
COMMENTS: Please note that the hearing is scheduled^for 
Thursday/ January 20th (see attached invitation). T' “

001

^^7

TO: Legislative Liaison officer -

DEFENSE - Samuel T> Brick, Jr. - (703)697-1305 - 325 
HHS - Frances White - (202)690-7760 - 328
ENERGY - Bob Rabbeh - (202)586-6718 - 209 
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - Sonyia Matthews - (202)456-6722 - 429 
OSTP - Chris Clary - (202)456-7116 - 288 
NSC - Willihm H. Itoh - (202)395-3723 - 249

SUBJECT:

i

I
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If your response to this request tor views isconcur/no comment) we, prefer that you respond by faxing us^his

TO:

(202) 395-72

(Date)
FROM:

  (Name)

 (Agency)

 (Telephony)

■or
views on the above-captioned subject:

 No objection

 No comment

01
(202) 395-6^.94

response sheet, 
call- i

I

 see proposed edits on pages

 Other: _____

I

 FAX RETURN of 
response sheet

 Concur

10:08
I

on Radiation Testing

■ . If the response is 
please call the 1

E-mail message. Please inoluae the LRM number shown above, and 

the subject shown below.

MIKE GOAD (395-7301)
Office of Management and Budget
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number:
Branch-Wide Line (to reach secretary):

! 

i

f

I

i

pages, attached to this

!

- - ■-) calling the analyst/attorney's direct
line' (you will be connected to voice mail if the analyst does not 
answer); (2) sending us a memo or letter; or (3) if yoa ar 
OASIS user in the Executive Office of the President, sending . 

Please include the LRM number shown above, and

SUBJECT: VA Proposed Testimony

The following is the response of our agency to your request

RESPONSE «O LEGISLATIVE REFERRAL MEMORANDUM

this request for views is simple (e.g.,

^the0

analyst's line) to leave a message with a secretary.

You may also respond by (1)

• (2) sending us a memo or letter; or (3) if you are an 
, seuuxiiy _ sendina a
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AM

i

January 20,1994

i
!

appear bafora ,™ «, di^s, (hc sleps we are taking Io determine if inappropriate

i

?

take whatever

i mentation. ..

iex including,

i

I

I

I

and comprehensive review 

a review to assess the 

If evidence

VA is fully prepared to

DRAFT
W1W4 0B:27

5

I

i
t

I

at the outset that every possible action is now being taken by 

VA. it concert with othef concerned Federal Departments and Agencies including, 

among others, the Dqra^nent of Energy, Depat intern of Defense. Health and Human 

Services and NAS A. to determine lite nature, location and possible effects of radiation-

radlatioti-relaied researeh has ever occurred at any facilities for which the Department

JAN 19. 1994
I

‘ ; I

FROM: GENERAL CDUNBEi. PSG jIU

i
I

STATEMENT OF

of Veterans Affairs (VA) has responsibility. In response to recent reports that 

government-sponsored research involving radioactive materials may have been

conducted tn an inappropriate manner many years ago, I have pledged to veterans, their 

families and the American people that VA will initiate a full

of its nuclear medicine Activities and records. Al my direclion,

conduct of nuclear modibine research at any VA facility is now underway, 

indicates subsequently dial any research abuses have occurred,

action is necessary to address the possible health care and other needs of 

veterans who may have suffered adversely from the effects of such expert

Mr. Chairman add Members of the Comniince, I appreciate the opportunity to

i

I wish to assure y^u

the HONORABLE JESSE BROWN
SECRETARY OF VETERANS AFFAIRS

BEFORE THE
SENATE committee on governmental affairs
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medicine records has revealed no inft

and to assess al! radiation research that involved the intentional 

to radioactive substances or the intentional release of radiation into th. 

VA will be t Ml participant ta ft, activilics of Task

.... ..fully. With all intawed.agencies and ingress in addressing this issue.

i

!
I

eganizauons to help us locate veterans who might have been subjects of this research 

We have also anttouneri a toil-ftec line (1-800-827.1000) for vetomns io contact u8 if 

they have concerns about their possible pni ticipation.

during these early years of the Nuclear Age, VA was a pioneer in nuclear 

medicine and a great dtjal of research, with rn^or benefits lor patient care, was carried 

out in VA facilities using radioisotopes. A review of centrally held

formation on specific research projects, protocols, or

human subjects. Therefore, I found it necessary to require each VA medical center to 

conduct a search of its research and other files to determine if that information exists 

locally. Attached to my testimony are copies of the documents directf 

undestaking. All VA facilities ate now engaged in this effort. ;r ' 

research that VA conducted in conjunction with our affiliated medical schools and any 

research that VA, as some documentation indicates, contracted out to

will be compiling and analyzing their reports as received in order to ascertain th-

01/19/94
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other entities. We

ic level 
of VA pgrtcipation in w human-retad radiadon research. We expec. to complete an 

initial review by the end of the month.

i i

As pan of our outfeech to veterans, we have asked the veterans service

related oxperimetitatiop, a special Interagency Task Fotce has been established by Ute 

President to provide for a coordinated review by al! concerned Federal Departments and 

Agencies, Of all human radiation research conducted since the advent of the nuclear age 

.—.J exposure of individuals

------ ic environment.
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Mr. Chairman, as I previously noted, VA has led the way in the development of 

modern nuclear medicine discipline. Historical documents show (hat in 1947 VA 

established a program employing radioisotopes for the purpose of medical research, 

clinical diagnosis and medical treatment of patients. VA medical centers were required 

to comply fully with standards established by the Atomic Energy Commission for health 

protection of patients receiving isotopes as well as for individuals working with them, 

and we are aware of nothing to indicate that these standards were not strictly observed 

from the beginning. B^y December 31,1953, there were 33 radioisotope units either 

established or in the process of activation in VA hospitals. By 1958, the number had 

risen to 48. VA pioneered the medical use of radioisotopes and for many years VA 

researchers led the fielil in such research in this country’.

