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The Department is one of the participants on the White House Human

Mr. Chainnaa and Mr. Markey:
!

i
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Radiation interagency Working Group, Including all the subcommittees, Hps

has initiated several actions to support the work of the Working Group.
I ?

i ! : S

A memorandum is being prepared by the Office of the General Counsel in

I ! j
coordination with the Deputy Assistant Secretary for Health for all HHS 

Department of Health and Human Services (HHS) has undertaken with 
I

regard to human experimental exposure to ionizing radiation, and will describe 
j i i i

the policies that are in place to prevent such exposures now and in the future.
I
I

. J .

i I ' i
I am Dr. Wendy Baldwin, Acting Deputy Director for Extramural Research at

» 
the Public Health Service’s National Institutes of Health (NIH). With me

id
today is Dr. Gary Ellis, Director of NTH’s Office for Protection from Research 

. i
Risks. This morning I will provide an overview of the activities that the
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In addition, the principal Public Health Service agencies have already been 

given these directions orally,

I
!
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I H
direct each Deparanenial division to begin immediately to

identify records related to human experimental exposure to
I ! * 1 .
ionizing radiation, and

III

It is anticipated that most of the experiments funded by HHS involving human

I
exposure to ionizing radiation were funded by the Public Health Service 

It : t
(PHS). Therefore, a PHS working group has been established with 

I i = 5
representative from the Office of the Assistant Secretary for Health, the

National Institutes of Health, the Centers for Disease Control, the Indian

/VS^

z

i
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i i

direct each Departmental division to retain and secure any and 

dl records that may pertain to experimental exposure of humans

o Ionizing radiation.

I i
I

. . i

!

■

!

!

request that each Departmental division Identify an individual 

who will be responsible for activities related to the Working
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Health Service, and the Food and Drug Admlnlsttation, Thli group is

thii week.

I

I

i

develop a method for identifying relevant records, and determine 

how and where to search for relevant records,
t

i

I

i
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wordiaate with other agencies to trace isotope deliveries from 

the Atomic Energy Commission, and
I -i H 

engage in a comprehensive search and review of the medical 

literature in coordination with other agencies.

i i i

I

i 
■i
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The Office of the General Counsel has undertaken a review of recent case law 
II

regarding custody and control of grantees’ and contractors’ records.
i 'i

I : :
i ! i
i : ;

Uste of institutions that may have received grants or contracts from PHS 
: ■

during the relevant period (1945-1975) are being compiled and a

memorandum is being drafted that will instruct these institutions to retain and

secure any records related to human experiments with ionizing radiation.

I
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For those experiments conducted by PH$ employees, the records are likely to 
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will require additional effort, particularly since pre-1966 gri

I
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particular the National Cancer Institute, has conducted longitudinal studies on i
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Preliminary projections indicate that records will be found in many locations,
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Finally, HHS is conducting an assessment of our expertise in providing follow-

i : , I :
up to individuals who may have been exposed to radiation. CDC and NIH, in

|

I

■I
■I

I

• I

b© found within agency fil©5. As you know, much of the research supported by 

the PHS is conducted by research institutions located throughout the United 
I i i

Stares, Identifying and locating the records of these grantees and contractors 

ant and contract ’

records consist only of the title of each grant, the recipient institution, the 

investigator, the amount awarded and a single line description of the project.
I i ? »

However, we are committed to seeking out the more detailed records from the 

research institutions that have been supported by the Department.

I : i

radiation exposure including the DOE workers study, studies of Chernobyl

victims, and to low-up studies of patients who have received radiation as a p|rt 

of a treatment regimen.

I i • i 1
I : ■ ■

i i •

Protection of Human Subject j Today
■ 

| i

In the United States, regulations protecting human subjects first became

I

i
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ou :he concept that freely given consent to participation in research Is the 
I !

cornerstone 6f ethical experimentation involving human subjects, The

regulations wtablfshed the Institutional Review Board (IRB) as a major
i

I
mechanism through which human subjects would be protected.
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la 1991, the HHS regulations, further revised, were adopted as the Federal 

Polity for the protection of Human Subjects, This Federal Policy (45 CFR

46), or so-called "Common Rule," was promulgated by the sixteen Federal

effective on May 30,1?74. Promulgated by the predecessor to HHS, the 

Department of Health, Education, and Welfare (HBW), those regulations 

raised to statutory atatus MM’S Policies for the Protection of Human Subjects, 

which were firn issued in 1966. The Policies and the regulations were based

5
I

i

In 1981, in response to the reports and recommendations of the National 

Commission fir the Protection of Human Subjects of Biomedical and 

Behavioral Research, HHS promulgated revisions concerned with some details 

of what the IRB is expected to accomplish and procedures it must follow.

I

i

J

agencies, including those represented here today, that conduct, support, or 

otherwi?.e regulate human subjects research. The Policy is designed to

i

!

I

l.i
! ,

1 I
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members, a.nd others can ensure that serious ©fforus are being made to protect

The Department of Health and Human Services's Office for Protection from

Research Risjcs (OPRR) oversees implementation of the Policy in all domestic 

I ! : ■ i

t
i

iI !

6

»j

1
i

the rights anti welfare of research subjects. The law also holds researchers 

and IRBs purely accountable for their decisions and actions.

i

■

I

•i

uniform the human protection system in all relevant Federal departments.

This Policy 1| a framework in which investigators, institutional review board

I

•I

J
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Let me turn briefly to responsibilities of the institutional review board.

IRB review is responsible for asauring that (i) risks are minimired, and

I : •
and foreign institutions or sites receiving HHS funds, OPPR requires that 

each bistivjtioa that conducts or supports research involving human subjects 

sets forth the procedure it will use to protect human subjects in a policy

I • i
statement called an "assurance of compliance’’ commonly referred to as an 

’'assurance.'’ i [

008

......

This is a formal, written commitment (i) to widely held ethical principles, (ii) 

to the . IKS regulations for the Protection of human subjects, and (iii) to 

institutional procedures adequate to safeguard the rights and welfare of human 

subjects. The terms of the institution’s assurance are negotiated with OPRR.

I

i
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onabl® In relation to anticipated benefits, (ii) there 1* informed wn8ent,

Conclusion

I ■ •
In concluding my remarks about human subjects research, I want to assure you
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that the protections in place are designed to preclude the very problems that 

j we have gathered here today to discuss.
i

I

I

009

T

Thank you, Mr. Chairman. We would be glad to answer your questions about 

our system for safeguarding the human subjects of research.

I

Research investigators^have a ftmdamental responsibility to safeguard the 

rights and welfare of the people participating in their research activities. 

In addition, pur society has decided by law that an objective review of research 

activities involvhig human subjects by a group of diverse individuals is most 

likely to protect human subjects and promote ethically sound research, IRBs 

are generally composed of members with expertise in science, ethics and other 

nonsdentific areas. This diversity fosters a comprehensive approach to 

safeguarding the rights and welfare of human subjects.

reaai

and (lil> rights and welfare of subjects are maintained in other ways as well.
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LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1838

TO: Legislative Liaison Officer -

.egislative Reference
FROM:

SUBJECT:

DEADLINE:
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EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.c. 20503

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

CC: 
✓E. Pelton 
«^K. Peroff
T.J. Glauthier

Keenan 
zavada 
Dorotinsky 
Henry 
Silas 
Palmieri

CIA - Tom Benjamin - (703)482-6126 - 258
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)456-6630 - 429
NSC - William H. Itoh - (202)395-3723 - 249
OSTP - Elisa Wynn - (202)456-6020 - 288
VA - Robert Coy - (202)273-6666 - -----

DEFENSE Proposed Testimony on Human Radiation 
Experimentation

RONALD K. PETERSON (for)
Assistant Director for Legislative

^A.
✓D.

✓G.

✓A.
J.

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.

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.

B. Damus
J. Klein
S. Neuwirth
C. Varney/P. Caplan
B. Burton
T. Thornton
J. Podesta
J. Morall, OIRA

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

X

3:00 P.M., Today, Monday, September 26, 1994

THIS TRANSMISSION CONTAINS / ^»PAGE(S) (total).



LRM #M-1838

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

:GISO'd 61O'°N 217:11 176.93 d3S

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

DEFENSE Proposed Testimony on Human Radiation 
Experimentation

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

 FAX RETURN of 
response sheet

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.



I ant Gordon K.

Soper,

Energy.

radiation experiments.

context

With the advent of the nuclear age and the following Cold War, this
back to the early iSOOs.

1
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Before I addrea the specific (piestioM you asked in your letter of August 12th, 1 would

like to provide you with some background information that will help put our answers into proper

The use of human volunteers in biomedical research program in the Armed Forces dates

Good Morning, Mr Chairman and Members of the Subcommittee.

th. wneipal Deputy in the Office of the Assistant to the Secretary of Defense for Atomic

• I am here to support your rwjnest of August 12th to conduct OVefflght hearings Oh Cold

War era human subject experifneuiation. My testimony -will focus on

OCT 2G ’ 0-4 10145

SEP.-25’94(FRII !? = 03

research began to indude human radiation «porim«.r Ther. has been Congressional oversight 

on Hus topic. For example, in 1972, Senator Edward Kennedy and Senntor Mike Gravel hold 

hearings into th. Department of Defense involvement in radiation experiments at the Unirwsity of

Cincinnati, and in 1986, Representative Edward Markey published a detailed report on 31

Govemmern-sponsored human radiation studies involving 695 individuals. In December of 1993, 

Secretary of Energy H».l OT«ry provided to the public some additional infortnation about the 

rc^imanfs oarticioatiOn in human radimioo «sp«im.ntan'on during the Cold War era.

rflGC.O0G

P. 002

DRAFT TESTIMONY FOR DR SOPER

FROM OOD LRG

SAIC

TO PCTCRCON

TEL: I "05 847 0890

Government's participation in human radiation experwMDianon ouiiu»

Secretary OTeary s statements are a reffecrion of rhe Clinton AdminitrndooV desire to govern in



a more open maimer

ecperisnemation

st rail

(1) Experimeuu on individuals involving intentional exposure to ionizing radiation

diagnosis and treatment methods, involving incidental exposures to icmztng radiauoo.

2

:QI

. m a further demonstration of a fUU accounting of the Owvnuaeofe PQ3t 

bistory in this area, President Clinton instructed the Federal Agencies to conduct a comprehensive 

search for all available records related to Government-sponsored human radiation

•cperimentation, followed by the full public release of the pertinent information in those records.

First, the Government-wide Interagency Working Group includes key representatives from 

the Departmont of Defense, the Department of Energy, the Central Intelligence Agency, the 

Department of Veterans AlWra, the Dcp.rtmem of Health and Human Services, the National 

Aeronautics and Space Administration, the Department of Justice, and the Office of Maoasement 

and Budget. This group is responsible for coordinating and overseeing Govemmenfs search 

for records of human radiation experimentation. The search suategy for this group is 

straightforward and all-inclusive. Radiation experiments are defined as those:

PACE.007

P. 003

SEP 2C ’04 10i4C

SEP. -2o 941FRI) 17 = 03

to rcTcnaoN

TEL: 1 70.3 847 0890

FROM OGD LRC

SAIC

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

In order to facilitate this systematic record aeareh and comprehensive review, the

President established two major activities: an interagency Working Gioup on Human lUdiation 

Experiments and the Independent Advuory Committee on Human Radiation Experiments.

FO’d 6T0’°N 817:11 176.92 d3S



FROM OSD-LRS

were

>1

f ethical and scientific

Clinton in January:

experiments and that exist today."

Thiwe

Aspifi appointed the Assistant to

3

SO’d 61O‘°N st?: TT 176.93 d3S :QI

two organizations are wortong very closely together and obviously will provide

that haa relevance for tba human use experiments that the Department conducts today

TO PETERSON

TEL: 1 703 84' 0890

ATS involving intentional environmental releases of radiation that (A)

health effects of ionmnB tadiatiott, or (B) were designed to test

Within the Department or Defense, we took further sreps w ensure that the Depaameet

was able to respond positively to the Presidents ohaflense- Ftrst, then Secretary of Defease, Les

the Secretary of Defense (Atomic Energy), Dr. Harold P Smith,

guidau&c

and in the future.

PAGE.008

P. 004

(2) Experixnci

designed to test human

the extent of human exposure to ionizing radiation

SEP 2G ’ 9^1 10:46 I

SEP.-23'94(FRII 17:03 SAIC

The .ooond activity is the Indepeodect Advisory Committee. It is an outside, 

independent group composed oremioent .««is.., physioim... legal experts and medical ethieists. 

Its purpose is to advise and guide the government on the larger quesuous o!

sandards of government sponsored or conducted reseMch which involved Ute imennond 

exposure to ionizing radiation. Spacifically, as stated in the Executive Order issued by President 

"The Advisory Committee shall consider whether (A) there was a clear 

medical or scientific purpose for the experiments; (B} appropriate medical follow-up was 

conducted; and (Q the experiment design and administration adequately met the ethical and 

scientific standards, mcludiog standards of informed consent, that prevailed at the time of the



Second, co focus the Departnwnt’s
Jr. as the Department’s focal point for this important initiative.

’’err on the side of

induaion" wl

i. First, we want

Third, all due

care is to be exercised to preserve recoi

radiation experiments.

4

176.93 d3S90'd 6T0’ °N 617: TT = 01

analyzini

human subject participation in i adiation experiments.

In concert with these principles, the Department’s approach to fully respond to thia

M two phMM. PtaM I lt« “d f‘'cus£c P" a* of DoD

s« up . command center structure, initially led by • Has Officer and now led by a 

,« Civilun, that serves as the central repository for all documents retrieved

aa . «ul, of our record search. The command center is »Uo responsible for review^ and

,g dorwncots found dories th. search and for responding to public inquiries related to

We also established guidelines to allow for the 

fccated during the record search.

TO PETERSON

TEL:! ‘03 847 0890

FROM OSD-LRS

SAIC
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P.005
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SEP. 23' 94IFRII 17:04

efforts,

Senior Executive Servh

Third, DoD established strict records review procedures for all DoD componeuu to 

eosufo a comprehensive record search. Wrthin these procedures, the need to

indurion" when sewhing for records was emphasized to assure the public that the Government 

ww being open and forthcoming on this issue.

expeditious declassification of du cements

Five simple and straightfo^ard principles guide the Departmenfs eSbra. 

the search to be thorough-
Second, the search will be done as quickly as possible.

,rds related to human radiation experiments. Fourth, the 

integrity of dre process mu« be preserved to insu« that it retains its credibility in the long t«m. 

rath, the process must tesult in open accounting of th. Departmenfs past action in human



the archives or

description

for records and Information Gom the Indcpeudcnt Advisory Committee. The Department has

prow

Tbc record «~rch hae ton a n»«ive ondenakiog and is sill in prosreaa. 1< is truly a box-

>1

Mimonri; Nav;

Brooks Air Farce Base, Texas and Wright-

Now I would like to address your specific questions First, concerning DoD sponsored

3

20'd 6T0’ON 617= IT 176.93 d3S :QI

Hundreds of people throughout DoD have been involved in this

Some of the locations where recorda have been

records on th. devetopneot of ethies polrciea since 1944; and policy dlrecrives related to the 

establishment ud operation of pertinent research and development bodies , and otter data.

Patterson Air Force B«e, Ohio. Sine January, we tew spent approximately dS.OOC man horns 

on this process, we are making progress, but we still have a long way to go.

TO rCTCRaON

Tn.: 1 703 847 0890

GCr 2C ’34 10r47

SEP.-23*94(FRI) 17:04

ided information related to Departmental Wormed consent procedures since tte mid.l940’5;

Monroe, Virginia; and Armstrong Laboratory,

PAGE.010

P. 006

.oeedns dr. records, tte Depanment has also focused its efforts to respond to re<tne«s

organisations that conducted or sponsored human redrawn experiments, together with identliyiog 

records center where records concerning such experiments are stored and a

ipnof the process by which the search was conducted, phase 11 is still in progress and

dwd. with Ideet^n, «ch human radiation experiment, providing details of the expenment and

rnor-l OGD I.RC

SAIC

by-bux, page-by-page wud^vor

research task expending considerable effort,

located include: National A/chtves, Washington, D.C. and Suitland. Maryland; Washiiigcou

National Records Center. Suitland, Maryland; Federal Personnel Records Center, St. Corns,

al Medical Research Institute, Bethesda, Maryland; Naval Hospital, San Diego, 

cdifomlN Dugway Provine nround, Utah: the Army Traming and Doctrine Command, Fort



i" and ’The

i Phase n of the

coni
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from «wh category: Th«rapeutic/diAgnn.«ic studies include ’The Use of Radioisotopes in

Diagnostic Hematologic Proceduica (Simultaneous Cr-5l and Fe-59 Smdies)1

Significance of Positive Ipsilateral Nodes in Resections of Lung"; intentional atmospheric

releases include "The Green Run Test” conducted in Washington and radiological warftre tests 

conducted at Dugway Proving Grounds, Utah from 1949-1952; total body irradiation research

In luul, apprwdmatdy 2,000 human radiation experiments with over 52,000 participants 

were conducted or sponsored by DoD. Moat of the experiment, identified to date fall into the 

tharapeutic/diagnostic or tracer study categories where radioactive materials were used to os^t 

the experimentation, but effects of the Irradiation were not a part of the research

record search is continuing and is expected to be complete by Apnl of 1995. As a result of this 

itinued intensive search, more experiments may be identified io the future.