! | | ; 1 .

Mr. Chairman, we share your concern for the protection of human subjects in any 

research, radiation-related or otherwise, Clinical research directed toward improvement 

in disease prevention, diagnosis and treatment often requires the participation of patients 

in carefully designed studies. It is VA policy, and this policy is rigorously enforced, 

tltat all participants in research studies be fully informed, consenting subjects and that 

they must be protected by all legal and ethical safeguards pertaining to human subject 

. research.. In ^ddidon^o.human righty; reviews cqnducied.at local VA medical center?,

there are two additional reviews undertaken routinely as part of the national VA peer 

review process involving any proposed human research. These reviews arc designed to

I ; • : I

resolve any potential problems and assure compliance of the proposed research with 

apj&opriate human rights standards before atty research is undertaken. VA was a key 

player in the development of current federal policies in this area. We believe that our 

regulations and procedures meet apropriato ethical, scientific and medical standards, and 

I j i '
still permit us to maintain an excellent program of research.

I

* :
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We do know Wat one purpose of the Atomic Medicine Program was to teach
!

techniques of nuclear preparedness to the nation. VA was named the lead agency in that

■

4
i

i

currently we have no evidence to suggest (hat VA ever engaged in radioisotope studies 

Wat were not medically sound and designed to benefit patients.

i
I

i
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|
All pityecis were to be reviewed at the local level by a Radioisotope Committee 

that included individuals from outside the VA and also had access to one of three 

radiation experts of iniemational stature appointed by the then Chief Medical Director 

to serve as consultant? to a Centra! Advisory' Committee and to individual hospital 

programs. Research projects were not reviewed at the Central Office level until the

1960s. A separate review by a human subjects committee probably did not occur at the

i
i
I

: 1

JAN 19, 1994

I

endeavor. The employment of radiation scientists allowed VA to conduct this training 

mission in connection vtith the Civil Defense program and at the same lime launch an

' : I

VA also had anj"Atomic Medicine Division." According to a 1952 Bulletin of 

the Committee on Veterans’ Medical Problems, which was a component of the National 

Academy of Sciences, in 1947, VA’s Chief Medical Director became deeply concerned 

about the problems that atomic energy might create for the Veterans Administration due 

to the fact that the Armed Services were so actively engaged in matters of atomic 

energy. The Director, out of concern for problems VA might have in connection with 

alleged service-connected disability claims, classified the existence of VA’s Atomic 

Medicine Division as "confidential." Mr, Chairman, it is extremely upsetting to me that 

VA apparently did not reveal for an undetermined length of time the existence of this 

Atomic Medicine Division, and I have ordered a thorough review of the records to 

attempt to piece together why this was done; what, if any, secret activities it engaged 

in; and the consequences of those activities.

I

I
I!
I
i
I
i
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no stone unturned in otir review of any VA involvement in the research in question. i

VA is perhaps ubique among the concerned Federal agencies in already having
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Mr. Chairman, as you can see, this is a very complex issue made more difficult to

3 [C some degree by the passage of time. However, let me again assure you that I will leave

identified during the ongoing interagency review, we are committed to seeing they 

compensated to the full extent authorized by law,

FROM’GENERAL COUNSEL PSG *IU
i

i

important pioneering program on the medical use of isotopes. Information on VA's role 

in civilian defense is Outlined in p December 15,1950, ’ Brief of Training Plan, U.S. 

Veterans Administration: Medical Aspects of Atomic Warfare, Medical Aspects of 

Radiological Defense. Radiological Defense (Monitors),"

At the local VA hospital level, radiation specialists held courses in their

••T. •■.'AT

P.06

Should the final evidence indicate that there was research detrimental to the health and 

welfare of veterans, we will take (he necessaiy action to provide for their care as well as 

addressing any other concerns they may have.

I

□MB LRD/RDI 007
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statutory authority to compensate for injuries to veterans occurring as a result of 

radiation exposure cither during (heir military service or during VA hospitalization or 

treatment following service. In the event any such veterans or their survivors are

radiation monitoring devices like the Geiger counter. The Atomic Medicine Program ‘ 

also produced a Training Guide for a Course in Radiobiological Defense that was used 

extensively in the Civil Defense program of (lie 1950s.

.1
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ihis concludes my remarks. I will be glad to answer any 
Mr. Chairman,
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questions which you ok Members of this commluee have concerning VA's role in

radiation-related research.
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the Senate committee on
Governmental Affairs will convene to hear testimony on radiation 
and other scientific experiments conducted by the U. S-

The Committee is exploring this

Department of Veletans Affairs past and present ro3e in 
conducting sclent 11;ic experiments on U*S, volcrans. I <

interagency Working Group chartered by President Clinton to 
examine the radiation experiments issue. I am also inheres In

!

I

about the practices, regulations and procedures which a 
place today to prevent such experiments from recurring.
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United States Senate
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pear secretary Brovin:

On January 20, 1994 at 9:30 a.m,.

The committccj also has jurisdiction over federal 
recoidkcoping and the National Archives and WcsccirdB
Administration. Many Fedora1 agencies participated in these 
experiment.sj consequently, relevant records arc spread throughout

The Honorable Jesse Brown ;
Secretary
Department of vetnthns Affairs ’ “
Washington, DC 20420

government on its citizens. The Committee is exploring true 
issue across government, and is interested in understanding the 
Department of Veterans Affairs past and present ro3e in 
conducting scientific experiments on U.S. veterans. I am 
therefore requesting you or your designee to testify befoie the 

commi ttee.

j would like your testimony to discuss the role that the 
Department of Veterans Affairs is currently playing on the 

—interagency Working Group chartered by President Clinton to 
examine the radiation experiments issue. I am also interested 
learning about past or ongoing internal Departmental reviews 
which address human experiment issues beyond the scope of the 
Interagency Wurkinjj Group.

While it is clear to me that, in the past, our government 
sponsored human radiati on experiments which did not necessarily 
invoke the highest; ethical and medical standards, I am concerned 
about the practices, regulations and procedures which are m 
place today to prevent such experiments from recurring, in 
addition to radiation experiments, I am concerned about human 
experimentation generally whether it involves drugs, other 

.toxic chomica2s, or psychological testing. For instance I am 
aware of allegations that veterans have been subjected to tests 

v involving mustard gas, and other chemical warfare agents- What 
assurances do we have that human experiments are currently being 
conducted according to the highest ethical, scientific and 
medical standards J as well as established regulations?
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government.Slot of these may be necessary &
central clearinghouse o£ government records, Access to

MARA, that is fully accessible to the public. . 
, hASf> records is imperative, but also raises significant ethics 
knd logistical problems. The Committee would be interested in 

your thoughts on this© recordkeeping issues. . .these recordkeeping issues.
r » * • * ♦ •

thoughts in mind, I would also like for your

r

determination been made regarding possible medical
. _______ _____ — < a, i o

« $ ’e

Best regards.

John GlennX
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Chairman
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as a result of the

■

I

testimony to address the following questions:

■ What is belhfl done to identity, ’“’‘“the?”
people who unwittingly participated in^aHon or o.her 

: _3 sponsored by the Department? How many of these 

people have been identified?

- Has any
followup that may be necessary
experiments?

i.

I
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- Does the Department as yet have a position on the issue of 

compensation of human experimentation participants?

Finally, I would appreciate your assistance in arrangjug for 
a briefing of my staff on the issues to be addressed at bhe 
committee hearings as soon as is practicably possible. Comini t .ee 
rules require that 100 copies of your prepared testimony be 

_ *n i*Q“ro h'rior to the hearing date. Should you have 
questions ^bout^this hearing, please do not hesitate to 

contact me. My staff contact is Chris Kline (224-4751)■

In ord^r to fully understand the magnitude and

peSia iio u^lUn^r^ipUddJn^d^lon^r^olber 

experiments i

committee hearings as soon as is practicably possible.

submitted 48 hours Iprior to the hearing date^ 

any ’ st^ff contact is Chris Kline (224-4751).
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LEGISLATIVE REFERRAL MEMORANDUMi
*LRM #M-1029
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FROM: RONALD K. PETERSON (for)

I

SUBJECT:

; i
DEADLINE! 3:oc TODAY, wedneaday, January 19, 1994

accordance with

Title XIII

I

I

Caplan

fore 
, in

i
i

i

b.
j.
s.
c.
B.
T.
J.
T.

heila F. Anthony - (202)514-2141 - 217 
Lawrence - (202)358-1948 f 219

?
i

10:36

I
I

P.M.,

J. Podesta 
E. Pelton 
J. Pfeiffer 
J. Schuhart 
D. Blanchon
A. Silas
B. Dorotinsky

■

II
I

COMMENTS;
Thursday, 
deadline.

i

i

i

I

CC:
Damns 
Klein 
Neuwirth 
Varney/P.
Burton
J. Glauthier 
Palmieri
Thornton

Ass istant Director for Legislative Reference

TO: Legislative;Liaison Officer -
i

Please note that the hearing is scheduled for 

?_7 ■ If y°u do not respond by the

3XECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.c. 20503

January zoth. If you do not respond by the 
we will assume that your agency has no comment.

OMB requests the views of your agency on the above subject L, 
advising on its relationship to the program of the President 

"ith OMB Circular A-19.

VA - Robert coy - (202)535-8113 - 229 
HHS - Frances White - (202)690-7760 - 328 
ENERGY - Bpb Rabben - (202)586-6718 - 209 
JUSTICE - SI
NASA - Jef£ Lawrence - (202)358-1948 - 219 
NEC - Sonyla Matthews - (202)456-6722 - 429 
OSTP - Chris clary - (202)456-7116 - 288 
NSC - William H. Itoh - (202)395-3723 - 249 
CIA - Tom benjamin - (703)482-6126 - 258 a

A fl

Please advise us if this item will affect direct spending or 
receipts for purposes of the the “Pay-As-You-Go*’ provisions of 

“TTI of the omnibus Budget Reconciliation Act of 1990.>

!

OMB CONTACT: MIRE GOAD (395-7301)
secretary's line (for simple responses): 395-6194

defense proposed Testimony on Radiation 
Testing j
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You may also respond by (i) calling the anaiyst/attorney' 
line (you will connected to voice mail if the analyst

to:

(202) 395-7301 l

-Wide Line (to reach secretary): (202) 395-dl94

FROM: i(Date)

(Name)

(Agency)

SUBJECT:

the response of our agency to your request for

 No comment

 See proposed edits on pages

I

If the response is simple and you prefer to 
,  ! 

analyst's line) to leave a message with a secretary.

10:37
I

’s qirect 
__ ------- ------ -  __ ---- analyst do4s not

j us a memo or letter; or (3) if you are an 
Executive Office of the President, sending an 

and

i

01/19/94

answer); (2) seeding
OASIS user in the Exi
E-mail message. ] 
the subject shoyn below.

MIKE GOAD (395-7301) 
office of Mahagement and Budget 
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number: 
Brand

If your response to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet, if the response is simple and you prefer to 
call, please call the branch-wide line Shown below (NOT the

i

other:

The following is ‘ 
views on the above-captioned subject:

 Concur

 No objection

TO LEGISLATIVE REFERRAL MEMORANDUM

!