TO CCTERGON

TEL] 70S M7 0890

GCP 2C ’04 10i4O

SEP. -25'94(TRI) l?:05
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PROM OCD LRG

SAIC

includes the "Metabolic Changes in Humans Following Total Body Irradiation" expenments

conducted at the Univerrity of Cincinnati and "Systemic and Clinical Effects Induced in 263 

Cancer Patients by Whole-Body X-Inadiauon with Nominal Air Dos*, of K tn 200 Rads"; and 

tracer studies include "The Total Exchangeable Potassium and Chloride and Total Body Water m 

Healthy Men of Varying Water and Fat Content" and "Assessment of Platelet Function in Patients 

with Coronary Artery Disease."

80‘d 6T0'°N OS:Tl 176.93 d3S

programs involving human subject ionizing radiation experiments during the 1950., 1960a

1970s, the Department has categorized these experiments into four categories:

therapeutiG/diagnostic, intentional atmospheric releases, total body irradiation, and tracer studies.

To give yon the flavor of what I am talking about, the following are examples of experiments
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subject's age and the type, duraUun and frequency of axposure.

come to the command center by several means; the Radiation

icnts National Helpline referrals from other agencies, CoDgressiomd referrals, White

To date the command eerier has been in contact w»th more

You have also •nqwed about tbs efforts DoD has made to provide medial care or

7

60‘d 6T0‘°N OSUl t76s9S d3S :QI

I win now address your question concerning the potential efltew uf these ionizing

radiation operimeots upon humSB subjects. This is a key focus of the investigation of both the 

Independent Advisory Committee and the Department of Defense. Since its creation m February

I, the DoD command center has been compiling infonnation about human radiation

L« me now respond to your question about what efforts DoD has made to notify th. 

subjects of these eaperitnents. As I mentioned earlier, one of the respousibiiitia of the DoD 

command center is to respond to public inquiries related to human subjects participation tn

Responses to those questions are

radiation experiments.

compensation initiatives.

contact or are referred to the command center and come under DoO's purview. This

questionnaire includes a section concern^ medical probleu* experienced by these mdividuak

helping to determine individuals who may have been affected by

. This information will ultimately be helpful in any notification and

Determining the potential effect of exposure to ionizing radiation will

have co be done on a cew-by-care h-sif. Many factors will influence the answer, such as the

sen CO ’04 10:40

SEP. 25'94IPRI) 17:05

TO OETCRGON

TEL I ‘05 847 0890

ittdUtion experiments. Inquiries

Experimi

House referrals, or direct contact.

than 4,000 individuals

PAGC.010

P.008

1994.
experimentation. A detailed questionnaire has been developed and distributed to all individuals 

who



with the mean" to investigate and evaluate each case.

identified as

I

Furthermore, the prow

governed by Public Law 97-72,

duty to i<

8

176.93 d3S :aiOT'd 6l0-0N T£:IT

in connection with each

lation of Hiroshima

participating in the U S atmospheric nuclear testing program.

DoD personnel have been identified as palpating in th« oo .

6„ y^rs average of 2,000 oew prog^o p^Mpuu b." b«- « "*

NTPRhas been in contact with more than 70,000 Individuals.
Over the last

program annually. To date

identify individuals who participated in U.

post-war orxupatroo of Keoshtaa and NagasaW, Japan. This program provides the Department

Over 20$,000 individuals have been

l Another 195,000

ruparion of Hiroshima and Nagasaki.

SEP 26 ’ 9/| 10r/|g

' SEP -25'941FRI) IMS

previous problems related co

Nodur Test Personnel Review (NTPR) ««b 1’7<” “

S. atmospheric nuclear testing of participated in the

TO PETERSON

TEL:! 705 847 0890

PAGE.013

P. 009
FROM OSD-LRS

SAIC

compensation fbr the subjects ornsu. expertaems On tM. issue. o» of the prime 

responsibilities of the Indep'

1981

home care and limited outpatient services to

ision of medical care as a result of exposure to iomzing radiation is 

, the “Veterans' Health Care and Small Business Loan Act of

Which authorized the Department of vmenm. Affairs to provide hospital and nursing 

"veterans who were expoaed while Bering on active

ionizing ndlation from the detonation of a nuclear device

veterao's participation in the test of such a device, or with the American occur

endent Advisoty Committee is to provide reeommeedmione on th.

f0r tb. Government to compensate and/or provide medied «»to partcipants in buman 

radiation experiments. At this time I believe it is premature to discuss any remedy the 

Govmnmen. should apply in this matter until our resesreh is compieted and their report and 

recommeudations bunted. However, as an example of the Department's response to

ionimg radiatiou exposure, ibe Department do« oversee the



and Nagasaki during rbe perioa Beginning September 11

condis™ <b« «= found by the Depattnteut of Veteran, Affaire to have resuhed #«. otbe.
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Good Morning, Mr. Chairman and Members of the Subcommittee. I am Gordon K

Soper, the Principal Deputy in the Office of the Assistant to the Secretary of Defense for Atomic

Energy. I am here to support your request of August 12th to conduct oversight hearings on Cold

War era human subject experimentation. My testimony will focus on radiation experiments.

Before I address the specific questions you asked in your letter of August 12th, I would 

like to provide you with some background infoimation that will help put our answers into proper 

context The use of human volunteers in biomedical research programs in the Armed Forces dates 

back to the early 1800s. With the advent of the nuclear age and the following Cold War, this 

research began to include human radiation experiments. There has been Congressional oversight 

on this topic. For example, in 1972, Senator Edward Kennedy and Senator Mike Gravel held 

hearings into the Department of Defense involvement in radiation experiments at the University of

Cincinnati, and in 1986, Representative Edward Markey published a detailed report on 31

Government-sponsored human radiation studies involving 695 individuals. In December of 1993,

Secretary of Energy Hazel O'Leary provided to the public some previously undisclosed 

information about the Government’s participation in human radiation experimentation during the

Cold War era. Secretary O'Leary's statements are a reflection of the Clinton Administration's 

»

1
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desire to govern in a more open manner. In a further demonstration of a full accounting of the

Government's past history in this area. President Clinton instructed the Federal Agencies to 

conduct a comprehensive search for all available records related to Government-sponsored human 

radiation experimentation, followed by the full public release of the pertinent information in those 

records.

In order to facilitate this systematic record search and comprehensive review, the

President established two major activities: an Interagency Working Group on Human Radiation

Experiments and the White House Advisory Committee on Human Radiation Experiments.

First, the Government-wide Interagency Working Group includes key representatives from 

the Department of Defense, the Department of Energy, the Central Intelligence Agency, the

Department of Veterans Affairs, the Department of Health and Human Services, the National

Aeronautics and Space Administration, the Department of Justice, and the Office of Management

straightforward and all-inclusive. Radiation experiments are defined as those:

Experiments on individuals involving intentional exposure to inniring radiation.(1)

This category does not indude common and routine clinical practices, such as established

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

2

and Budget. This group is responsible for coordinating and overseeing the Government's search 
\ •

for records of human radiation expenmentation. The search strategy for this group is 

703 695 0476 P.03/12
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Experiments involving intentional environmental releases of radiation that (A) were(2)

designed to test human health effects of ionizing radiation; or (B) were designed to test

the extent of human exposure to ionizing radiation.

The second activity is the tVhfte-fWse Advisory Committee. It is an outside.

independent group composed of eminent scientists, physicians, legal experts and medical ethidsts.

Its purpose is to advise and guide the government on the larger questions of ethical and scientific 

standards of government sponsored or conducted research which involved the intentional 

exposure to ionizing radiation. Specifically, as stated in the Executive Order issued by President

Clinton in January: "The Advisory Committee shall consider whether (A) there was a clear 

medical or scientific purpose for the experiments; (B) appropriate medical follow-up was 

conducted; and (C) the experiments' design and administration adequately met the ethical and 

scientific standards, including standards of informed consent, that prevailed at the time of the 

experiments and that exist today."

These two organizations are working very closely together and obviously will provide 

guidance that has relevance for the human use experiments that the Department conducts today 

and in the future.

Within the Department of Defense, we took further steps to ensure that the Department 

was able to respond positively to the President's challenge. First, then Secretary of Defense, Les

Aspin appointed the Assistant to the Secretary of Defense (Atomic Energy), Dr. Harold P. Smith,

3
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Jr. as the Departments focal point for this important initiative. Second, to focus the Department's 

Senior Executive Service civilian, that serves as the central repository for all documents retrieved 

as a result of our record search. The command center is also responsible for reviewing and 

analyzing documents found during the search and for responding to public inquiries related to 

human subject participation in radiation experiments.

Third, DoD established strict records review procedures for all DoD components to 

was being open and forthcoming on this issue. We also established guidelines to allow for the 

expeditious declassification of documents located during the record search.

Five simple and straightforward principles guide the Department's efforts. First, we want 

the search to be thorough. Second, the search will be done as quickly as possible. Third, all due 

care is to be exercised to preserve records related to human radiation experiments. Fourth, the 

integrity of the process must be preserved to insure that it retains its credibility in the long term.

Fifth, the process must result in open accounting of the Department’s past action in human 

radiation experiments.

In concert with these principles, the Department's approach to fully respond to this issue 

has two phases. Phase I has been completed and focused on the identification of DoD

4

ensure a romprehenrive record search. Within these procedures, the need to "err on the side of 

inclusion” when searching for records was emphasized to assure the public that the Government 

efforts, we set up a command center structure, initially led by a Flag Officer and now led by a

703 695 0476 P.05/12
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dzauons that conducted or sponsored human radiation experiments, together with identifying

provided information related to Departmental informed consent procedures since the mid-1940's;

The record search has been a massive undertaking and is still in progress. It is truly a box- 

by-box, page-by-page endeavor. Hundreds of people throughout DoD have been involved in this

Now I would like to address your specific questions. First, concerning DoD sponsored 

5

research task expending considerable effort. Some of the locations where records have been 

located include; National Archives, Washington, D.C. and Suitland, Maryland; Washington

National Records Center, Suitland, Maryland; Federal Personnel Records Center, St. Louis, 

Missouri; Naval Medical Research Institute, Bethesda, Maryland; Naval Hospital, San Diego,

California; Dugway Proving Ground, Utah; the Army Training and Doctrine Command, Fort 

Monroe, Virginia; and Armstrong Laboratory, Brooks Air Force Base, Texas and Wright-

Patterson Air Force Base, Ohio. Since January, we have spent approximately 65,000 man hours 

on this process; we are making progress, but we still have a long way to go.

records on the development of ethics policies since 1944; and policy directives related to the

ActaHtehrnent and operation of pertinent research and development bodies; and other data.

orgamzal-----------

the archives or records center where records concerning such experiments are stored and a 

description of the process by which the search was conducted. Phase H is still in progress and 

deals with identifying each human radiation experiment, providing details of the experiment and 

luting the relevant records. The Department has also focused its efforts to respond to requests 

for records and information ftom the White House Advisory Committee. The Department has 

703 695 0476 P.06/12
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conducted at Dugway Proving Grounds, Utah from 1949-1952; total body irradiation research 

inchides the "Metabolic Changes in Humans Following Total Body Irradiation'' experiments 

conducted at the University of Cincinnati and "Systemic and Clinical Effects Induced in 263

Cancer Patients by Whole-Body X-Irradiation with Nominal Air Doses of 15 to 200 Rads"; and 

tracer studies include "The Total Exchangeable Potassium and Chloride and Total Body Water in

Healthy Men of Varying Water and Fat Content" and "The Evaluation of Pancreatic Exocrine

Function and Intestinal Absorption with Radioactive Fat"

In total, approximately 2,000 human radiation experiments with over 52,000 participants 

were conducted or sponsored by DoD. Most of the experiments identified to date fell into the 

continued intensive search, more experiments may be identified in the future.

6

Diagnostic Hematologic Procedures (Simultaneous Cr-51 and Fe-59 Studies)" and "The

Significance of Positive Ipsilateral Nodes in Resections of Lung"; intentional atmospheric 

releases include "The Green Run Test" conducted in Washington and radiological warfare tests 

programs involving human subject ionizing radiation experiments during the 1950s, 1960s and

1970s, the Department has categorized these experiments into four categories:

therapeutic/diagnostic, intentional atmospheric releases, total body irradiation, and tracer studies.

To give you the flavor of what I am talking about, the following are examples of experiments 

from each category: Therapeutic/diagnostic studies include "The Use of Radioisotopes in

therapeutic/diagnostic or tracer study categories where radioactive materials were used to assist 

the experimentation, but effects of the irradiation were not a part of the research Phase H of the 

record search is continuing and is expected to be complete by April of 1995. As a result of this 

703 695 0476 P.07/12
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I will now address your question concerning the potential effects of these ionizing 

radiation experiments upon human subjects. This is a key focus of the investigation of both the

A detailed questionnaire has been developed and distributed to all individuals

who contact or are referred to the command center and come under DoD’s purview. This 

radiation experiments. This infonnation will ultimately be helpful in any notification and 

compensation initiatives Determining the potential effect of exposure to ionizing radiation will 

than 4,000 individuals.

You have also enquired about the efforts DoD has made to provide medical care or 

7

questionnaire includes a section concerning medical problems experienced by these individuals.

Responses to these questions are helping to determine individuals who may have been affected by 

White House Advisory Committee and the Department of Defense. Since its creation in Fdsruaxy

1994, the DoD command center has been compiling infonnation about human radiation

have to be done on a case-by-case basis. Many factors will influence the answer, such as the 

subject's age and the type, duration and frequency of exposure.

Let me now respond to your question about what efforts DoD has made to notify the 

subjects of these experiments. As I mentioned earlier, one of the responsibilities of the DoD 

command center is to respond to public inquiries related to human subjects participation in 

radiation experiments. Inquiries come to the command center by several means; the Radiation 

Fvpprimers National Helpline, referrals from other agencies. Congressional referrals. White

House referrals, or direct contact. To date the command center has been in contact with more 

703 695 0476 P.08/12
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previous problems related to ionizing radiation exposure, the Department does oversee the

Nudear Test Personnel Review (NTPR) program, which was established in the late 1970s to 

8

Over the last five years an average of 2,000 new program participants have been added to the 

program annually. To date NTPR has been in contact with more than 70,000 individuals.

compensation for the subjects of these experiments. On this issue, one of the prime

responsibilities of the White House Advisoiy Committee is to provide recommendations on the 

need for the Government to compensate and/or provide medical care to participants in human 

rediafinn experiments. At this time I believe it is premature to discuss any remedy the

Government should apply in this matter until our research is completed and their report and

recommendations are evaluated. However, as an example of the Department’s response to 

703 695 0476 P.09/12

Furthermore, the provision of medical care as a result of exposure to ionizing radiation is 

governed by Public Law 97-72, the "Veterans' Health Care and Small Business Loan Act of

1981," which authorized the Department of Veterans Affairs to provide hospital and nursing 

home care and limited outpatient services to "veterans who were exposed while serving on active 

duty to innizinp radiation from the detonation of a nuclear device in connection with each

veteran's participation in the test of such a device, or with the American occupation of Hiroshima 

identify individuals who participated in U. S. atmospheric nuclear testing or participated in the 

post-war occupation of Hiroshima and Nagasaki, Japan. This program provides the Department 

with the means to investigate and evaluate each case. Over 205,000 individuals have been

identified as participating in the U.S. atmospheric nuclear testing program Another 195,000

DoD personnel have been identified as participating in the occupation of Hiroshima and Nagasaki.
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and Nagasakx during the period beginning Sepamta 11,1945 and ending July 1, IMS.' This 

that are found by the Department of Veterans Affairs to have resulted fiotn other than

the exposure to ionizing radiation.

As you are aware, Congress has not passed legislation to direct the Government to 

experiment subjects, including HR 4292, "Radraiion Experimentation

As concerns your question regarding informed consent, formal DoD policy for the

informed consent, minimization of

9

standards, based on guidelines from the Nuremberg Code, for 

risk of ham to subjects, and other matters.

protection of human subjects in research dates back to at least 1953. At that time a TOP

SECRET Memorandum was sent to the Secretaries of the Services from Secretary of Defense 

C.E. Wilson, titled "Use of Human Volunteers in Experimental Research". This memorandum 

authorized the voluntary participation of military personnel and civilian employees in DoD

conducted research for atomic, biological and chemical warfare defense and established specific

law provides for medical care related to radiogenic diseases, but does not authorize care for

703 695 0476 P.10/12

provide compensation or medical services to the subjects of human radiation experiments. 