DEFENCE Proposed Testimony on Radiation
Testing

I

(Telephone)

 FAX RETURN of ____ pages, attached to this
response sheet

■

us a memo or letter; or (3) if you are

Please include the LRM number shown above.
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Mr. Chairman and Members of the Committee, it is an honor for me to appear 

before you today on behalf of the Department of Defense. I am accompanied by Major 

General Kenneth Hoeman, Director of the Defense Nuclear Agency, who testify about the 

Nuclear Test Personal Review; and Col. John Fraser Glenn of the Department’s Human 

Subject Research Review Board, who can provide you with expert testimony on how the

Department of Defense, the military services, and all DoD agencies currently conduct 

experiments involving human subjects and the human protections under which those 

experiments are allowed to be conducted. With the jwtrnission of the committee, their 

statements will folk w mine.

At the outset of my remarks, let me compliment you and this committee for the 

continued and persii lent interest you have demonstrated over the years on the broad issues 

of the use of humans in experimentation, radiation protection and informed consent You 

li&ve been in the fortfront of those concerns and have made a real contribution to elevating 

our national consciousness to the need for more accountability for all sponsors of 

experiments in which humans are used. Indeed, you and your colleague Senator Sasser 

have been firm in your longstanding commitmcait to government that is open and
I * i

ftCGOODtable to the people it serves. You are to be commended for all of your efforts in that 

regard. This hearing is yet another stage in this committee's effort to open up a part of 

government which for too long, remained closed to the American people. We applaud 

you- persistence ancj share your dedication to these principles.

i

i

i

i :
I ” ■ i i

Testimony of Dr. Harold Smith

Assistant to the Secretary of Defense for Atomic Energy

to the

S^oMte Coramittee on Guveminent Affairs

January 20, lf>94
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other DoD agency to resain all documents relating to human ionizing radiation

experiments. Furthermore, he directed them io instruct persons responsible for routine

I
i

imenjs.

tiose goals, Secretary Aspin initially directed all military services and

9ill F

I
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Experiment Inter-,

records and the re.

The DepaiMcnt of Defense shares with it? partners in the Human Radiation

cy Working Group a commitment to a wmpreheas! vs search of its

of information it discovers. DoD has been a full partner in the Inter- 
T i !

P and has been active in all discussions of the group since itsAgency Woridng Gi

inception. Secretary: of Defense Les Aspin has appointed personnel from the highest levels 

of the department to'each of the subcommittees organized by the Ihwr-Agcncy Working

L
Group. Each appointee serves in a dual capacity, Each is deeply involved in tire work of 

his or her inter-agency subcommittee and is also an integral part of the Department’s effort.

1 cannot emphasize enough the high priority placed upon this project by Secretary

Aspin. As appointments wore made to the Inter-Agency working group, he also established 

within the Department a working group which I direct under ftte guidance of the

Undersecretary of Lfefonse for Acquistion. Our task is to coordinate the Department’s 

research and retrieval effort. In constituting that group, the Secretary charged it to" move 

quickly and tlwroughly on this matter—it should be giver* high priority." At every 

opportunity, he has tocinphasized me seriousness of our task and the need to cooperate in 

this Important rantiertaklug.
Our effort is! being driven by five principles. Hret, we want it to be thorough,

Every agency shottld take every possible action to insure mat its search is comprehensive 
j I 1 |

and omits nothing. Secondly, it should be done as quickly as possible. Records of human 

radiation experiments should bo collected and catalogued as soon as possible. Thirdly, all 

due care should be e xercised to preserve the records. Fourth, the integrity of Sic process

must be preserved it insure that it retains its credibility in the long term. Finally, the 

process must result to an open accounting of the Department’s past action in human

ii nradiation experiments.

To achieve those goals, Secretary Aspin initially directed all military services and 
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and release the document inside. It is going be much more difficult and labor intensive as 

each of me many agencies within the department search their files and their archives. The 

i Jepartmect will not be deterred by the complexity or the difficulty of this project

Wc are cotnihittpd to that anarch. The command cwter was established based upon 

the experience of the Department in the Nuclear Test Personnel Review. It provides a 

GGBtral poim to which agencies will send records they may discover, We felt we needed a

01/19/94

JAN 19 194 9:11

i

> preserve any such records which they may discover, When the Intcr

Agcncy Working Group issued its fonnal directive outlining the scope of the search, DoD 
I • : ■

convened an all hands" meeting to insure that all DoD agencies fWly understood the tasks

to be undertaken. Secretary Aspin and Undersecretary John Dcutch attended feat meeting to 
1 j

provide specific inst^jetivns to all DoD agejidos on the exact execution of the tasks at hand.

I i : ;

It is importaot to understand that this is a discovery process requiring some time 

before a full report can be provided to the Congress and the people of this country. We 
: i !

have all read or heand media reports of these types of experiments. They all will be part of 

our overall search. In the interim, we want to make it clear and euiphasure to you that we 

are fully committed to this effort We are acting as quickly as possible to find and 

catalogue recortis. We will collect those records and review them. We will release them as 
j 

comprehensively and ss soon as possible, recogniking that we must proceed in a way that 
: ! 

protects the privacy of citizens who may have been participants, wittingly or unwittingly, in 

those experiments, I«t me give you some specifics.