Several bills are currently before Congress related to compensation and medical care for radiation

Victims Act of 1994"

introduced by Representative Edward Markey; HR 3743 "Radiation Experimentation

Compensation Act of 1994" introduced by Representative Martin Frost. Congress, in concert 

with the Executive branch, will need to examine and determine the need to establish specific 

compensation and medical care programs for individual participants in radiation experiments.
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Over the years, more detailed procedures have been established, including incorporation in 

standards. I will be happy to answer any questions you might have on this issue.

10

In closing, I would like to reemphasize that the Department of Defense is committed to a 

full accounting in this matter and is equally committed to ensuring that any experiments involving 

subjects are conducted in accordance with established protocob and the highest ethical

1991 of the 1974 Department of Health and Human Services regulations for the Protection of 

human subjects, 45 Code of Federal Regulation (CFR) Part 46.

Today, DoD-sponsored research is governed by the so-called "Common Rule" the

Federal Policy for the Protection of Human Subjects-which is part of DoD regulations at Title

32, CFR, Part 219. A copy of this regulation is attached to my statement. DoD is a full partner in 

703 695 0476 P.11/12

the govemmeni's commitment to this standard and has further defined its human use regulation m 

DoD Directive 3216.2, "Protection of Human Subjects in DoD Supported Research," January 7,

1983 and Department of Defense Guidance for Assurance of Compliance with the Federal Policy 

for the Protection of Human Subjects, June 10,1993.
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Phil Caplan, White House 
Tara O'Toole, DOE

I am now scheduled to support testimony before Rep Conyers next 
Wednesday. My job is to tell the Radiation Experiments story. I’ve 
attached my DRAFT testimony and I'd appreciate your critical review. 
There is some urgency since we gotta get this through the formal 
review process soon--like today!

Gordon K. Soper
Principal Deputy

Assistant to the Secretary of Defense (Atomic Energy) 
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Dear Madam S1cr111ry: 
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A• Chairman of the Subcommittee on lnv .. tlgltlona ■nd OVerllght, I have 
follow.d clolely lnt l'rUkSent'a tnrt11Uve to relea• Information on 1h• Ftdetal 
Government'• eupport for experlmentl Involving the upoaure of human b1lng1 to 
radloectlv• matartala. I ■m wrlttng to 11ek your 11111tanc1 In le1mln9 more about 
certain tuta ducrlbed In th• encloaMI copy of an er11ola publlahed In th• Baton Ro"I• 
Sund1y Advoutt. Orlgln1lly pubfllhad In th• 8olt0n Olob,, It datalll the UM of 
r1dlo1odve matarlall In padenta at ln• Charity Ho1ptial of New Orteena during tt'le late 
19401 Ind •rly 11601. 

Wt1h the ... 11t1no1 of it,1 National Library of Medicine, the Subcommittee waa 
able to loc1m ■ number of aolentfflo publloatlone �om 1h• doctore named In thla 
1rtlcl1: Dr. GeorQ1 E. luroh, Dr. c. Thorpe Ray end Dr. Samuel Threafoot. Th, .. 
publlcatlona lndlcaia lhlt IUDport for thll Work WII provided by the Publlc HNlth 
S1rvlo1, ap1clftc1lly through "Grant No. H-143• and, In on, lnatanoe, a grant from the 
Nnon11 H11rt lnatltut8 <••• Burch, ft,,., •The Urlnery Excrltlon and Blologlc Decay 
Period■ of Radlomerevry Labeling A Merourto Dluretlo In Normal and 01a .... d Man,• 
Journ,t of Cllnlcal lnvutfg•tlon, v. 29, Sept. 1860, p. 1131 ). Capita of the 
publlcallon1 are Included tor vour lntormauon.

I wlll hold I tleld h11rtn11·1n.Nt,w .Orl•an•. Laulllana. on 1h11 IDIIOdl on July a.
1884, I b•N•v• die Information ·olttd ·1bavt ol11rly lhowa that reoorda of the work 
conductad at Tulane can be found In th• fliei of your Department. Therefore, I Invite 
you or your dulgn• ta i.ttenct i'r\d!�'.� 1h11 haarlng. 8h0uld you be unable to 
■ttand, I r•quut 1hat you be r: pr•,')�d by your primary 11111t1nt for thl1 lnlt11Uv1,
�r. Donald H1nd1raon, A .. tatint Seoratarv for Hea_lth (Science). 71
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Your tu11monv lhould d.ouu, and you lhould b• prap1Nd to re1pond to 
quatlone conoemtno, 111• followlng 1aau .. : 

o How 11 1h1 Department p1r1lclpltlno In the lnt•l'llgency
Working Gtoup on Human Radiation Experlmlnta to fulflD
the Pre1ld1"t' 11natructton1 to make 1v1ll1ble to th• publle
an Gavemment reoord1 pertaining to 1xpertment1 funded by
the Federal Govtrnmant that expoHCI human 1ubJ1cu to
radloacdv• mattr1111?

o How ta U\1 Dlparunant ICSen,nytng anct prooeulng racorda
In lta fllel that relate to th•• uoerlment1?

I am ooncM\ed by raoent repo,11 In the Journal N•ture (Aprll 28, 1114, p. 781) 
Ind In the Waehlngton /lolt (MIY 20, 1994, p, A23) that lnclOI\I th• Dapanment 
m■y not ba p1nlotpaUng fully In m11 effort. The ltr'ltlgy for loce11na and retrf1vlng 
relevant documentl, u deaorlbtd by the Po,r, la deficient If we are to davalop a 
complete underetandlng of the tun range of Oov1mment aotfvtUe, In thl1 area. Your 
�•tlmony ahould foou• on how tht Department wlll ooff1tlY wld'I bolh the lettwr and 
tho aplrlt of the Pr11ld1nr1 directive to make thla Information r11ll1ble to the publlo, 

0 u,rna thll OIJI II an IXlfflOII, pl1111 duerlba how th• 
Department rea,onc1'1 to requem for Information and 
aul11anoe In finding Information on p■r1culat cuea where 
hymena were e,cpoled to radiation. 

0 What procea Cid 1M Publlo Health Service UII to 
determine which lnntutlon• received grant ■uppart for 
r1-roh ullng radlo1Gdv1 m1t1rl1l1? 

o What 'tYPM of review cllcl t,1 Public Health 81rvlce oonduot
when deciding whd'ler to provide grant 1upport to
,....,ota•• fOr ,. ... rot, ullng radloac:Uve ma1trtal17 

o Did revl1w1 oonduc:ted by 1111 PubUo Health Service Include
con1ld1rat101\ of th• tNNraher'• ablllty to obtain th•
"Informed oonNnt" of human eub)eota ti\1t might be
expoud 1D rldloao11ve materlala In the oour■e of r1uaroh
f\Jndld l)y lhe grant?

o Do .. the PubUo Haith hrvlc1. In fundlna , ... arch actfvitl•• today,
a11ur1 that re111rcher1 obtain the "Informed con11nt• of thoH
p■ntolpatlng •• eubJtata of 1,cperlmenu Involving radloaotlva maarlal17
Are it,e .. revl11d prooedur .. 1daquat1 to 1ddr1u th• probllma notad In
prot801lnQ tht partlolpanta In ,artier ■xptrlmtnta u1lng redlo■oUv•
fflltllrl■la?
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o What reaponllblllty fellt on th1 Publlo Hulth S.rvlce to
review ethlcal l11uu ralNCI by the oholce of p1a,tclp1n1a In
the ,....rch that It funda? How do• th• lervlo• enaun
Ni Mleotlon of parttclpantl fda whhln lthlcll llmltl?
How h•• ihe axerGlae of thl• rNponllblllty changed ovar
tlrM?

o How hu the conoem tor lht protection of human aubJecta
bNn d111t with In th• hlatory of the Pub lie Health 9ervlaa 'I
Your ruponae to ihl• quu11on ahould dlacua
lmplemencadon of ih• ■o-ca119d ·Nuremburg• and •Helllnkl
Codu• incl th• atapa taken to lmplarnant relevant
recommenda11ona of 'the ltreeld1nr1 Comml11lon for the
Study of ethical Prcblean1 In Medloln1 and llom1dlcal ■nd
Behavioral RNNl'Ch.

o Th• Department partlclp■tad In the lnwragen;y effort that
led io promulgation of the ao-called •Common Rl,dt• on

human 1UbJeot1 protk11on In 1111. Under th­
regulatlon■, what ruponalblll1Y f1ll1 upon Federal agenotaa
funding rNMtCh wi1h human aubJtetl to en.ur1 that the
requlrementa Df aurrent rwgul11lon1 far u,1 prot.aCllon Of
human 1ubJ1cta have been met? With 1h111 prooedure1,
can u,, Publlo HNtth Strvlct IUUl'I that human 1ubjectl
wlll f\Ot be 1,cpoNd to unw■rtentld do•• of radiation?

o What tNponalbRlty doea the Federal Oovemment now have
for the patient.a that we,.. expoHd In thu• um? 11 tne
Public Health hrvlce UIIIUng In efforta to ld1Mlfy and
••lilt partlafpanu In thll call? Are thl 111PI to date
undartakan by the Federal CJovemment adequate to Identify
th .. , p1t11nt1 1nd addrua their ne1d1?

Aa Plrt of the prep1rat1on1 for thl1 hearing, the 8ubcommftt1• r1aulre1 the 
Dep1nment'1 1ull1:lnC1 In 1he followlng .,...,: 

o Obt1lnlna au reoorda related to Grant Number H-143 l1au1d
by 111• llubllu Heald, lervtc, to Dr. G■org1 E. Burch Of n11
ooll1agu11 it Tul1n1 UnlvereltY;

o Otnalnlng 111 record• of communlc111ona In any fom,
betwMft t"- Publto Health Servle. wt1h Dr, luroh and hie
coneeau11, pertfcullrly thoae progrNI reports flied In
cqnformanoe wfV1 lhe wrm• of Brant Number H-14a;

.. : WVS(:OLl Y8•£ -9 LiOL JllG0�8111XOJIX:A81N3S 
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o Obtaining record■ of the DeD1rtm,nt and lta aublldlarv
orQanlzetlona that deacrlbt tfforta to eltlbllah 1nd enforce
protN11on1 for human aubJeot1 In experlmenta fund•d lty
contracta, grantl, or other flnancl■I or In-kind mean, of
eupport provided by Uta Department.

You ahould coordinate your 1otlvltl1a wl1h Jam• Paul of the Subcommittee 
avff, who aan be fNOhed It C202) 22&-aeaa. AttaohH for your Information •r• the 
guld1Rn11 for wltne111a teltlfylng b1fore 1h1 Subcommittee. I would Ilk• to take this 
opp0nun11Y 1G recognize Ma. Krta11n KINr and Ma. S18ptllnll Niemie In the DMalon 
of Llal1lalivt Analyala at the Na11onal lnltttutea of H1111h, and Me. Ev• Marie Lacroix 
and M1. Sally Burke of th, National Ubrary of Medicine. All have been Invaluable In 
1MIIHlng the 8uboonmlttll1 by loa1tln11 1h• 1orentlflo pubUoatlona relevant to thl1 
CIII, 

I applaud the Prelldantra ,non to 010• the gape In 1ht r,1aiortc11 record and to 
· r■l11 Important Queltlona about 1he Government's reletlanahls, with tta oltlz1n1. I trust

the Department and 11'1• Suboornrnlttae wtll cooperate clo .. ly In bulldlng • public
record on thla perdowler MM,

Enoloaur• 

.. 

Slnarely, 

lrman 
a1tlon1 

: WV9L:OL! ,e-� -8 !· L�OL JIJQO�e,,1 XOJIX:AS lN�S 
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INFORMATION ON HEARING PROC
appearing before the

SUBCOMMITTEE ON INVESTIGATIONS AND OVERSIGHT 
COMMITTEE ON SCIENCE, SPACE, AND TECHNOLOGY

I
i

Key points of your written statement should be summarized in a five minute oral presentation; 
this will allow time for questions and answers following presentations by you and the other 
witnesses. It is customary for the Subcommittee on Investigations and Oversight to swear in all 
witnesses which appear before it in public hearings.

Under Committee rules, hearing proceedings are printed strictly in verbatim fonn, so that only 
typographical and transcriptional errors may be edited in the transcript. AU other ooneotions 
»insertions or deletions of words and phrases for clarity of meaning or for other purposes >- 
must be requested in writing (in letter fonn) by the witness, and these corrections may then only 
be Included as an appendix to the verbatim proceedings. We will provide additional 
information on these matters when the hearing transcript is mailed to you for editing.

Your written sUtement may be of any length and will be made part of the printed record. To 
give Members and staff adequate time to review your testimony before the bearing, we request 
that you provide us with SOcooIm of your prepared statement Tthoura before the bearing (July 
3, 1994) U); Shirley Watson, Subcommittee on Investigations and Ovanlght, Room &22, 

O’Neill House Office Building, Washington, D.C. 20515. In addition, 75 cental of vour
. . . ... ~-gd at least 30jt^QQQE^_fo£_diAtrihuiifiLJQJdi&-piEillg_ficd

minutes before the hmriny it the haaring tacatinm the Charity Hmmltal in Naw Orleans. 
Your statement may Include supplemental materials for inclusion in the hearing record. Should 
you need audio-visual equipment for your presentation; please let the staff know in advance. 
We encourage you to transmit your testimony by electronic mall to the Committee address: 
HOUSESST©HR.HOUSE.GOV. Alternatively, you may provide your testimony on a 3.5* or 
5.25" floppy disc in:
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IAugust 26, 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1745

TO: Legislative Liaison Officer - f

i

FROM:

!
SUBJECT:

DEADLINE: 2:00 F.M • f

THIS TRANSMISSION CONTAINS page(s) (total).

i

HHS Proposed Testimony on Human Radiation 
Experimentation

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.c. 20503

I

NSC - William H. Itoh
OSTP - Resells D'Allessandro
VA - Robert Coy - (202)273-6666 - 2

i

TODAY, FRIDAY, August 26, 1994

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

RONALD K. PETERSON (for) r\ • I
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.

08/26/94

>

CIA - Tom Benjamin - (703)482-6126 - 258
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)456-6630 - 429 

"ill!  -- li - (202)395-3723 - 249
(202)456-6014 - 288

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

COMMENTS: Please note that, as hhs will present this statement 
on Monday, August 29th, this office must clear it today; if 
you do not respond by the deadline, we will assume that your 
agency has no comment. HHS advises that the Departments of 
Defense and Veterans Affairs may also testify at this hearing; 
at this time, we are attempting to confirm this. If Defense 
and VA plan to testify on Monday, we will ask that they submit 
their statements for review and clearance and will forward the 
statements to you as soon as we receive them.

i
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Page 2
LRM #M-1745

I
cc:
E. Pelton
K. Peroff
T.J. Glauthier
D. Zavada
B. Dorotinsky
G. Henry
A. Silas
J. Palmieri
B. Damns
J. Klein
S. Neuwirth
C. Varney/P. Caplan
B. Burton
T. Thornton
J. Podesta
J. Morall, OIRA

I
!
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LRM #M-1745

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

FROM: (Date)

 (Name)

 (Agency)

i  (Telephone)j

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

i

HHS Proposed Testimony on Human Radiation 
Experimentation

i

i

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.

\

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

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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Control and Prevention (CDC).
!

accepted medical treatment in the past.

military personnel. The goal of the treatment was to reduce

After a local anesthetic was applied, the

applicators were inserted through each nostril, placed near the

Medical research on the treatment

Its use

was reported in Birmingham Alabama, Baltimore Maryland, Boston

1

I am Dr. James Smith, Chief of the Radiation Studies Branch,

National Cantor for Environmental Health, Centers £ox Disease

gdc has recently compiled current and historical literature 

relating to nasopharyngeal radium irradiation, which was an

The typical treatment was

performed using two radium applicators, each containing 50 mg. of 

radioactive radium.

CDC is pleased to have this

opportunity to discuss the potential health effects Of 

nasopharyngeal radium irradiation treatments and the possibility 

of undertaking new studies.

opening of the eustachian Cube, and left in place for 

appx'oximately 10 minutes.

began in the isiOs, following publication of several reports in 

the late 1930s and early 19403 nasopharyngeal radium irradiation 

became fairly widely used in the civilian population.

005
838556814

Most of the reports in 

the medical literature were about its use in children and

swelling of enlarged lymphoid 'tissue in tha nasopharynx, which 

was thought to causa various problems including conductive 
/ 

hearing loss and aerotitis media1.