We have aitt^rapted to organize our effort to meet both short and long term 
! j : i

objectives. The Department has established a command center, headed by a Roar Admiral, 
] I • 

to be the collection point and clearinghouse for records discovered in this project As one 

might imagine, this retrievaj process will require an extensive search. With facilities kx^ated 

all over the country ^nd the world, we cannot be cejlain where wo might find records of 

i
experiments. This is not a situation where we can go to the dark cellars or attics of the

i
II
I

point

i

I
I

!
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place for these records to be sent, catalogued, and reviewe<L That will be the purpose of the 

command center. Overseeing the work of center will be a steering group composed of DoD 

personnel who are also involved with the wo A of the Inter-Agency Working Group. We

Utink this represents, a serious commitment of resources to this project and an organization 

that can efficiently and effectively oversee it

As you knov the Department of Health and Human Services issued in 1974 the 

definitive federal policy regardihg controls to be exercised in govehaent sponsored 

experiment in which humans are involved. All, I repeat all. Department erf Defense 

experimems are sub ect to that policy. Investigators in these experiments use rigorous 

protocols to insure t^iat individual consent is indy informed, that Institution Review Boards 

are independent sndiassmtive, and that all scientific and medical research standards are met 

My Department of Defense colleagues on this panel. Major Gonial Hagaman and Colonel

Gtenn, aro here to describe an on going DoD program related to radiation experiments

Evolving humans and address protocol issues from the perspective of those within the

Defjartment who overset? research projects and those who execute those projects

Finally, questions have arisen about government's ethical responsibility to those 

citizens who may haye participated in human radiation experiments. Principally, those 

questions have fewut ed on possible compensation and/or medical follow-up treatment At 

this early stage in th s process, that is an issue that requires review and discussion among a 

number of agencies ks well as requiring the involvement of the Congress. We will oertainly 

participate in those discussii

Mr. Chairman, we think we have in place a process dial will produce answers to the 

hi any questions beir g asked by you, your colleagues in the Congress, and the American 

people. We are conqnitted to making that process work and work well to achieve two 

primary objectives; ppiwidc the American people with fUU disclosure Of the Department's 
s • !

role in human radiation experiments it may have sponsored; and 2) by doing so, help 

restore* the confidence of the American people in its goverment If our review' detetmines

i
i

I
(
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I
that Amaican citos» were treated wrongfully by their govenunent, we believe this 

/wimihistration uwe the American people a full accounting and, where justified, an attempi 

tv right any wrong t one to individuals.
j :

There are those who may argue about the mindset of the times or bow the ethics of 

scientific research have progressed since the early days of the Cold War. They do not speak 

for the Department pf Defense. We want to learn all we can about the department's role in 

human radiation exj erimcais that took place and share that information with the people

whom we serve.

i

1

»
i

I
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DEFENSE

i

FROM:

■

■

SUBJECT:

DEADLINE: 10:30 A.M • t

.f- •

!

i

veSeference

i
!

09:4?
i

i

COMMENTS Si , 
------ TODAY, Tuesday, January 18th (sea attached invitation)

TODAY, Tuesday, January 18, 1994

Please note that the hearing is scheduled for izoo 
P.M., TODAY, Tuesday, January 18th (see attached invitation) 
If you do not respond by the deadline, we will assume that 
your agency has no comment.

j

i

i

i

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.c. 20503

001

■

OMB requests the views of your agency on the above subject before 
advising on its relationship to the program of the President, in

: j : ?

Please advise us if this item will affect direct spending or
of

TO: Legislative Liaison Officer -

Samuel T. Brick, Jr. - (703)697-1305 - 325 
HHS - Frances White - (202)690-7760 - 328
VA - Robert coy - (202)535-8113 - 229
JUSTICE - Sheila F. Anthony - (202)514-2141 - 217 
NASA - Jeff Lawrence - (202)358-1948 - 219 
NEC - Sonyia Matthews - (202)456-6722 - 429

Testing

LEGISLATIVE REFERRAL MEMORANDUM

OSTP - Chris Clary - (202)456-7116 - 288 
NSC - william H. Itoh - (202)395-3723 - 249 
CIA - Tom Benjamin - (703)482-6126 - 25^ |

RONALD K. PETERSON (for))
Assistant Director for Legi1

OMB CONTACT: MIKE GOAD (395-7301)
secretary's line (for simple responses): 395-6X94

• j j ;

ENERGY Proposed Testimony on Radiation

accordance with OMB circular A-19.

receipts for purposes of the the "Pay-As-You-Go" provisions 
Title XIII of the omnibus Budget Reconciliation Act of 1990.
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J. Podesta
E. Pelton
J. Pfeiffer 
J. Schuhart 
D. Blanchon
A. Silas
B. Dorotinsky
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J. Klein
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OASIS user in the Executive Office of the President, sending

TO:

I

(Date)FROM:

(Name)

(Agency)

SUBJECT:

i

for

No objection

No cowent

i

i

i

|

I

! 
J

FAX RETURN of  
response sheet

i
(Telephone)

ENERGY Proposed Testimony on Radiation 
Testing

The following i4 the response of our agency to your request

1
I

i

See proposed edits on pages

Other:

pages, attached to this

! : ; :
! :
I ; •
I :
I :

. S

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

If your response to this request for views is simple (e.g., 
concur/no comment) we prefer that you respond by faxing us this 
response sheet. If the response is simple and you prefer to 
call, please call the branch-wide line shown below (NOT the 
analyst's line) to leave a message with a secretary.

You may also respond by (1) calling the analyst/attorney's direct 
line (you will be connected to voice mail if the analyst does not 
answer); (2) sending us a memo or letter; or (3) if you are an 
OASIS user in the Executive Office of the President, sending an 
E-mail message. \ Please include the LRM number shown above, and

I
I

I
the subject shown below.

MIKE GOAD (395-7301)
Office of Management and Budget
Fax Number: (202) 395-5691
Analyst/Attorney's Direct Number: (202) 395-7301
Branch-Wide Line (to reach secretary): (202) 395-^194

• • . i

I

i

I

!

views on the abdve-captioned subject:

■ Concur
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DRAFT STATEMENT OF HAZEL O’LEARY
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i

JANUARY 18, 1994

Mr. Chairman and JMembers of the Committee;

16.

!