08/26/94 10:36 OMB/LRD/RDI
SENT SYiXerox Telecopier 7021 i B-26-84 i 8:10AM I

1 Aarotitis media; a group of symptoms produced by the 
difference between the atmospheric pressure of the environment 
and tha air pressure in the middle ear.



discontinued, during the 19603 due to concern among physicians

/ ••

Military use of nasopharynpeal rudium Irradiation treatment began
i

s

2

I

•. t

ear drum),

in World War II, due to the sudden increase i$ military activity, 

fierotitis media rapidly became a problem for both the hrmy Air

Forces and Navy submarine craws, causing large numbers of divers 

and flyers to miee missions. Military physicians believed

acrotitis was caused by enlarged lymphoid tissue blocking the 

eustachian tube and preventing equalisation of pressure during 

descent, leading to thts uumplicatione of aerotloiB (pain, fluid 

in the middle ear, bleeding, and rupture of the drum). Because 

radium uxeatmeatu wluank the lymphoid tiBeue, it was thought to 

. be an appropriate treatment for this condition. Flyers with

. *«'* •

006
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08/26/94 10:36 OMB/LRD/RDI
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Massachusetts, Detroit Michigan, Vicksburg Mississippi, New York

■ • * • . ' . ' 
City, Cleveland Ohio, and Pittsburgh Pennsylvania- The use of 

nasopharyngeal radium irradiation by general practitioners and 

pediatricians, ns well as otolaryngologists (ear, nose and throat 

aper-ialistH) and radiologists, was reported in tho medical

literature. Radium treatment wao also used by the Amy and Navy 

during World War II for treating aerotitis media. A symposium on 

its use and the underlying pathology was held by the American

Aoadeiry of Ophthalmology and Otolaryngology in 1949. The use of 

nasopharyngeal radium continued into the 1950b, but was

about the possibility of malignancy and because.of the

availability of alternative treatments, such as antibiotics and 

tympanotony tubes (plastic ventilation tubes inserted through the

■ ■ ’



I

Reports cited the return of

/

4

I
t deafnesa.

infections, for sinusitis, and for recurrent tonsillitis.

Radium

i

I

nasopharyngeal radium irradiation.
J

At the time nasopharyngeal radium irxadiation treatments began to 

be used, many physicians believed that conductive hearing loss 

was due to blockage of the eustachian tube by enlarged lymphoid

aerotitis missed approximately a third of their combat duty time.

Thirty percent of man undergoing submarine training developed 

objective signs of aerotitia.

Nasopharyngeal radium treatments alsp were advocated to prevent 

repeated viral and bacterial infections, for asthma which 

occurred with repeated viral infections, for recurrent middle ear

nasopharyngeal radium irradiation.

medical literature when or why tho military stopped using

OMB/LRD/RDI
8!19AM i

007
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tissue, with subsequent middle ear problems leading to conductive 

it was thought best to treat this form of hearing loss 

in childhood, before,the loss become Irreversible. .
x . :

personnel to their missjons following treatment with

It is not dooumontod in the

08/26/94 10:37
SENT BY^Xerox Telecopier 7D21 ;i 8-26-84 i

Early proponents of nasopharyngeal radium irradiation therapy

cited several reasons for the advantage of naeopharyngeul 

irradiation over surgery and conventional X-irradiatlon. 1 

treatment could shrink lymphoid tissues in areas Chat were 

inaccessible to surgeons. Compared with surgery, the radium 

treatment did not require general anesthesia and could be done as 

an outpatient procedure. ’In the military, radium applicators 

were more portable than conventional x-ray equipment, and



t

•< >:•
therefore radium was the only radiation treatment suitable for

It was thought to be safer

more accurately applied to

to pass through skin, soft tissue, and bone.

In aummnry, nasopharyngeal radium irradiation was an accepted

mAdical treatment for hearing loco, aerotitis madia, and other

middle ear problems in the 1940s and 1950s. It appears to have

Nasophaxyuyeai radium irradiation was believed to be safer than

and to be useful in situations

where surgery was not available.

in the late 1940s.

keratoses (hornv projections from the tonHlls and nasopharynx) 

which may reguira plastic surgery,•particularly when they may 

occur in arens that were not readily observed by pationto or 

canon,

from 1950 to 1960, causing concern about the potential for

4

Concerns about the safety of nasopharyngeal radium therapy began

Initial concerns were about ulcara.tionB and 

been used mostly for military personnel and civilian children.

It was.used by pediatricians and general practitioners as well as 

Bar, nose and throat specialists and radiologists.

treatments in the field during war. 
»

than conventional X-ray treatment, because the radinrJon could ba 
t

the area of interest and did not have

008
tijBasovi.ft i

physicians. Subsequent concerns were burns, crusting, wasting 

away of the surface lining of the nasopharynx. Lesions of dilated 

small blood veeselB, damage to growing bone and soft tissue, and

Reports of thyroid and other carcinomas following 

treatments with external boux'ces of radiation began appearing 

conventional x-ray treatments, 

08/26/94 10:37 OMB/LRD/RDI
SENT BYiXerox Telecopier 7021 i 8-26-84 8:20AM ;



1

known reports of cancer following nasopharyngeal radium , 

treatments,

results.

breast cancer.

Netherlands, found a statistically non-signifleant decrease in 1

and neck tumors other than brain tumors were found in either the 

exposed or unexposed groups.

Based on our review of the literature, and preliminary 

estimation# of radiation doses received and o£ the numbers of

subjects necessary,’ it may be poaoible to perform a meaningful

irradiation.

or the ability to prove no association between exposure and

I 5

I

eubjeots vs. none in the unexposed Goiqparison group), a

statistically non-signifleant increase in lymphatic-hematopoietic 

Two studies of children who received nasopharyngeal radium 

irradiation were published in 1982 and 1989, with conflicting

epidemiologic study of pcruotu who received nasopharyngeal radium

By this wc mean a study with the ability to detect 

an association between exposure and disease if one truly exists.

a statistically significant increase in head and neck tumors

including brain tumors (four cases in the exposed group of 904 

and skin canoeru, and a statistically non-signifleant decrease in

The second, by Verduljn and colleagues in the

brain and breast cancers,- and'.a statistically non-significant 

increase in lymphatic-hematopoietic and other Gancers. No hsad 

009
I I* »

nasopharyngeal radium treatments to cause cancer. However, as 

lace as 1978 the medical literature reported that there were no 

08/2S/94 10:38 OMB/LRD/RDI
SENT BYJXerox Telecopier 7021 8-26-84 i 8:zqam ;

The first, by Sandler and colleagues in Maryland, found 
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Issues that would need to ba thoroughly addiSBBedl to determine

6

/

■ /"■y

If an epidemiologic study were to be conducted, a design known as 

the retrospective cohort study would probably provide the most 

information on risks to parsons who received nasophazynge&l 

radium irradiation. Cohort studies can bo used to examine a 

broad array of adverse health effects, Which for people exposed 

to nasopharyns&al radium irradiation would include pituitary and 

thyroid disease and cancers o£ the brain, parotid and other 

salivary glands, pituitary gland,•nasal sinus, nasopharynx, soft 

palate, and thyroid gland. The retrospective cohort method would 

involve identifying a group, or cohort, of persons who received
• f ' * .

nasopharyngeal radium irradiation in the 1940s and 1950s. To 

determine risks for a cancer, the health experience of the cohort 

of exposed persons would have to be compared with a similar group 

of persons who did not recnive nasopharyngeal radium irradiation.

Such a study would take into to aooounc tobaooo and alcohol

Which may also cause specific tumors in the head and neck.

However, use of th® retrcspGOtive cohort method could be 

difficult and complex, because two groups would need to be 

identified and have their health outcomes tracked over the 

ensuing yeara until the present.
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disease it there truly is no association. However, such a study 

is likely to be difficult and complex. Tharafore, it is very 

important that a feasibility study ba undertaken before major 

resources era committed to a comprehensive study.
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Thyroid Disease study, which io a taurospaccive study of person
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whucher a study of this subject is feasible would include 1) the 

ability co identify and trace a cohort of persona who received 

the treatment in the 1940s and 1950d, and the ability to identify 

and trace a cohort of people who are similar in all respects

except that they did not rereiva the radium treatment; and 2) ' the 

ability to ascertain the medical history of all study subjects 

during th© ensuing 40 to 50 years. Becaune the expected

occurrence of the various types of cancers is relatively small,

massing just one or two oases could have a major irqpact on the 
t

results of th© study. Therefore, for this study to be useful, it 

would be ideal to identify all cases of cancer that have occurred 

in cohort mombera since the 1940s. Locating living persons from

records of 40-50 years age would foe very time intensive and would 
.. i

• require the us© of a variety of information sources, such as 

voter liata, driver's licenses, birth certificates, tax and. 

property records, and military records. Determining the health 

status and possible occurrence of disease in those who are alive 

and can be located could be done through interviews, extensive 

reviews of medical records, and complete medical examinationo.

Determining the health hdst-.ory of those who are deceased and 

therefore unavailable for interview would clearly be more

problematic. Therefore, it is vary important that a feasibility 

study be undertaken before major resources are cwiuiiitted to a 

ociwprehenaive study.
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Vetasana Affaire and the Department ©f Defense as they pursue the
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feasibility ©£ a study ©c individuals exposed to this treatment 

during military service. The issue of the use Of this treatment 

in the general population is separate from chat Of the military 

and would require a substantial effort to datermlna feasibility, 

if appropriate staff and funding arrangements can be made, CDC 

would be willing to explore the feasibility of undertaking a 

study ot. the health .effects of persons who received

nasopharyngeal radium treatments as children. If an

epidemiologic study is indeed feasible, it should he realized it 

would be a very complex undertaking which would require

significant effort and rescnircas that would need to be sustained 

over a long period.

exposed in the 1940s and isbos to radioactive .iodine emissions 

from the Hanford Nuclear Facility in the state of Washington. To 

complete this study CDC and its contractor will need to trace, 

locate, administer a questionnaire to, and examine more than

3,000 individuals. This study is requiring approximately $17 

million, three CDC full time positions, and 40 contractor staff, 

and 8 years to complete. The pilot phase of this study has taken 

two years.

CDC would be willing to provide consultation to the Department
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LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1747

TO: Legislative Liaison Officer -

FROM:

SUBJECT:

DEADLINE: 4X00 P.M Today, Friday, August 26, 1994• r

THIS TRANSMISSION CONTAINS PAGE(S) (total).

comments: If you do not respond by the deadline, we will 
assume that your agency has no conunent.

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

VA Proposed Testimony on Human Radiation 
Experimentation

CC:
E. Pelton
K. Peroff
T.J. Glauthier

Keenan
Zavada 
Dorotinsky 
Henry 
Silas 
Palmieri

A.
D.
B. 
G.
A.
J.

B. Damus
J. Klein
S. Neuwirth
C. Varney/P. Caplan
b. Burton
T. Thornton
J. Podesta
J. Morall, OIRA

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

0MB CONTACT: MIKE GOAD (395-7301)
Secretary's line (for simple responses): 395-6194

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 
ENERGY - Bob Rabben - (202)586-6718 - 209
IIIIS - 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)395-3723 - 249
OSTP - Roselis D'Allessandro - (202^4)56-6014 - 2^8 

Please advise us if this item will affect direct spending or 
receipts for purposes of the the •'Pay-As-You-Go*' provisions of 
Title xiu of the omnibus Budget Reconciliation Act of 1990.
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LRM #M-1747

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

• t

TO:

(Date)

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See pi*oposed edits on pages 

 Other: 

VA 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.r 
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'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.

FROM: 

 FAX RETURN of  pages, attached to this
response sheet
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ltatemant of . 
. sue&D 'Hcatlae�, 11.n., · 11 .. »-.a • . 

Aasi•tant Chief lle4iaa1 ni�eoto� for 
· EnvironmaDt&l Nac!:lcina 11D4 PUblic 1l•alth

l)epa:tMDt Of Vacer&Da·Affaira 
Before tbe· 

Co=mitta• on Jlnviromunt .and Pul:>lic wo�ktl 
Subcommittee OD Clean Air am 11Uo1ear-Regv.lation 

A�QU8t 21, 1994 
•••••• 

Mr. Chairman and rpembers· of the Bubco&mlitt•e, :r: am pleas•d 
to be her� today to participate in this hearing and to 
provide VA•� teatimony regarding the healtb effect• of 
radium naaopha�geal · irradi�ti<.>n treatment. •. We . .share your 
concerns for the -heal�h and well-being ofi the veterana· who 
received this kind of treat.merit during their·service, a� 
well as their families, and we-very much �preciate your . 
diligent atforts on their· behalf. · . .. . . . 

YA' s reyi� includaing a.tu<Uea_ «.D4 piana t,gr tuture st;udios 
' 

. 

003 
�002/004 

The use of r"dium �asopharyngeal.'irradiation for treatment. 
of a�rotitis media.in military personnel waa comm.on in, 
military facili�ies as well•• non-military facilities 
during the 1940 1 s. and 1950 1 s. The treatments were aimed &t 
shrinking lYD\Phoid. tissues blQ.cking the Eustachian tubes and 
thus helped prevent the ocourrenoe of ea� problems following 
pressure changes aaaociated with $ul:xnarine and. 'flying 
duties. While the 'treatment has since been.discontinued 
because of concerns about long•t�rm health.effects and new, 
�lterriativ•• for •therapy, it was an accepted m.edical 
practice. · 

We have discuse•d.the isaue with both Department of Defense . 
and Depart:tnent of-Healtb·an� Human Services official• and we 
have reviewed sci·entific publications related to the iaaue, 
including two large-scale controlled studies .. A �aper by 
Sandler et al., ('Neoplasma fcllowi�g childhoo� radium 
irradiation of the naaopharynx", Jo�nal of the National 
Cancer Inatitute, 1982, 68:3-8) found no inc�eased overall 
cancer risk but increaaed risk of developing. benign and 
malignant head and neck .twn6rs among expoaed individuals. A· 
paper by Verduijn et·a1., (•Mortality after nasopharyngeal 
radium irradiation for Euatachian tube dyafunotion", Annals 
Otol Rhino Laryngol, 1989,· 98:839-844) found.no increase in 
mortality rates .due to cancer. These studi�s indicate that 
quaationa remain regarding tbe possible cancer risks 
associated with· this .. �r�atment. 

Aa a result, VA'• Office of Environmental Me�icine and 
Public Health ha� be,n in contact with the Sw::,marine 

·survivors Group and we have received the n�s of some
submariners an� airmen reported tq have received r&dium

\ 
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tr�atments. VA urployee$ are.attempting to loeate the�e 
veterans' militaey parsonnel �ud medic�l record� to 
a..tArm.ine whether specific information relating to their· 
radium treatments is docwneneec1. Thi·o will aaais� in · 
doterminina th� feasibility of a possible epidemiological 
study. · · 

· Documentation of the treatment.or eh� �ul:>jcote' iQ ••�-ntial
fo� any v�lid epiderniologie�l study to be done. If.the
treatment �an b&a d.ocumented, we can tl:i.�11. .seek to idenr.ify an
�ffeoted p��ulation·through· the examit14tion•of training
rosters and subma.rin• logs. A comparil;ji:,ri. g:,:-oup of, pG11=1p1.e
with aimilar diaractaristics but who did not reoeive radium
traatinents will also need ,to be identifitsd. :tf tvro grour,IQ
(expo•0� and controls) can'be identified that are of
adequate size to give statistically valid Le�ulte, thfm
w��bidity and.mortality studies can be designed, peer­
revie�ed, and .car�ied out. A mortaliey stu� p�obobly wouln
o� the firot �tudy to·be considered. The suspected health
outcoll\ee of concern frQm previous studie• ar� cance�o and
mo�L of tho·baad end neok cancers (with the exception of
thyroid malignanciaa) ara •ventually tatal. Also, th� t.ifl\a
periud which,haa ela�Aed ie sufficient.for radiogenic
cancers to have been manifeated. Pina:uy, a iw.i.:t;e.lity ctudy

can be <.:vq;,letcd aoone-r ,md ia generally lesa costly than a
morbidity stuely. If the mortality study suggests a.11y oth�r
hea.lth etf�cte related to radiwn treatmenta, a.morbidity
study can be designed to further evaluate those be�lcb
efteict.s.

, 

VA actions tu prov�® infQtTJaiwn an4 Qlli1eoca to 'lllUA08 

Initiai1y·ve�••aAS banefit� .r.ounselora -stafftn� VA's toll­
free r�diation help line and VA'• gener�l benetics 
information t.el41!9:i;,hon& oervic• line may not have bean fully 
advised about the concerns of submariners and a�rmen .aml the 
epeeific issues ¥� •• oundin� ·naaopban,nqeal ir�adiation. 
However, thia aituation was corrected .. last. spring, ano. 
information about h1.:1w o.ffcoted v�t ... rana can apply for 
diaability benefits and VA medical treatment ha• now been 
•disseminated na�ionwlde.

More generally, When�ver � vot•ran alleges involvement in
��rimental me.dical treatment during military service,
identifying intorina.tiou auc:h o.c the v�t:erans name, claim
number, date• of aervica, and exposure/expe�iJD.entation
information ara taken by veteranc benefit� counselo�s and
forwarded tQ the Department of Defense for tracking ana
further follow-up .. V'eter.·cu-i.• benofita et:\nn•elors aasist
,,,-terans in filing claima for service-connected
compensation, medi.cal. cre•ldllel\t, and other,s&rvie&a. When
a�propriate, the veterans·benefits counselors also provide
additional infonnation.rel�ted to military treatment to the
irwnlved rnilitan, service offica. VA· ia committed to ·

· 2 
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•�ei��ino·any.vet�ran who
.
believes ha'or-she may'ha.ve be•n

injured: by e�o�ure to lcm.izing radiation; by any 
cxperimantal medical· care involving radiati�n; .�r PY any.
ocher exam;.nat�on:or treatt1,�t. . 

Statu1 of �-• s XA'1�atiQn.h!itlg lino w otber 3;ofcan:a1s oncl 
�ontac::i:a 

· 
. ., 

.of th• ov�r l,�00 repo�ta of calls·referred_to :the Veteran� 
Health Admini�tration (VHA)' 10.di.a.tion de&r.abase to date, only 
eeven apee�fically ine���oned th�ae radiwn treatmente. 

S.inc::e January 19.9.4 ·vA·• ·• ·radiation help line ha, ·refer.red. eo.
the Oepartmex:it of De'fen_ae !>20 cttSes whQ:ra Vflterans allege 
cb•t thoy h�v� .undergone experiinent-..l tre�tment-during 
military sei=vice. Although· •�pax·clte •tatiat.ics have not 
beeu rna.intained on caaea involving naaoph.arynq$al 
irradia.tion; the nUIPber. is belie�d to be. trtinimaL �imilar 
to VHA '. • 9xperiflU'l.ee. . 

005 
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�'l'l.at �on�ludaa 'm,y statement.Mr. Chairman. l would be 
pleased-to· an�_wcu: any questions tlult you or. ot.her· members of, 
the :Su1Jc0l'Clln£.tt•• 'have.-

3 
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� DEPARTMENT OF HEALTH• HUMAN SERVICES 

i 
.. 

.. , ....... 

Office of 11'1• AHlatanl 8eCl'91&ry 
tor Leglalatlon 

Wuhlngton, 0.C. 20Z01 

NOTE TO: Bill Anthony, OASH 
Cheryl Austein, ASPE 
Glen Harelson, OS/ES 
Jill Hargis, IOS/COS 
D.A. Hender■on, OASH 
Don Poppke, ASMB 
Paul Spiegel, OGC/L 

SUBJECT: Draft Statament--R.adium Nasopharyngeal Irradiation 
Treatmant--ACTION 

Attached is the draft statement of James M. Smith, Ph.D., CDC. 
Dr. smith is scheduled to testify on Monday, August 29 before the 
Senate Environment and Public Works Subcollllll.ittee on Clean Air and 
Nuclear Regulation (Chairman Lieberman, D-CT). The hearing will 
focus on the health effect• resulting from radium nasopharyngeal 
irradiation treatment of vetarana and civilians. HHS, VA and DoD 
have been invited to testify. 

Please review th• attached statement and provide your aommanta on 
2,0-10,a by 1100 p.a., �ri4ay, Au;uat 2,. Your office's 
clearance will be assumed it comments are not received by the 
deadline. 

Thanks for your aaaiatance. 

Attachment 

cc: Jerry Klepner 
Karen Pollitz 
Roger Mcclung 
cam Gardett 

saan Donohue 
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TESTIMONY OF

JAMES M. SMITH, PH.D.

CENTERS FOR DISEASE CONTROL AND PREVENTION

PUBLIC HEALTH SERVICE

BEFORE THE

SENATE SUBCOMMITTEE ON CLEAN AIR AND NUCLEAR REGULATION,

SENATE COMMITTEE ON ENVIRONMENT AND PUBLIC WORKS

AUGUST 29, 1994
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Medical research on the treatment
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The typical treatment was

performed using two radium applicators,

radioactive radium.

The goal of the treatment was to reduce 

swelling of enlarged lymphoid tissue in the nasopharynx, which 

was thought to cause various problems including conductive 

hearing loss and aerotitis media1.

each containing 50 mg. of

After a local anesthetic was applied, the 

applicators were inserted through each nostril, placed near the 

opening of the eustachian tube, and left in place for

approximately 10 minutes.

James Smith, Chief of the Radiation Studies Branch, 

National Center for Environmental Health, Centers for Disease 

Control and Prevention (CDC). CDC is pleased to have this

opportunity to discuss the potential health effects of 

nasopharyngeal radium irradiation treatments and the possibility 

of undertaking new studies.

Aerotitis media: a group of symptoms produced by the 
difference between the atmospheric pressure of the environment 
and the air pressure in the middle ear.

began in the 1920s, following publication of several reports in 

the late 1930s and early 1940s nasopharyngeal radium irradiation 

became fairly widely used in the civilian population. Its use 

was reported in Birmingham Alabama, Baltimore Maryland, Boston

CDC has recently compiled current and historical literature 

relating to nasopharyngeal radium irradiation, which

accepted medical treatment in the past. Most of the reports in 

the medical literature were about its use in children and 

military personnel.
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Massachusetts, Detroit Michigan, Vicksburg Mississippi,
New York

fluid

2

I

City, Cleveland Ohio, and Pittsburgh Pennsylvania. The use of 

nasopharyngeal radium irradiation by general practitioners and 

pediatricians, as well as otolaryngologists (ear, nose and throat 

specialists) and radiologists, was reported in the medical

literature. Radium treatment was also used by the Army and Navy 

during World War II for treating aerotitis media. A symposium on 

its use and the underlying pathology was held by the American 

Academy of Ophthalmology and Otolaryngology in 1949. The use of 

nasopharyngeal radium continued into the 195Qs, but was

discontinued during the 1960s due to concern among physicians 

about the possibility of malignancy and because of the

availability of alternative treatments, such as antibiotics and 

tympanotomy tubes (plastic ventilation tubes inserted through the 

ear drum).

Military use of nasopharyngeal radium irradiation treatment began 

in World War II, due to the sudden increase in military activity, 

aerotitis media rapidly became a problem for both the Army Air 

Forces and Navy submarine crews, causing large numbers of divers 

and flyers to miss missions. Military physicians believed 

aerotitis was caused by enlarged lymphoid tissue blocking the 

eustachian tube and preventing equalization of pressure during 

descent, leading to the complications of aerotitis (pain, 

in the middle ear, bleeding, and rupture of the drum). Because 

radium treatments shrank the lymphoid tissue, it was thought to 

be an appropriate treatment for this condition. Flyers with 
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Early proponents of nasopharyngeal radium irradiation therapy

cited several reasons for the advantage of nasopharyngeal

irradiation over surgery and conventional X-irradiation.

treatment could shrink lymphoid tissues in areas that were 

inaccessible to surgeons. Compared with surgery, the radium 

treatment did not require general anesthesia and could be done as 

an outpatient procedure, ‘in the military, radium applicators 

were more portable than conventional x-ray equipment, and 

At the time nasopharyngeal radium irradiation treatments began to 

be used, many physicians believed that conductive hearing loss 

was due to blockage of the eustachian tube by enlarged lymphoid 

tissue, with subsequent middle ear problems leading to conductive 

deafness. It was thought best to treat this form of hearing loss 

in childhood, before the loss became irreversible.

Nasopharyngeal radium treatments also were advocated to prevent 

repeated viral and bacterial infections, for asthma which 

occurred with repeated viral infections, for recurrent middle ear 

infections, for sinusitis, and for recurrent tonsillitis.

aerotitis missed approximately a third of their combat duty time. 

Thirty percent of men undergoing submarine training developed 

objective signs of aerotitis. Reports cited the return of 

personnel to their missions following treatment with

nasopharyngeal radium irradiation. It is not documented in the

medical literature when or why the military stopped using 

nasopharyngeal radium irradiation.
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therefore radium was the only radiation treatment suitable for 

treatments in the field during war. It was thought to be safer 

than conventional X-ray treatment, because the radiation could be 

more accurately applied to the area of interest and did not have 

to pass through skin, soft tissue, and bone.

In summary, nasopharyngeal radium irradiation was an accepted 

medical treatment for hearing loss, aerotitis media, and other 

middle ear problems in the 1940s and 1950s. It appears to have 

been used mostly for military personnel and civilian children. 

It was used by pediatricians and general practitioners as well as 

ear, nose and throat specialists and radiologists.

Nasopharyngeal radium irradiation was believed to be safer than 

conventional X-ray treatments, and to be useful in situations 

where surgery was not available.

Concerns about the safety of nasopharyngeal radium therapy began 

in the late 1940s. Initial concerns were about ulcerations and 

keratoses (horny projections from the tonsils and nasopharynx) 

which may require plastic surgery, particularly when they may 

occur in areas that were not readily observed by patients or 

physicians. Subsequent concerns were burns, crusting, wasting 

away of the surface lining of the nasopharynx, lesions of dilated 

small blood vessels, damage to growing bone and soft tissue, and 

cancer. Reports of thyroid and other carcinomas following 

treatments with external sources of radiation began appearing 

from 1950 to 1960, causing concern about the potential for 
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Two studies of children who received nasopharyngeal radium 

irradiation were published in 1982 and 1989, with conflicting 

results. The first, by Sandler and colleagues in Maryland, found 

a statistically significant increase in head and neck tumors

including brain tumors (four cases in the exposed group of 904 

subjects vs. none in the unexposed comparison group), a

statistically non-significant increase in lymphatic-hematopoietic 

and skin cancers, and a statistically non-significant decrease in 

breast cancer. The second, by Verduijn and colleagues in the

Netherlands, found a statistically non-significant decrease in 

brain and breast cancers, and'a statistically non-significant 

increase in lymphatic-hematopoietic and other cancers. No head 

and neck tumors other than brain tumors were found in either the 

exposed or unexposed groups.

Based on our review of the literature, and preliminary

estimations of radiation doses received and of the numbers of 

subjects necessary, it may be possible to perform a meaningful 

epidemiologic study of persons who received nasopharyngeal radium 

irradiation. By this we mean a study with the ability to detect 

an association between exposure and disease if one truly exists, 

or the ability to prove no association between exposure and

nasopharyngeal radium treatments to cause cancer. However, as 

late as 1978 the medical literature reported that there were no 

known reports of cancer following nasopharyngeal radium 

treatments.
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However, such a study

Such a study would take into to account tobacco and alcohol use.

which may also cause specific tumors in the head and neck.

However, use of the retrospective cohort method could be 

ensuing years until the present.

Issues that would need to be thoroughly addressed to determine 

6

difficult and complex, because two groups would need to be 

identified and have their health outcomes tracked over the 

broad array of adverse health effects, which for people exposed 

to nasopharyngeal radium irradiation would include pituitary and 

thyroid disease and cancers of the brain, parotid and other 

salivary glands, pituitary gland, nasal sinus, nasopharynx, soft 

palate, and thyroid gland.

determine risks for a cancer, the health experience of the cohort 

of exposed persons would have to be compared with a similar group 

of persons who did not receive nasopharyngeal radium irradiation.

The retrospective cohort method would 

involve identifying a group, or cohort, of persons who .received

If an epidemiologic study were to be conducted, a design known as 

the retrospective cohort study would 'probably provide the most 

information on risks to persons who received nasopharyngeal

radium irradiation. Cohort studies can be used to examine a

nasopharyngeal radium irradiation in the 1940s and 1950s. To 

is likely to be difficult and complex. Therefore, it is very 

important that a feasibility study be undertaken before major 

resources are committed to a comprehensive study.

disease if there truly is no association.
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As a point of reference, ODC is currently conducting the Hanford 

Thyroid Disease Study, which is a retrospective study of person 
i

!

Determining the health 

status and possible occurrence of disease in those who are alive 

and can be located could be done through interviews, extensive 

reviews of medical records, and complete medical examinations. 

Determining the health history of those who are deceased and 

therefore unavailable for interview would clearly be more 

problematic. Therefore, it is very important that a feasibility 

study be undertaken before major resources are committed to a 

comprehensive study.

whether a study of this subject is feasible would include 1) the 

ability to identify and trace a cohort of persons who received 

the treatment in the 1940s and 1950s, and the ability to identify 

and trace a cohort of people who are similar in all respects

except that they did not receive the radium treatment; and 2) the 

ability to ascertain the medical history of all study subjects 

during the ensuing 40 to 50 years. Because the expected 

occurrence of the various types of cancers is relatively small, 

missing just one or two cases could have a major impact on the 

results of the study. Therefore, for this study to be useful, it 

would be ideal to identify all cases of cancer that have occurred 

in cohort members since the 1940s. Locating living persons from 

records of 40-50 years ago would be very time intensive and would 

require the use of a variety of information sources, such as 

voter lists, driver's licenses, birth certificates, tax and. 

property records, and military records.
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two years.

nasopharyngeal radium treatments as children. If an

epidemiologic study is indeed feasible, it should be realized it 

over a long period.

I would be happy to answer your questions.

8

would be a very complex undertaking which would require

significant effort and resources that would need to be sustained 

exposed in the 1940s and 1950s to radioactive iodine emissions 

from the Hanford Nuclear Facility in the state of Washington. To 

complete this study CDC and its contractor will need to trace, 

locate, administer a questionnaire to, and examine more than

3,000 individuals.

,: . . •

This study is requiring approximately $17

million, three CDC full time positions, and 40 contractor staff, 

and 8 years to complete. The pilot phase of this study has taken

CDC would be willing to provide consultation to the Department of 

Veterans Affairs and the Department of Defense as they pursue the 

feasibility of a study of individuals exposed to this treatment 

during military service. The issue of the use of this treatment 

in the general population is separate from that of the military 

and would require a substantial effort to determine feasibility.

If appropriate staff and funding arrangements can be made, CDC 

would be willing to explore the feasibility of undertaking a 

study of the health effects of persons who received
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Chairman:Dear Mr.

17,

f

The Department of Defense (DoD) believes, as you do, in the 
importance of providing the maximum possible disclosure to the 
public regarding the government's involvement in radiation 
exposure to human populations, whether that radiation exposure be 
nuclear weapons test related, or the result of specific human 
radiation experiment research.

ASSISTANT TO THE SECRETARY OF DEFENSE 
3050 DEFENSE PENTAGON

WASHINGTON, DC 20301-3050

This is to acknowledge receipt of a copy of your February
1994 letter to Ms. Christine Varney, Deputy Assistant to the 

President and Secretary to the Cabinet, expressing your concerns 
regarding human radiation experiments and the residents of the 
Marshall Islands, specifically the inhabitants of Uterik Atoll. 
Your committee is to be commended for its efforts to raise the 
national consciousness regarding this issue, and your commitment 
to the principles of government accountable to the people it 
serves.

hwll

To this end, the DoD has been working aggressively with 
other members of the Human Radiation Interagency Working Group, 
to locate all records of human radiation experiments since 1944. 
The Human Radiation Interagency Working Group has defined the 
"human radiation experiment" population to include experiments on 
individuals involving intentional exposure to ionizing radiation. 
This includes experiments involving intentional environmental 
releases of radiation that (a) were designed to test human health 
effects of ionizing radiation; or (b) were designed to test the 
extent of human exposure to ionizing radiation. Common and 
routine clinical practices, such as established diagnosis and 
treatment methods involving incidental exposures to ionizing 
radiation are not included in the scope of the Interagency 
Working Group's mandate.

The Interagency Working Group has also identified several 
other specific experiments for inclusion within the scope of 
their records search. They are: the experiment involving the 
atmospheric diffusion of radioactive gases, commonly referred to 
as "the Green Run test," conducted by the former Atomic Energy 
Commission (AEG) and the Air Force in December 1949, at Hanford, 
Washington; two radiation warfare field experiments, involving 
gamma radiation released from non-bomb point sources at or near 
ground level, conducted at the AEC's Oak Ridge office in 1948;

Honorable John Dingell
Chairman, Energy and Commerce Committee
U.S. House of Representatives
Washington, D.C. 20515



Sincerely,

Harold P. Smith, Jr.

Please do not hesitate to contact me if I can be of any 
future service.

Please be assured that the Department of Defense (DoD) is 
strongly committed to learning all we can about our role in this 
matter and in sharing that information with the public.