5

i

I
Th» Clinton Administration is determiued to disclose all records of questionable experiments

iinvolving ionizing radiation on humans. In a moment, I will discuss the steps we are taJcihgi

to get all the information out as quickly as possible, to ensure that we have a serious,!

i

| 
I

!

j

I

004

aooz
i

I

j

J

1

I

i

i
i

i

I

■
•<

SECRETARY
U.S. DEPARTMENT OF ENERGY

i ■ * i

I
The nation has now begun to debate important questions raised by these stories - questions 

about the role of secrecy in a democratic society, and the need to have proper safeguards 

in place to ensure the rights of individuals to determine their own fates. We must prevent

anyone in America - whether they are uneducated or poor or mentally retarded or 

incarcerated - from being used as "guinea pigs", as means to an end.
j

I
i
i

I
I

I

I

I

I

I

The topic that brings us together this afternoon - reports of unethical conduct involving

i i 5 i
experiments using ionizing radiation on human subjects during the Cold War - has generated 

intense public interest and media attention over the past weeks. During this time, I ha ze

met and spoken with many Americans around the country, some of whom were experimental 

subjects or the relatives of subjects, and they have been troubled, as 1 was, by these repor

i
I

I
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1 also want to caution the American public against enteitaiiung an inordJnatft fear of current 

I

005

aooo
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i

I

as radiation is to many who associate it with the destructive power of nuclear weapons,

I
I

I

I i

21:46

09:49

©202 886 40B&

research practices. Institutional Review Boards enforce strict requirements for informed 

consent of any subjects involved in scientific experiments. Those days, scientists must obtain 

informed consent just to administer a questionnaire. It is very hard to even conceive of the 

ethical abuses about which we’ve been hearing.

diagnosis and treatment of disease, 

unscrupulous scientists were conducting these reprehensible experiments, other scientists 

were inventing vaccines against polio, new and effective treatments for cancer, and new ways 

:
of visualising the hiiman body with CAT scans and cardiac scans. Science itself is not on 

trial here - Ute way some scientists practiced their craft is.

thoughtful debate about the lessons these experiments have to teach us, and to make su c 

that the highest standards of ethical and scientific conduct are followed in all research

] ! ; I
involving human beings.

I • I : 1
As we eyantinr. this dark and narrow corner of scientific experimentation, we must keep in 

mind several points. First, as unsettling as some of these experiments were, and as fearful 

it

is important to remember that many lives have been saved from the use of radiation in tie

During the same Cold War period that some
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The Denailineni of Energy’s Openness Initiative

secret. The Cold War rationale tor this secrecy was the desire to inhibit Soviet monitor!! g 

■

■

I

006

004

human exposure to ionizing radiation. If necessary, wc will use the results of this review to 

make today’s standards even more stringent.
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3

As T will describe, however, we are committed tn a serious review of experiments involving

On December 7, 1993, I held a press conference at which we released a mountain of 

information that had previously been classified. Only a small part of this informaticn 

pertains tn human experimentation. During this press conference, I revealed, for exampl j, 

that 204 previously unannounced nuejeat tests - one out of every five tests - had been kept 

I
i
i

i

of our weapons testing program. In addition, wb revealed the locations and volume of the 

United States weapons grade plutonium stockpile, and the amount of mercury used in 

American weapons production.

i
01/14/94 21:4?

J ... .

i

j
!

President Clinton’s Commitment to Openness In Government

This Administration recognizes that public trust can only be achieved if American citizens 

believe that their government is open, truthful, and accountable. Since the earliest days of 

his campaign, President Clinton has been publicly committed to an open and responsive 

government. The openness initiative that I began at the Department of Energy last spring 
j

was a direct outgrowth of tills commitment.

I
i
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i

i

Also during that press conference, I acknowledged, as was revealed in a 1986 Houpe 

Subcommittee Report and in recent news accounts, that in the 1940s, 18 persons had been 

injected with plutonium as part of an experiment sponsored by the Atomic Energy 

Connnission. The records available strongly indicate that these subjects were not fiily 

informed of the purpose or risks of the experiment.

sponsored experiments that needs to be examined. The records search being conducted 

the Department of Energy and other government agencies will be as thorough and 

comprehensive as possible, as we endeavor to ensure that the full story is told.

09:50
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I

I

I
State of Present Knowledge on Radiation Experiments

l\ i I ; I
We do not yet know if the radiation experiments noted in the 1986 Congressional Report 

and the experimeuts involving deliberate environmental releases discussed in the December

1993 General Accounting Office Report requested by Senator Glenn, comprise the bulk of 

experinjents that might be subject to questions of scientific and ethical propriety. We do not 

yet know the full extent of the universe of records pertaining to Department of Energy' 

>y

Our goal is to pet all the facts out. Wc will do our best to provide information as we learn 

it. tAll appropriate stops will be taken to protect the privacy of people who were the subje^a 

I
of experiments and their families. But all pertinent information that is found regarding 

human experimentation will be declassified as necessary on an expedited basis apd 

permanently preserved for public review in an appropriate public archive.
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sponsored by the Department of Energy or its predecessor agencies fall into one of four

categories:

1.

Experiments designed to investigate the therapeutic uses of radiation in the3.

i

Second, some of the lexperiments raise questions about how the experimental subjects were

I 

>
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E008
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way the human body metabolizes radioactive substances;

Experiments using radioisotopes as tools to study the biochemistry of normalI 2,
4

metabolic processes;

i

5

From what we know thus far, human experiments involving ionizing radiation conducted >r

treatment of diseases such as cancer; and
i : . i
i ; .

Experiments involving intentional releases of radiation to the environment for

I
I

I

selected, There is, at least on first inspection, the appearance of a pattern of choosing 

subjects from relatively vulnerable papulations such as persons of color, poor people 

prisoners, and retarded children. This appearance of treating some citizens as "expendable

4.

purposes of assessing the behavior of such releases.

] i ‘ l
Experiments designed to investigate the effects of radiation on humans or the

09:51 
I

©202 586 4060

Some of the More Troubling Aspects of the ExpEriments

The radiation experiments that have come to light are disturbing for several reasons. Firs', 
ill :

it is not clear that all subjects were properly informed of the purposes or risks associated 

with rhe experiments in which they were participants.