It is my understanding, that the White House has determined 
that the radiation exposure experiences of the residents of the 
Marshall Islands, as a result of atomic testing in the Pacific, 
fall outside the Independent Advisory Committee's mandate, as 
reflected in the Executive Order that established the Advisory 
Committee. Furthermore, it is also my understanding, that DoE is 
currently working with other Federal agencies, such as the 
Department of the Interior (DOI), the Republic of the Marshall 
Islands (RepMar) and local Marshall Islands government 
representatives to provide medical surveillance and radiological 
environmental monitoring on behalf of the Marshall Island people 
exposed to radioactive fallout from atmospheric nuclear weapons 
testing. Moreover, Secretary Hazel O'Leary has pledged that the 
Department of Energy will make available any and all documents 
relating to atomic tests and has directed that any documents 
relevant to the Marshall Islands be identified and declassified 
whenever possible.

six tests conducted during 1949 to 1952 of radiation warfare 
ballistic dispersal devices containing radioactive agents at the 
U.S. Army's Dugway Proving Ground, site in Utah; four atmospheric 
radiation tracking tests at Los Alamos, New Mexico in 1950. 
Any other similar human radiation experiments that may later be 
identified by the Interagency Working Group will be included in 
the program. Radiation exposures from atmospheric nuclear 
weapons tests are not included within the Interagency Working 
Group's mandate. There are established government programs with 
existing compensation mechanisms, such as the Nuclear Test 
Personnel Review (NTPR) for individuals falling within this 
latter category.
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OHl HUMORED THIRD CONGRESS

REID F.F. STUNTZ. STAFF DIRECTOR/CHIEF COUNSEL

February 17, 1994

20301-1000

Dear Secretary Perry:

D. DinJ&ll y

Si

Enclosure

cc:

0384 7

uhIRvji

I have expressed to Ms. Varney my 
rshall Islands be included in the 
Interagency Working Group.

*>?
ro 
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co 
ro

The Honorable George Miller
Chairman
Committee on Natural Resources

uohn 
Chairman

Subcommittee on
Oversight and Investigations

The Honorable William J. Perry
Secretary of Defense
U.S. Department of Defense
The Pentagon
Room 3E880
Washington, D.C.
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JOHN BRYANT, TEXAS
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The Honorable Dan Schaefer
Ranking Republican Member
Subcommittee on Oversight and Investigations
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Enclosed for your information is a copy of a February 17,
1994 letter that the Subcommittee on Oversight and Investigations 
sent to Ms. Christine Varney, Deputy Assistant to the President 
and Secretary to the Cabinet, concerning human radiation 
experiments that may have been conducted in the Marshall Islands. 
As a member of the White House's Human Radiation Interagency 
Working Group, you will, I am sure, share my concern about the 
evidence we have received regarding the treatment of the 
inhabitants of Uterik Atoll.
view that activities in thejl
review being conducted bjfx^ne
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The Honorable Bruce Babbitt
Secretary of the Interior
U.S. Department of the Interior

The Honorable Carol M. Browner
Administrator
U.S. Environmental Protection Agency

The Honorable William J. Perry
February 17, 1994
Page 2
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February 17, 1994

D.C.

Dear Ms. Varney:

I am sorry to report that the belief that no human 
experiments were conducted in the Marshall Islands appears to be 
wrong. Recently, the Subcommittee learned that the inhabitants 
of Uterik Atoll may have been used as human guinea pigs in an 
effort to "get a measure of the human uptake when people live in

temporary evacuation, they were returned to their island which 
_    . .______________ — -3 _ — . it -. -, f live nn n Hi it" n hv farbut "by far"safe to live onAEC officials characterized as:

OAM SCMAfFIR COLORADO 
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JOHN BRYANT TEXAS

«O R F STUNTZ. STAR OlWCTO^OMF COUNSEL

Ms. Christine Varney
Deputy Assistant to the President and

Secretary to the Cabinet
The White House
1600 Pennsylvania Avenue 
Washington, D.C. 20500
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On January 11, 1994, members of the staff of the
Subcommittee on Oversight and Investigations attended a meeting 
with you at the Old Executive Office Building concerning 
government-sponsored radiation experiments and the
Administration's plan to address this sorry chapter in our 
history. In response to questions, an Administration official 
said that activities in the Marshall Islands would pat be 
included in the review by the Human Radiation Interagency Working 
Group, which the White House has established, because there is no 
evidence that radiation experiments were ever conducted on humans 
living in those islands.

a contaminated environment." This possibility is revealed by the 
January 13-14, 1956 minutes of the U.S. Atomic Energy
Commission's (AEC) Advisory Committee on Biology and Medicine 
(see attached). For decades, this document was withheld from the 
public through its "secret" classification.

Not only does this document suggest the existence of yet 
another previously secret radiation experiment, it also reflects 
extraordinary callousness on the part of U.S. Government 
officials. According to the Advisory Committee's minutes, the 
inhabitants of Uterik Atoll "got initially about 15 roentgens' as 
the result of a nuclear test in the vicinity. Then, after a
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/Tohn D. Dingell 

Chairman
Subcommittee on

Oversight and Investigations

Ms. Christine Varney
February 17, 1994 
Page 2

The minutes do not reflect what, if anything, the people of 
Uterik Atoll were told about the level of contamination on their 

island.

the most contaminated place in the world....” AEC officials 
expressed enthusiasm for what they said would be "a very 
intriguing study" of the effects of a contaminated environment on 
the bodies of the Atoll's inhabitants:

"...it will be very interesting to go back and get good 
environmental data, how many per square mile; what 
isotopes are involved and a sample of food changes in 
many humans through their urines, so as to get a 
measure of the human uptake when people live in a 
contaminated environment."

Thank you for your at

Sir/erely,

One wonders why anyone, let alone scientists working for the 
United States Government, would knowingly allow significant 
numbers of people to live in "the most contaminated place in the 
world." Sadly, the possible explanation also appears in the 
Advisory Committee's minutes:

"While it is true that these people do not live, I 
would say, the way Westerners do, civilized people, it 
is nevertheless also true that these people are more 
like us than the mice." (emphasis added)

I am certain that you find this description of the inhabitants of 
Uterik Atoll as disturbing as we do. Even more disturbing is the 
fact that the scientist making the statement was apparently a 
U.S. Government official.

The Subcommittee trusts that a complete inquiry into the 
"study" alluded to in the Advisory Committee's minutes will be 
incorporated into the review being conducted by the Interagency 
Working Group and that the results will be shared with the 
Subcommittee, the American public, and, in particular, the people 
of Uterik Atoll. We request that the Human Radiation Interagency 
Working Group advise us of its plans with respect to this matter.

ion to this important issue.
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The Honorable George Miller
Chairman
Committee on Natural Resources

Members
Human Radiation Interagency Working Group

The Honorable Dan Schaefer
Ranking Republican Member
Subcommittee on Oversight and Investigations
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■oae work on fish lanples, preferably X pre­
mise, taken nore or lees at the oonsuner level 
to eee that the levels remain at about vhat 
we found for Castle«

I 
I

MR. EISENBUD: Thank you, John. 
Gentlemen, the adjournment tine is 5*15, it 
is now 5SOO. X had hoped to be able to seke 
a fev susnary remarks and project a little 
bit of thia into the future, but X don't need 
to do this now, X oan do thia tomorrow.

MR. EI8ENBUD: X want to re-emphaaize 
that the program you have heard today ie a pro­
gram that ia in progreea now. .

DR. FAILLA: Xt might be better to 
do it now.

Mow, there may have been hotter 
fiah found in here right after the teat, but 
in terms of the actual — probably the most 
toxic of the isotopes still, we are only deal­
ing with a few per cent of the permissible 
levels so far. This may not hold, but that 
is our best estimate to date.

Xf you heard it six months ago, it 
wouldn't be very different with one exception. 
Mono of the items have been reportadin internal 
reports.
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February 17, 1994 

Ms. Christine Varney 
Deputy Assistant to the President and 

Secretary to the Cabinet 
The White House 
1600 Pennsylvania Avenue 
Washington, D.C. 20500 

Dear Ms. Varney: 

�oc .... :1:1 
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On January 11, 1994, members of the staff of the 
Subcommittee on Oversight and Investigations attended a meeting 
with you at the Old Executive Office Building concerning 
government-sponsored radiation experiments and the 
Administration's plan to address this sorry chapter in our 
history. In response to questions, an Administration official 
said that activities in the Marshall Islands would nQt. be 
included in the review by the Human Radiation Interagency Working 
Group, which the White House has established, because there is no 
evidence that radiation experiments were ever conducted on humans 
living in those islands. 

I am sorry to report that the belief that no human 
experiments were conducted in the Marshall Islands appears to be 
wrong. Recently, the Subcommittee learned that the inhabitants 
of Uterik Atoll may have been used as human guinea pigs in an 
effort to "get a measure of the human uptake when people live in 
a contaminated environment. 11 This possibility is revealed by the 
January 13-14, 1956 minutes of the U.S. Atomic Energy 
Commission's (AEC) Advisory Committee on Biology and Medicine 
(see attached). For decades, this document was withheld from the 
public through its "secret" classification. 

Not only does this document suggest the existence of yet 
another previously secret radiation experiment, it also reflects 
extraordinary callousness on the part of U.S. Government 
officials. According to the Advisory Committee's minutes, the 
inhabitants of Uterik Atoll "got initially about 15 roentgens" as 
the result of a nuclear test in the vicinity. Then, after a 
temporary evacuation, they were returned to their island which 
AEC officials characterized as: "safe to live on" but "by far 



Ms. Christine Varney 
February 17, 1994 
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the most contaminated place in the world .... " AEC officials 
expressed enthusiasm for what they said would be "a very 
intriguing study" of the effects of a contaminated environment on 
the bodies of the Atoll's inhabitants: 

" ... it will be very interesting to go back and get good 
environmental data, how many per square mile; what 
isotopes are involved and a sample of food changes in 
many humans through their urines, so as co get a 
measure of the human uptake when people live in a 
contaminated environment." 

The minutes do not reflect what, if anything, the people of 
Uterik Atoll were told about the level of contamination on their 
island. 

One wonders why anyone, let alone scientists working for the 
United States Government, would knowingly allow significant 
numbers of people to live in "the most contaminated place in the 
world." Sadly, the possible explanation also appears in the 
Advisory Committee's minutes: 

"While it is true that these people do not live, I 
would say, the way Westerners do, civilized people, it 
is nevertheless also true that these people are more 
like us than the mice." (emphasis added) 

I am certain that you find this description of the inhabitants of 
Uterik Atoll as dis�urbing as we do. Even more disturbing is the 
fact that the scientist making the statement was apparently a 
U.S. Government official. 

The Subcommittee trusts that a complete inquiry into the 
"study" alluded to in the Advisory Committee's minutes will be 
incorporated into the review being conducted by the Interagency 
Working Group and that the results will be shared with the 
Subcommittee, the American public, and, in par�icular, the people 
of Uterik Atoll. We request that the Human Radiation Interagency 
Working Group advise us of its plans with respect to this matter. 

Thank you for your this important issue. 

ohn D. ingell 
Chairman 

Subcommittee on 
Oversight and Investigations 
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Members
Human Radiation Interagency Working Group

The Honorable Dan Schaefer
Ranking Republican Member
Subcommittee on Oversight and Investigations
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March 18, 1994

Dear Mr. Chairman:

Please do not hesitate to contact me if I can answer any questions or be of future service.

Sincerely,

Enclosure

Thank you for your letter of February 17, 1994, expressing your concerns about the effects 

of radiation on the residents of the Marshall Islands.

It is my understanding that DOE and other Agencies will make every effort to cooperate with 

you in providing all documents and records and other information relating to the Marshall 

Islands.

We will not include these atomic tests in the Human Radiation investigation as they fall 
outside the Independent Advisory Committee’s mandate, as reflected in the Executive Order 
that established the Advisory Committee. Attached is a copy of the Executive Order for 

your reference.

Secretary Hazel O’Leary has pledged that the Department of Energy will soon make 

available any and all documents relating to these atomic tests and fully comply with all 
efforts to produce any records dealing with treatment of the residents of the Marshall Islands. 
This pledge includes the release of previously classified material relating to the Islands.

The Honorable John Dingeil
Chairman, Energy and Commerce Committee

U.S. House of Representatives
Washington, D.C. 20515

Christine A. Varney

Secretary to the Cabinet

THE WHITE HOUSE

WASHINGTON
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June 10, 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM /M-1546

TO: Legislative Liaison Officer -

FROM:

SUBJECT:

DEADLINE: Wednesday, June 15, 199410:00 A.M • /

COMMENTS:

J.

/lan

?

Please respond by the deadline; if you do not, we 
will assume that your agency has no comment.

I

CC:
E. Pelton
K. Peroff
T.J. Glauthier

Zavada 
Dorotinsky 
Henry 
Silas 
Palmieri
Damns

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

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

VA Qs and As on Human Radiation 
Experimentation

D. 
B. 
G. 
A. 

-J. 
v-B.

\

I

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.

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.

Klein
S. Neuwirth
C. Varney/P. 'Caj 
B. Burton X

T. Thornton 
J. Podesta
J. Morall, OIRA

CIA - Tom Benjamin - (703)482-6126 - 258
DEFENSE - Samuel T. Brick, Jr. - (703)697-1305 - 325 
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 - Roselis D'Allessandro - (202)456-6014 -

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



LRM #M-1546

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

 TO:

FROM: (Date)

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

/

 No objection

 No comment

 See proposed edits on pages 

 Other: 

VA Qs and As on Human Radiation 
Experimentation

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.

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

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

 Concur

 FAX RETURN of  pages, attached to this
response sheet
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Dear Mr. Chairman:

Sincerely yours,

Jesse Brown

*

RHARRIS: (60L) c: 1 -25LT.DOC (LTR) c: 1 -25AT.DOC (ATT)

Enclosed are the Department's responses to follow-up questions posed following 
the January 25,1994, hearing on radiation and other human subject experiments.

The Honorable John Glenn 
Chairman, Committee on

Governmental Affairs 
United States Senate 
Washington, DC 20510

Enclosure
JB/rlh

We regiet the delay in getting these questions answered and appreciate the 
opportunity to submit this information for the record.
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Answer:

Answer:

VA is not aware of any classified experiments invob/ing^human subjects whkh

Question 5:

Answer:

_ Question 3:

Answer:

Question 1: How many DoD personnel have tasn compensat^for^health effects

As of February 10,1994, our records indicate that service-connected 
benefits have been granted to 938 veterans and survivors for disabilities or death
alleged to have resulted from exposure to ionizing radiation during U.S. 
atmospheric testing.

Question 2: How many claims have been filed under this program?

Answer: As of February 10,1994,15,587 radiation claims have been filed, of which 
7,112 were for disabilities or death alleged to have resulted from exposure 
during atmospheric testing.

What are the general reasons that claims are denied?

The following denial reasons have been encountered:

(l)The veteran did not claim a disease recognized as radiogenic for VA 

purposes.

process of identifying research which was conducted between 1947 when VA's 
research program began and 1980.

(3) Exposure to ionizing radiation could not be established.

(4) The veteran claimed a "recognized" radiogenic disease but the reconstructed 
estimate of the ionizing radiation dose was determined too small to have 
resulted in development of the disease (for claims under 38 CFR 3.311, 
formerly 3.31 lb, only).

Questions by Chairman John Glenn
Senate Committee on Governmental Affairs Hearing 

January 25,1994

ises, 
isease.

3.311, formerly 3.311b, only).

Question 4: Have you seen an increase in the number of claims since the radiation 
> experiments issue began to receive more attention?

At this time, we have seen no trend indicated an increase in the number of 
radiation claims filed.

Did the VA ever conduct classified radiation experiments on human subjects?
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Answer:

)epartment of Veterans Affaire Research and Development program 
iral program. Appropriated funds are utilized by VA investigators 
appointments, inere are no grants or contracts for research issued.

Answer

Answer.

ippropriate informed consent and a risk/benefit analy: 
by the Human Studies Subcommittee. Members of i

compliance with regulations governing the conduct of human studies has been 
delegated to the Research and Development Committee at the local level. Site

2

Answer:

visits were conducted to oversee compliance of Cooperative Studies with human 
subject regulations.

All research conducted at a’VA Medical Center is reviewed annually by 
Research and Development Committee. Those pertaining to human sub;

Cooperative Studies program, compliance with Human Subject protocols must be 
uniform among the participating facilities.

persons is required. When these studies are submitted for Central Office review 
for funding, the Merit Review (peer review) process includes an additional review 

the impact of the study on human subjects. Due to the variety in expertise 
juired for appropriate evaluation and analysis, FTB cannot be devoted solely to 

assurance and compliance. Nonetheless, a close estimate of the number of VA

ofl
required
assurance x
and non-VA people involved yields a figure in excess of 700.

Question 10: How many compliance investigations pertaining to regulations governing the use 
of human subjects in research have been conducted by VA over the past 3 years?

- - - - ..................................the
>jects

receive further review by the Human Studies Subcommittee. Within the

Question 11: How many and what corrective actions were taken based on those investigations? 

Answers: Responsibility for assuring that corrective action is taken in cases of non­

Question 6: Are you now conducting experiments involving human subjects that are 
classified.

No. The Department of Veterans Affairs does not support any research studies 
that are classified.

Question 7: What is the total number of grants or contracts administered by VA which 
involve the use of human research subjects?

None. The Department of Veterans Affaire Research and Development program 
is an intramural program. Appropriated funds are utilized by VA investigators 
with clinical appointments. There are no grants or contracts for research issued.

Question 8: What is the dollar amount of these contracts?

Answer: N/A.

■ Question 9: What is the total number of FTEs devoted to assurance and compliance with 
regulations governing the use of human subjects in research?