I

i

I
i
|
i

i

L

i

I

i

I
i
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I

to use Congressman Markey’s phrase, is especially repugnant in a country that prides its< If 

omits diveisjiy. and ■that has, as its goal, providing equal opportunity foi all its citizens.

\
i

i

I
i

i
I
■

!

) I ' ■
The Independent Advisory Committee on Human Radiation Experiments, will review

I i irecords of experiments on ionizing radiation on humans and will advise the Interagency

T HWoridug Group on whether any lapses of scientific or ethical standards occurred.

I I u

i

01/18/94 09:51
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Human Radiation

On January 3, 1994, the White House convened a meeting of senior staff from government

i • • i
agencies with potential involvement in human radiation experiments. The White House has 

I i : ;
established an Human Radiation Interagency Working Group consisting of myself and the 

I i i

SfterfttRrles of Defense, Health and Human Services, and Veterans Affairs The Directors 

of the Central Intelligence Agency and the Office of Management and Budget, the Attorney

!
General, and the Administrator of the National Aeronautic and Space Administration a e 

also on the Working Group. Five subcommittees have been funned under the Working 

I > : ‘
Group to deal with the following specific issues: 1) Public Information and Communications; 

: ; • I
2) Retrieval and Review of Records; 3) Ethical and Scientific Standards; 4) Congressional 

Relations; and 5) Legal Issues. These subcommittees are composed of staff from ail 

relevant Federal agencies. In addition, the Administration Is establishing an Indepcndcht

I ' i
Advisory Committee on Human Radiation Experiments, consisting of non-governmental 

experts in the fields of ethics, science, medicine, and law.

I

i
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ihe Advisor}' Committee shall also provide advice, information and recommendations on 

the experiments noted in the December 1994 report by the General Accounting office that

Invoked intentional releases of radiation to the environment) and any other experimen s 
■

which may laier be identified by the Human Radiation Interagency Working Group.

i
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|

The Advisory Committee will make recommendations concerning the need to expand or 

amend existing Fcde|ntl guidelines governing human experimentation to the Interagency

: | j

Walking Group, which will then make recommendations as appropriate to the President.

The Advisory Committee shall review experiments since 1944. Human radialion experiments 

undertaken since the date of issuance (1974) of the U.S. Government biomedical researc j 

guidelines will be sampled to determine their priority for review. Further inquiry into sue i 

experiments conducted after 1974 may be pursued if warranted.

i

Experiments on individuals involving intentional exposure to ionizing radiatio

'Ibis category Jobs 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 whidh 
* * :

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

extent of human exposure to ionizing radiation.

• :

I ;

The Advisory Committee charter of activities will include:
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i ■

The Advisory CoranjiUce’s support staff will consist of both non-goveniinental individual#

!

i

experiments.

l

i

i

frame.
4

011

13009

possession and in the possession of our laboratories and contractors. The Department will 

develop a thorough! inventory ot records with potential value for investigating human

□MB LRD/RDI

BH BUDGET/AMIN

8

funding of the Advisory Committee is governed by the Federal Advisory Committee Act.

i
i

i

i

I

and Federal agency workers. An interim report is expected six months from the filing date 

of the Advisory Cohimitiee’R Charter. This report will address whether the Advisory

Committee believes it is likely that it will be able to fulfill hs duties within a one year time-

i

•=

) j ' j
InfonnatiDTbGatherihg and Dissemination bv the Department of Energy

©20£ m 4059

The Department has already begun to take several steps to locate and preserve documents 

relevant to medical and scientific experimentation involving human subjects. Department 

of Energy personnel have been directed to cease routine and nonroutine destruction of

I
documents and to identify all pertinMit records and information in the Department^

The Act only allows one Federal agency to finance the Advisory Committee. Tie 
! I I

Department of Energy has been chosen as the designated agency. We will not require ai y

special Congressional appropriations for this project.
i i : i
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1.

2. When required to protect the health of individuals, or their descendants, wlu > 

i
i

We wiU prcrvjdc information to subjects and their families as soon as i 

becomes available.

012

0010

Administration Position on Cnniuensation Related to Human Radiation Experiments

The Administration has made plans to take the following actions regarding cnmpensatloh 

and other responses |o individuals affected by the human radiation experiments;

t

!

j

i

!

I
i

I

wftrej subjects of a human radiation experiment, the government will notify subjects, or thei’ 

descendants, of any potential health risk or the need for medical follow-up;

\
I

I
I

j

However, the majority of callers appear not to have been subjects of human radiation 

experiments. The calls do reflect the concerns of people in every state, and of all difteret l 

backgrounds. The Department is requesting that callers provide additional writte 1 

4 j
information, which can be used to help us identify and locate documents related to these 

experiments.

1

i

Experimentation Helpline

i

i

The Hurnan

The Department nf ptergy has established a toll-free telephone Helpline. The purpose <j)f 
i | • |

the Helpline is to aid us in identifying those persons who may have been affected by the 

activities in question. The number of calls to the Helpline has been uveiwhelming. We 

have received more than 12,000 telephone calls since December 24, 1993.

i
!

\

09:53
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The Department of Energy’s Approach to Declassificnrion

Throughout all of this activity, the Administration will continue to work in close collaboration 

with the Congress.

09:54
I !

{$■202 580 4058
I

I

:o

The legal issues subcommittee is currently examining various models ft>r 
I ; :

appropriate federal responses, including those incorporated into other federal programs such 

as those used to respond to "doWnwindcrs," veterans exposed to radiation, and the Japanese

Interns during World War IL The range of federal responses under consideration include 
I

potential monetary compensation, medical follow-up, disclosure of detailed information, 

4 I
formal apologies or other recognition, and ongoing research, education and infoimstioh

We are also developing specific recommendations for legislative and other 

action that may be appropriate once the Working <jroup and Advisory Committee have at 

least completed their first phase of work. This will be in six months, when the Advisory 

Committee’s interim report is Issued to the Administration’s Human Radiation Interagenuj- 

Working Group.

3.

J

I

j 

i

I

■

Classification review of documents is a function of the Department of Energy mandated b) 

statute and Executive order. Increasing public interest in the activities of the Departmen 

of Energy (and precursor agencies including the Atomic Energy Commission) has resulted 

i ; !
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Administration with authorized deciassiHcatton reviewers to work in a systematic review

program.

!

i

1

i

continued need to balance

A significant numbei of Department of Energy records requiring systematic review, are 

currently held hy the National Archives and Records Administnmom The Department of

OMB LRD/RDI
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|

Energy has agreed to transfer additional Atomic Energy Commission records to the National 

Archives and Records Administration. Tn order to deal with this large volume of classified 

records, rhe Department of Energy will provide the National Archives and Record!,

I
1

i
!

i

i

a

of which arc classified OT contain restricted data,

09:54
| • 
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Nuchar proliferation remaim, of course, a national security concern. However, dramatic 

changes over the past few years m the international arena have significantly reduced thei 

classification requirements for much infonnatiott; and after proper review, it could be^ 

released tn the public^

i
!

i

The benefits of our declassification initiative will include an enhanced ability to fill in the 

relevant to 

radiation experiments; improve studies of the health and safety of Department workers and 

the public; and increaied trust in government. It is also my belief that by doing this, the 

United States sets an example for other nations to follow. We recognize that there is 

our declassification needs with our nonproliferation objectives.

01/18/94

21:81
i

in I signiflean: increase in requests over the past few years for Depanmental records, mai)y

Wilks of Cold War history^ ~ including the public disclosure of documents
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government made mistakes oj committed wrongs, we, as government official, must admit 

tbefa. We want to give the American people reason to trust their government again. A

Li ;
serious, thoughtful debate must occur regarding the scientific and ethical propriety of these 

I I ;
experiments. It necessary, currem federal rules must ba further strengthened to protect 

individuals from future scientific aberrations.
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Only by "coming clean" on the details of these experiments and separating Cold War habit; 
[ | j |

of secrecy’ from proper ethics in scientific and medical research will we eventually reduce the: 

bitterness and suspicion which has sunounded the debate on the health effects of radiation 

j ] ' : I I
Investigations into these experiments must not be conducted as "witch-hunts"

scientists, but as legitimate and fair searches for rhe truth behind these experiments.

Science must not and will not be destroved bv this Drocess. Rnrtiati'n 
j r s_x

role4 in modern medicine’s ability to diagnose and treat disease. I believe that the 

I
investigations into the experiments will highlight the importance of science In bettering the 

lives for all human beings.

We are also working with the Department of Defense to review appropriate Information for 

declassification.

Djaclusier

i I ' . ’Wc me committed fo do right by the subjects of the experiments and their families. If th'p 
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Whatever steps arc nmtssary to bring openness to the Depwtrnent We have a uemcndoi s
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I
amount of work to do, but wc have begun.

i

3

Let me assme you arid the American people that the Department of Energy and I Will take

\

i
j

i

4 i

<•
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Dear sacratary 0'l.aary: 
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Radiation Interagency Working 'Group. ZfKe2h*ari 
Tuesday, January 18, 1994, and bagin atflYoopTjj 
the Rayburn House orflea Building. 1-------- ——I

Jof ^nargy'e (DOE) connaetion with the
.ng will be on 
in Roob 2123 of

|

:

i

j
1
iI

TSSAy*******
~^Wfe£*gM«|r

I

I

1 . ! i
I an pleaaea to invita you and Assistant Secretary O'Toole to

MIMt___ __ _
MEtMIM MUH0*i* 
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i
I

knowledge, the human experiments involving radioactive 
federaligovern»entre d°ne by' Ot At behest of, the

Please describe the charter of the Human Radiation 
Interagency Working Group; the makeup of the Group; the 

proposed Advisory Conmittee; your 
”_a. Principal in the Group, xhe 

the timetable for the Group, including any scheduled

4
The Honorable Hasel R. O'Leary 
Secretary
U. s. Department of Energy
1000 Independence Avenue, sw 
Washington, DC 20585
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a focussed opportunity to learn about the Department's plans for 
responding to recent concerns about these experiments.

In your testimony, please respond to the following questions;

1. Pleasej sunm&rige, to the extent of your present 
knowledge, the human experiments involving radioactive 
materials which were done by, or at the behest of, the 
farfiral cravjty'iMhant*
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that

4.

nae<fl
who

hrftu«h? 1JL° cTi«s of ¥our Ptaparod taatimony be
brought with you to the hearing room.

tnembara of the

sincerely,
i

I

i

!
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BCtiOh® ««a«lihg declaesiflGatlon or

iu:x4

Your written teetiftony nay be of any length but House printing

•tatenent should. Include an_attachad one-naae abatraot which 
■—Poihtfi of vcur taetlBonv without datailed 

S ^uld «ppr«oiate your beet efforts to couch

i
i

I

Cold War infotnation, and your plane for re vanping tha 
Pepartaent s approach to olasslficaltlon. It would be 
helpful for us to understand the philosophy behind the 
changes you are Instituting, particularly in 
distinguishing information which must ba protected from 

which should be made public.

appreciate any observations you might have on the i 
_f2£Y*conperife r monetary or otherwise, to persons who 
♦ar?, of these experiments or members of their

scientific information in termV under.taVdabl-‘ to non-scienti^s?

appreciate your interest in participating and look forward 
♦ Hr?/ If y°u have any questions with respect

your P^aparation, please call sue Sheridan at

j

3*

for reco;

families.

to seeing you on the 18th.
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