All VA research utilizing human subjects, both funded and unfunded, undergoes 
rigorous review at the local facility level. Protocols are reviewed for their 
scientific merit by the Facility Research and Development Committee. A review 
to assure appropriate informed consent and a risk/benefit analysis is 
conducted by the Human Studies Subcommittee. Members of this committee 
include VA researchers, clinicians, elhicists or clergymen, non-VA patient 
advocates and legal consultants. A minimum committee membership of five
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Answer:

board to consider the ethical implications of certain protocols or clauses of 
federally funded biomedical ana behavioral research. Such a panel might

Answer:

Answer:

3

The Department of Veterans Affairs has been actively participating in the 
White House Human Radiation Interagency Working Group. A major 
concern of this body has been thorough search and uniform inventory and 
retrieval of these records in each of the affected agencies, e.g., 
Department of Defense, Department of Energy. Records search 
instructions for the operating components of these agencies were 
discussed and coordinated within the interagency working group; VA 
instructions have been comprehensive and in conformance with the 
considerations identified in the group.

The interagency body is now engaged in establishing a uniform system for 
inventorying the records found in the search. It is anticipated that uniform 
retrieval standards will be developed thereafter. The VA will continue to 

Question 12: Has the agency made any announced or unannounced site visits in the past 3 years 
to evaluate its compliance program? How many of each? What were the results?

Site visits are regularly carried out on all human subject research within the 
Cooperative Studies Program. In FY 1993 12 such visits were made. In all 
instances, the facilities were found to be in full compliance and conformance with 
regulations.

Question 13: A recent OTA study, Biomedical Ethics in U.S.

resemble earlier efforts at integrating ethics, science and public policy, like the 
Ethics Advisory Board established by NIH but disbanded in 1980.

Do you see the need for such a panel?

Would you support its creation?

As we understand it, the national research review board discussed by OTA would 
consider two general classes of issues: (1) those involved in biomedical or 
behavioral research proposals involving human subjects, and (2) broad-based 
issues related to medical practices, health care, or the social implications of 
research. We believe that a national board is likely to contribute more to the 
second category of issues rather than to the first. VA, and the other departments 
and agencies following the Federal Policy for the Protection of Human Subjects, 
already possess very adequate mechanisms and procedures for dealing with 
ethical issues involving specific research proposals.

VA supports the creation of a national bioethics board,

Question 14: What are you doing to ensure there will be uniformity of standards in how 
the VA records will be collected and reviewed to determine what will be 
publicly disclosed?

,______„„ ~  _  3. Public Policy, has strongly
recommended the creation of a permanent, ongoing, national research review
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«

♦

participate in and cooperate with these efforts.

Answer:

tf

4

A senior representative of the National Archives has already met with the 
interagency working group at its initial meeting dealing with the 
establishment of uniform inventory guidelines. The information provided 
was of significant assistance and it appears that continued assistance from 
that agency will be available.

Question 15: What role should the National Archives be playing? Do you think it 
would be advisable to include them in on the Task Force level to oversee 
the whole records collection and review effort?
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May 4, 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1396

TO: Legislative Liaison Officer -

FROM:

SUBJECT:

Monday, May 9, 1994DEADLINE:

COMMENTS:

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.

ENERGY Qs and As on Human Radiation 
Experimentation

Please respond by the deadline; if you do not, we 
will assume that your agency has no comment.

T.
B.
G.
A.
J.
B.

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

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.

1
I

- J. Klein
S. Neuwirth
C. Varney/P. Caplan
B. Burton
T. Thornton 
J. Podesta
J. Morall, OIRA

CC:
E. Pelton
K. Peroff
T.J. Glauthier

Grams
Dorotinsky 
Henry 
Silas 
Palmieri
Damus

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 
NSC - william H. Itoh - (202)395-3723 - 249
OSTP - Roselis D'Allessandro - (202)456-6011 - 288 
VA - Robert Coy - (202)273-6666 - 2A9

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

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

10:00 A.M.,



LRM #M-1396

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

FROM: (Date)

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

ENERGY Qs and As on Human Radiation 
Experimentation

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

 FAX RETURN of pages, attached to this
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.

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.

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
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— what are the present goals for federally funded research into biological effects 
of radiation?

— Is the present balance satis&ctory between basic and directed research in this 
field?

— How is this federally funded and conducted research coordinated, why and by 
whom?

To what extent do your current efforts on DOE human subject research 
monitoring and data collection need to be strengthened?

Does DOE conduct its human research in more openness and public scrutiny 
today than in the past, and does this peer review contribute to better science?

HEARING: HUMAN RADIATION
FEBRUARY 10,1994 

ADDITIONAL QUESTIONS FOR THE RECORD

Your testimony notes that DOE will have a database available March 15 on 
DOE’s human subject research. Please provide the database and any 
accompanying report to the Subcommittee. In addition to the database, what 
strategic review has been given to radiation research?

Are DOE facilities now regulated by HHS standards with human research? 
Aren’t some of the DOE labs now independently certified by HHS?

For example, — after several decades of continuing Federally funded research at 
national laboratories, colleges and universities and hospitals, what distillations 
have been made of the results of all of this research; what aspects of the 
biological effects of radiation exposure remain to be investigated?

For current research, would you explain the Institutional Review Board (IRB) 
procedures and DOE’s role in that review process?
— what happens, for instance, if the desired medical or therapeutic benefit is not 
realized - is the research stopped?
— What exactly are the procedures, and accountability of DOE in current research 
programs?
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QUESTIONS FOR MARTHA KREBS

Question #1:

Answer:

'F
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Scientific peer review usually refers to the Independent 

scientific evaluation of the proposed research. At the

Department of Energy, scientific peer review is required for 

all research projects and contributes to better science.

Human Radiation Experimentation

Does DOE conduct its human research in more openness and 
public scrutiny today than in the past, and does this peer 
review contribute to better science?

Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032
Date:
Coordinated with:
Asst. Sec. initials*

The Department of Energy (DOE) conducts its human subject 

research under the auspices of Institutional Review Boards

(IRB) that have been approved by either DOE or the

Department of Health and Human Services. All of these 

Boards are required to have at least one member from the 

conmunity. In addition, since 1991, all DOE facilities and 

indeed all research supported by the Federal government 

follow a conioon regulation for the protection of human 

research subjects (10 CFR 745). Prior to 1991, Federally 

supported human subjects research, including that of DOE, 

was conducted under regulations that were not uniform across 

DOE or any other Federal agencies.



QUESTIONS FOR MARTHA KREBS

Question #2:

Answer:

subjects.
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Department of Energy (DOE) facilities are regulated by DOE 

regulations for the protection of human subjects (10 CFR

745). These regulations are identical to those of the 

Department of Health and Human Services and other relevant 

Federal agencies that fund research involving human

The Department of Health and Human Services (HHS) provides 

assurances of compliance for those facilities where HHS 

funded research is conducted. Many of the DOE National 

Laboratories receive HHS funding for research and, 

therefore, have received HHS assurances for compliance with 

human subjects regulations. Under the common rule

protecting human research subjects, other agencies, 

including DOE, must recognize these HHS assurances and not 

require separate documentation. In this sense, some DOE 

laboratories are certified by HHS.

Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date:
Coordinated with:
Asst. Sec. Initials:.

Human Radiation Experimentation

Are DOE facilities now regulated by HHS standards with human 
research? Aren't some of the DOE labs now independently 
certified by HHS?
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QUESTIONS FOR MARTHA KREBS

Question #3:

Answer:

boards.

4
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agencies, approve the IRB membership, the operating

procedures, and the documentation of compliance. Federal 

agencies do not interfere in the autonomy of these review

The Institutional Review Board (IRB) at each participating 

institution operates under the "connion rule’ protecting 

human subjects research (10 CFR 745). This rule spells out 

membership requirements, review requirements, informed

consent documentation, and recordkeeping requirements. The

Department of Energy (DOE), as well as the Department of

Health and Human Services and other relevant Federal

The desired medical or therapeutic outcomes of the research 

project as well as conditions for early termination are

detailed in the protocols which must receive scientific and

IRB approval before research begins. Scientific oversight 

continues during the course of the project and all adverse 

effects and changes suggested to the protocol must be

brought to the immediate attention of the IRB.

Prepared by: Ari Patrinos
Office: Energy Research
Office phone: 301-903-3251
Home phone: 301-816-1032
Date:
Coordinated with: 
Asst. Sec. initials

Human Radiation Experimentation

For current research, would you explain the Institutional 
Review Board (IRB) procedures and DOE's role in that review 
process? What happens, for instance, if the desired medical 
or therapeutic benefit is not realized — is the research 
stopped? What exactly are the procedures, and 
accountability of DOE in current research programs?



QUESTIONS FOR MARTHA KREBS

Human Radiation Experimentation

Question #4:

The new database on human subjects research and Its annualAnswer:

issues surrounding research involving human subjects.
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Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date:
Coordinated with: 
Asst. Sec. initials

To what extent do your current efforts on DOE human subjects 
research monitoring and data collection need to be 
strengthened?

updating will go a long way toward improving DOE oversight 

of human subjects research. In addition, we will continue 

to educate staff of the laboratories, program offices, and 

operations offices on the bioethical and implementation



. QUESTIONS FOR MARTHA KREBS

Human Radiation Experimentation

Question #5:

Radiation research has had many strategic reviews, often byAnswer:

discipline, over the decades. These are available in many 

books and review articles. One notable compendium is

Radioactivity and Health: A History, by J. Newell Stannard,

October 1988, a Department of Energy, Office of Health and

Environmental Research publication. A copy of the database 

of current DOE's human subject research was provided to the 

subcommittee.

100® •jjv -SHOO aoa Z6Vfi 98S 2020 TS/tO/fiOTfiiio

Your testimony notes that DOE will have a database available 
March 15 on DOE's human subject research. Please provide 
the database and any accompanying report to the 
Subcommittee. In addition to the database, what strategic 
review has been given to radiation research?

Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date:
Coordinated with:
Asst. Sec. initials:1



QUESTIONS FOR MARTHA KREBS

Question #6

Answer:

7
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uncertainty about health effects at low levels of exposure. 

In order to answer these questions, a thorough understanding 

of biological mechanisms at low exposure levels must be

obtained. The current research program in the Department of 

Energy, Health Effects and Life Sciences Research Division, 

is focused on developing understanding of molecular

mechanisms of radiation damage and repair.

The goals for Federally funded research into biological 

effects of radiation focus on the large remaining area of

Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date:
Coordinated with:
Asst. Sec. initials^

Human Radiation Experimentation

What are the present goals for federally funded research 
into biological effects of radiation?



QUESTIONS FOR MARTHA KREBS

Answer:

Institute of Environmental and Health Sciences supports

research on nonionizing radiation such as electromagnetic

effects.

adverse health effects of exposures to highly energetic

radiation-induced DNA damage and repair, carcinogenesis, and 
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exposures, as well as performing basic and applied research 

on the health effects and risks associated with exposures to

charged particles, e.g., protons or heavy Ions. Research Is 

conducted to characterize the nature and mechanisms of

The National Aeronautics and Space Administration (NASA) 

currently supports research directed at understanding the

Yes, we feel that the present federal program is well 

balanced. Several agencies are major participants in this 

field: The Department of Energy conducts radiation

measurements and determines occupational and environmental

radon, defense- and energy-related radiation, and nuclear 

waste clean up. The Environmental Protection Agency carries 

out directed research to develop and implement radon control 

strategies (EPA is also responsible for developing radon 

policy). The National Institutes of Health's National 

Cancer Institute supports basic and applied research that 

relates to the late effects (e.g., cancer, fibrosis, etc.) 

of medical treatments and radiation therapy.. The National

Human Radiation Experimentation

Question #7: Is the present balance satisfactory between basic and
directed research in this field?



mutation. No human subjects studies are supported by NASA 

Some animals (mice) are used in studies supported by NASA.

The Department of Defense (DoD) currently supports research 

than can be categorized into five general areas: 1) 

performance studies to determine the effects of radiation 

exposures on physical and mental performance; 2) risk 

assessment studies to estimate health-risks following 

radiation exposures from fallout-contanrinated areas; 3) 

radiation casualty management research to determine 

appropriate action following exposure accidents; 4) cellular 

and molecular radiobiology to determine the mechanisms of 

radiation effects at the cellular and molecular levels; and 

5) research support for scientists in the former Soviet

Union.

The research in the fifth area involves the use of human 

subjects in the former Soviet Union. Animals (predominantly 

rats and mice) are used 1n other DoD-supported radiation 

research.

These efforts are all Federally coordinated by the State

Department to prevent overlaps or duplications of effort.

1OTO® Z6VS OSS ZOZS•jjv -8UO3 aoa to/to/soZfi:zo

Prepared by: Ar1 Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-815-1032 
Date:
Coordinated with: 
Asst. Sec. initials:

except for some retrospective analyses of human exposure 

data from the National Counsel of Radiation Protection.

A * t



QUESTIONS FOR MARTHA KREBS

Human Radiation Experimentation

Question #8:

Answer: The two agencies conducting the vast majority of radiation

biology are NIH and DOE. The programs are well coordinated

at both the scientific and managerial levels. In addition,

all Federal radiation policies and science are coordinated

Commission of European Coamunities.

Prepared by:

Z
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How is this federally funded and conducted research 
coordinated, why and by whom?

Ari Patrinos
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date:
Coordinated with: -e—
Asst. Sec. initials:

through the Office of Science and Technology Policy 

Committee on Interagency Radiation Research and Policy 

Coordination. Finally, there are strong links with the
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There has been some concern that the individuals who were either directly 
experimented on or their offspring have not received data on the experiments 
except by press accounts. What progress is being made to provide the 
information to patients or relatives. Is there a formal process for its release?

HEARING: HUMAN RADIATION EXPERIMENTATION
FEBRUARY 10, 19M 

ADDITIONAL QUESTIONS FOR THE RECORD

You mention a public fear and misunderstanding of radiation which was also 
alluded to by other witnesses. What is DOE doing to reassure the public 
regarding the beneficial uses of radiation? What public outreach or program 
initiatives are needed since over 10 million patients each year have nuclear 
medicine studies or therapy for diagnosis or management of a variety of diseases?

How is the Advisory Committee actually going to review these experiments? 
What documentation will the Committee use? Will they review complete files? 
Summaries? Is data being gathered in a consistent format across the agencies for 
the review'} What is bring done to protect peoples rights to privacy as the files 
are reviewed?



Answer:
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QUESTIONS FOR DR. TARA O'TOOLE

Human Radiation Experimentation

Question: How is the Advisory Connittee actually going to review these 
experiments? What documentation will the Committee use? Will 
they review complete files? Sunnaries? Is data being gathered in 
a consistent format across the agencies for the review?What is 
being done to protect peoples rights to privacy as the files are 
reviewed?

The Advisory Committee Is now being established. The committee 

will have available to it all the information collected on hunan 

radiation experiments. Once the committee meets, it will

determine how it wishes to proceed. The committee may undertake 

their review by whatever means they determine will be most

efficient. They can view individual files if they wish or

summaries if they prefer. At DOE we are collecting, cataloging, 

and abstracting all documents collected, so that the committee 

members can choose what records they wish to review individually 

and which they do not. Guidance has been provided by the White

House in a Memorandum for Heads of Departments and Agencies from

Christine A. Varney, Secretary to the Cabinet on January 19, 1994, 

on the records retrieval process. In addition, DOE is sharing the 

procedures it develops with the other Federal agencies.

Interagency working groups meet at regular intervals to share

information on their records retrieval process. The Advisory

Committee and their staff must have access to individually

identified data to complete their review of the experiments

effectively. The Advisory Committee and their staff granted

access to identified records shall be subject to the same

restrictions applicable to Federal employees under the Privacy

Act. All information to be made publicly available will be



redacted to protect the confidentiality of participants and their

families*
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Question:

on the experiments except by press accounts. Wha' 
being made to provide the information to patients

Answer:

I
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QUESTIONS FOR DR. TARA O'TOOLE

There has been sone concerns that the individuals who were 
directly experimented on or their offspring have not received data 
on the experiments except by press accounts. What progress is 
being made to provide the information to patients or relatives. 
Is there a formal process for its release?

All information collected on experiments will be made available to 

participants or their families. At DOE a procedure is being

established that will ensure that the participants or their

families are contacted as soon as the Information is available.

DOE has already contacted the families of the participants in the 

plutonium Injection experiments wherever possible.
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QUESTIONS FOR DR. TARA O'TOOLE

QUESTION:

ANSWER:

I
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Our experience with the concerns raised by many members of the 

public confirms the need for an open approach to the human 

experimentation Initiative. In pursuit of this goal, the 

President's Advisory Committee on Human Radiation Experiments will 

carry out its activities under the Federal Advisory Committee Act, 

including full opportunity for public involvement. The work of

You mention a public fear and misunderstanding of radiation which 
was also alluded to by other witnesses. What Is DOE doing to 
reassure the public regarding the beneficial uses of radiation? 
What public outreach or program initiatives are needed since over 
10 million patients each year have nuclear medicine studies or 
therapy for diagnosis or management of a variety of diseases?

The Secretary of Energy and I, as well as other senior

Administration officials, have taken every opportunity to 

emphasize the importance of properly conducted medical research 

and the importance of professional medical care involving 

radiation. We have conveyed this message in Congressional 

hearings, in public appearances nationwide, and in the media, and 

will continue to do so. In addition, the Department of Energy 

will continue to support outstanding health and environmental 

research that, over the years, has saved many lives by knowledge 

obtained using radiation in the diagnosis and treatment of 

disease.
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the Comnittee - including its interim and final reports - will be 

widely publicized. We believe that this process will aid in 

presenting a full and credible public information process.

Prepared by: Dr. Heather G. Stockwell
Office: Epidemiology and Health Surveillance .
Office phone: 301-903-3721
Home phone: 703-683-0586
Date: April 18, 1994
Coordinated with:
Assistant Secretary initials
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May 20, 1994

LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1471

TO: Legislative Liaison Officer -

Jr.

FROM:

SUBJECT:

Tuesday, May 24, 1994DEADLINE: 10:00 A.M • /

REVISED ENERGY Qs and As on Human 
Radiation Experimentation

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

T.
B.
G.
A. 
J.
B.

CC:
E. Pelton
K. Peroff
T.J. Glauthier

Grams
Dorotinsky 
Henry 
Silas 
Palmieri 
Damus

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

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.

J. Klein
S. Neuwirth
C. Varney/p. Caplan
B. Burton
T. Thornton
J. Podesta
J. Morall, OIRA

COMMENTS: The Department of Energy has revised its answers to 
questions #4 and #8 that were originally circulated under 
cover of LRM #M-1396. Please review and respond by the 
deadline; if you do not, we will assume that your agency has 
no comment.

''%<z

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 
NSC - William H. Itoh - (202)395-3723 - 249
OSTP - Roselis D'Allessandro - (202)456-6014 - 288 
VA - Robert Coy - (202)273-6666 - 22^ EX­

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



LRM #M-1471

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

FROM: (Date)

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

pages, attached to this

REVISED ENERGY Qs and As on Human 
Radiation Experimentation

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

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.

 FAX RETURN of 
response sheet

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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QUESTIONS FOR MARTHA KREBS

Human Radiation Experimentation

Question #4:

Answer:

cosponsoring with the Department of Health and Human

Services, the Department of Defense, and the Environmental

7

adopted two orders to implement the 1991 Federal policy as 

well as a resource manual containing all relevant materials 

major DOE laboratories as well as a review of the adequacy 

of the monitoring efforts. The DOE human subjects database, 

completed April 4, 1994, and its annual updating will 

contribute greatly to the oversight process within and 

external to the Department. Lastly, to further strengthen 

bioethical education within the Department, DOE is updating 

its resource manual and sponsoring a major meeting on June

14, 1994, entitled, "Research Using Human Subjects: Past 

and Present Viewpoints," for the DOE community as well as 

other interested interagency guests. DOE is also 

on human subjects protections. The Department has underway 

an advisory committee review of human subjects activities at 

DOE has been an active participant in the Interagency

Committee for the Protection of Human Subjects for 14 years. 

DOE has continued to strengthen and broaden its human 

subjects research monitoring since adoption in 1991, along 

with 16 other Federal agencies and departments, of the 

"conwon rule" on the Protection of Human Subjects. DOE has 

To what extent do your current efforts on DOE human subjects 
research monitoring and data collection need to be 
strengthened?
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Protection Agency a meeting for the staff from all Federal 

agencies, field offices and laboratory personnel entitled, 

"Focus on Protecting Human Subjects in the Federal

Government." The academic and bioethics communities have 

been sought and included in the facility of both meetings. 

We feel the sum of these efforts adequately strengthens DOE 

human subjects research monitoring and data collection.

Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-325] 
Home phone: 301-816-1032 
Date: May 13, 1994 
Coordinated with: 
Asst. Sec. initials:
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QUESTIONS FOR MARTHA KREBS
1

Answer:

Human Radiation Experimentation

Question #8:

Prepared by: Ari Patrinos 
Office: Energy Research 
Office phone: 301-903-3251 
Home phone: 301-816-1032 
Date: May 13, 1994 
Coordinated with: 
Asst. Sec. initials:

How is this federally funded and conducted research 
coordinated, why and by whom?

The two agencies conducting the vast majority of radiation 

biology are NIH and DOE. The programs are well coordinated 

at both the scientific and managerial levels through joint 

research collaborations, joint funding, joint publications, 

workshops, interagency briefings, and representative 

membership on both Federal and international radiation 

committees. NIH and DOE as well as other Federal agencies 

involved in radiation policy or research activities also 

share membership on the Office of Science and Technology 

Policy Committee on Interagency Radiation Research and 

Policy Coordination (CIRRPC). This committee provides a 

formal mechanism for discussion of research needs and the 

programs designed to meet these needs. This is done through 

periodic panel meetings and publication of CIRRPC reports. 

CIRRPC panels also address radiation policy issues of 

multiagency interest.
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LEGISLATIVE REFERRAL MEMORANDUM
LRM #M-1248

TO: Legislative Liaison Officer -

FROM:
Reference

simple responses): 395-6194

SUBJECT:

Friday, March 25, 1994DEADLINE: 10:00 A.M • /

COMMENTS:

*

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

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Washington, D.C. 20503

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.

CC:
E. Pelton
K. Peroff

Glauthier
Grams 
Dorotinsky 
Henry 
Silas 
Palmieri

T. J. 
T. 
B. 
G. 
A. 
J.

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.

B. Damus
J. Klein
S. Neuwirth
C. Varney/P. Capla
B. Burton /
T. Thornton
J. Podesta

RONALD K. PETERSON (for 
Assistant Director for .

VA Qs and As on Human Radiation
Experimentation

OMB CONTACT: MIKE GOAD (395-7301)' 
Secretary's line (fo:

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)456-6011 - 288
NSC - William H. Itoh - (202)395-3723 - 249
VA - Robert Coy - (202)535-8113 - 229
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LRM #M-1248

RESPONSE TO LEGISLATIVE REFERRAL MEMORANDUM

TO:

FROM: (Date)

 (Name)

 (Agency)

 (Telephone)

SUBJECT:

 Concur

 No objection

 No comment

 See proposed edits on pages 

 Other: 

VA Qs and As on Human Radiation 
Experimentation

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

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
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.

 FAX RETURN of  pages, attached to this
response sheet
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W..hlngton,DC 20516 

• i Dear Mr. Chairman: 

In accordance with your 11qer of February 14, 101M. endoted are our rMf)onMI to 

your quntlcn• baled on oqmmenta by Belton Burrowe, M.D .• Chief, Nuoltlr 

Madlclne lervtc.e, at our fltllity, Pleue dl,.ct any Quedone to Ma. Janice Bou, 

Health System Spedallat. 1J (817) 27MS80/48G1. W• •PP,... your...,* 
lnterut In the wetftre of �rice'• vei.rana. 

SMITH JENKINS, JR. 
Medical 0.ntar Director 

cc: Regional Director (1�1) 
OAS for Congraulo,..al Llallon (80C) 

Enoloaure 

.. 

.. 
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Qysfllgn l: In cvnducti11y radj1uio11 rclotcd roscard1 in thi: V ,\. wl1.11 1\.'crc the hi!JhCll do&Ayo 
i.vo1s to whii:h )'t>Ur .ubj«lS �-er: c.�potcil" wrw WU your undcr,tnndins At She= Untt 11 lO wftAt
riskl \Hfc entaikd iu such lilos.� lC\v1t? ('an you r�II \\·hcthcr �-uu d�rihcd tboac ri,1.s to the 
meuch ¥Ubjcc11 an"· Ir so. howl" ('uld ynu M\'C dcscrlbcJ them" 

The hlshw cJotc IM1 t+ which iub�s wtre acpotad were bolow the llnuts or l\wmfc
EnorllY Comm�u" roiiulalion,: 350 nticrocurfes rur po1wi11m-4:� ISO mluocunea lb, 
aodium•24; I! rnier ucurici ror �iunt--2�; and 300 n\lcrtk.i:rlei rcr trilh.1m. 1.'hose. dOllije lc\-cls 
wcro tnstanUlant tomp11N.'d •� • ctn,irunn1cn11I and 'booy h1m!loll\ tx1>0surc1 lh>m n11urally 
occurring radionuc:licies. The ri1ij11 Lo the subjects wcr6 ddetiht'<.I tu the s,1bjccrs !n thoae 1erm1. 

Ou,ajon 2: lfby th• tentt ·;nr�:mc:d conscnl'' we mean ti\.-cly �i\ci, consent folln\,inai a full 
·•nd careful titplanat:on or the �s.carch proJac1. whcLhcr or not 1:ic wbiact ill yivco a fQ[m end
asked to lia,n it. did )"OU �·unductt re5C3rch In Liu: V ,\ whh:h did t'•'t MH!k your tubjccts' inrom1cd
consent�

No. 

Quc;stlop 3: Who ,,·11 res?onslbl� tbr inrorming patl(nts of the pt'nible risks or pard�patin11 In • 
p1r1icular study and \\'IW w11s ircsj)Onsiblt for d.:tc-nr.inln&J tJ:ii. risk'.' I low wu the risk 
d1Cem1in.:d:' 

' 

Physicians were �ponslbl� for inr¢rmin1i paticmla 11bov1 p(\SSiblc risks of p1nlc:ip1tin11 in a 
pan iculAr Study :11:(J !'or dctcm1in�111 lhl! , isks. In p:1titnt 1otucJic$ the ri�k-10-t>t11tfit rclArionshil) 
WH dctcnnincJ by r!:c phyllkla,i's �111,\wlc,1,c ot' the putlcnt's mcJi.::il pwMc,11. Considenttiu11 was 
lli"c� to other radin:ion. i-uch as -,..mys. 111 whkh the pnticmt nd!,fhl be c.'-poscd For d1aMnosti,: 
stuJies and p11rtk�;nly �or thc�af)(.-utic prt'tcdurcs. !'UCh os ,udinc• I:, I 1dml11istr,1ion for 
hypcnhyroldisn, 11:cJ thyr,-iid c:1nc�:-. J'illhmts were 11J50 infomtcl.l �bout prccuutions 10 be tl\k"n 
and possible tid� t:li:c:ts. lll.1Ch as h� poth)T<,idl5:-n. 
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\ 
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Quezon. 5- Would >x>ir have had; the cooperation of m many patients if the current restrictions 

had been in place hack In the KMOjc and V*0s’’

Any level of patients’ undefisumdinjt will be dependent on patients’ general knowledge and 

physicians' communication skills.. For clinical research wring tracer doses (which arc not 
considered to be of physiological rignilicancc). patients can readily understand physicians' 

explanations.

OueKtlon 6: Dr. Rothman dlcsj the principle set forth al Xurcir.burg ihat calls fbr voluntary
consent of research su’^jecu i(nd for the subjects to have “suiriciont knowledge and 
comprehension of the elements inf the subject matter insDlvcJ as w make an enlightened 
decision.'' Would you comment ior. boss one Insures that pntlma ha*® achiuvwi that level yf 

understanding?

Dr. Burrows is of the opinion dial, had current restrictions for rewiarch been in place in 
the 1940s and WSOs. it is unllkehjtha restrictions would have dbeoumped or prevented patients 
from participating in restuteh aetkitiex
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April 15, 1994

LRM #M-1315

/

FROM:

I
SUBJECT:

I

DEADLINE: 4:30 P.M

COMMENTS:

we

the President, in

I

!!

i

i

I

Please advise us if this item wiij affectdirect spendin? or 

of

The
field hearing

!

receipts for purposes of the the * 
Title XIII of the omnibus Budget 1

I

1994

i

I

EXECUTIVE OFFICE OB
OFFICE OF MANAGEMEInT AND ^UDGEl 

Washington, D.

I

!

i

i

I

|
I

-6126 - 258

I

THE PRESIDENT

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

I
i

i !

09:13
s

!

1Pay-As-You-G®” provisions 
reconciliation Act of 1990.

!
LEGISLATIVE REFERI AL MEMORANDA

i

C. 20503

TO: Legislative Liaison Officer -
I i

CIA - Tom Benjamin - (703)482
DEFENSE - Samuel T. Brick, jN. - (70^)69741305 - 325

I
I

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

Energy - Bob Rabben - (202)5£6-6718 - 209
(202)514-21^1 - 217

58-1948 - 215

RONALD K. PETERSON (lor)
Assistant^Director fqr Legislative; Reference

| 1

HHS Proposed Testimony on Radiation-related 

Experiments

., TODAY, Frit ay, April 15

The attached is a stater ent for the record.
House Administrative Law subcommit tee held the 1------- -----------------
on Monday, April 11, 1994. If the suboommitteu has requested 
that your agency submit a statemei t for the record, please 
contact this office. If you do not respond by the deadline, 
will assume that your agency has 10 comment.

I
I

justice - sheila F. Anthony -
NASA - Jeff Lawrence - (202):
NEC - Sonyia Matthews - (202)456-6722 - 429
NSC - William H. xtoh - (202)395-3723 - 2^9
OSTP - Roselis D'Allessandro - (202)456-6911 28jB 
VA - Robert Coy -^(202)535-8113 -
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Page
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LRM #>4-1315

«

^C. 'Varney/P.j Caplan
Eurton 

*<T. Ihornton ; 
✓J. Eodesta

i

!
I

E.
B.
T.
J.
G. 
A.
K.

i

I

►'J. Palmieri 
¥ lein

S. h euwirth

■
i

i

i

i
i

I

CC:
Pelton 
Dorotinsky 
Grams 
Fellows 
Henry 
Silas 
Perorf

^T.J. Glauthier
B. Danius

i
|

!
!

i
j

I

i

i

I

i
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LRM

tary.

letter; or (:

TO:

!

(Date)FROM:

:(Name)

(Agency)

SUBJECT:
Experiments i

foryour request

Concur

No objection

No comment

i

I

you respond ^y faxing us this 
you prefer to

!
I

You may also respond by (1) callirg the analyst/attorney's direct 
line (you will be connected to voice mail if the analyst does not 

an 
an 

and

I

i

line shown b^low (not the 
with a seen

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

I

?
i

See proposed edits on pages 
! I

) if you are 
of the President, sending

pages, attached to this

§ i
HHS Proposed Testimony cn Radiation-telated

if your response to this request for viewd is simple (e.g., 
concur/no comment) we prefer that
response sheet. If the response is simple and
call, please call the branch-wide 
analyst's line) to leave a message

09:14

other:

I

MIKE GOAD (395-7301)
office of Management and Budget 
Fax Number: (202) 395-5C91
Analyst/Attorney's Direct Number:
Branch-Wide Line (to reach secretary)

answer); (2) sending us a memo or
OASIS user in the Executive Office
E-mail message. Pleas© include tie LRM number shown above, 
the si^bject shown below.

The following is the response of cur agency to 
views on the above-captioned subject:

FAX RETURN Of ____
response sheet

I . J?..

i

i

r

(Telephone)
!

i ■■ i
\ . i

RESPONSE TO LEGISLATIVE REFERRAL MEMORA1DUM
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Dr. Donald A. I ionderson

Science

i

United States House of 
April 14. I!

!

?

i

I

i
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!

I
i

1

Representatives 
994

«

I

i

I
i

i

I

I
I

1
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Statement for the Record

i-

i

I

Deputy Assistant Secretary for Health -;
i 1

U.S. Public Hea th Service
Provided to the Sub Xjnunittec on

Ariminiirfrativa Law and Gwemmental Relation^ 
Committee on th e Judiciary i
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'3, Dr.

apy of
d, a General Reaaari

i

!

i
1939) and grant

i

Benign Conditions in Childhood*!).

Dr. Saenger received two grants in support of training programs in the adiological sciences
i

: wdet
i

■

uct of (i) research on 
©logical sciences,

i

i
i

i

i

i

\

■ i i
Additional information about the grants is not aval able from the files because all relevant 
grant files prior to FY 1986 were destroyed in kee >ing with notmal record retention policies.

i

i

09:15

(
i

I

i ■ 
I

£ #.* L8&SS6E6
!

i

j

04/15/94
, ’■

dies" (RR-00123), 
>0068). In 1973, ’ 
Support award, 

grant RR-0540B, in his journal publication on "Whole Body and Partial Body Radiotherapy 
Advanced Cancer" (American Journal of Roentgen >logy, Radiation Therapy & Nuclear

I

I

i

I
II-

It is possible that, prior to FY 1970, Dr. Saenger may have directed other subprojects / 
involving human irradiation experiments. Howeve r, subproject investig itors and research 
topics were not recorded under General Clinical Ri«earch Center award) prior to FY 1970.

j ’ ! : I *1 * • ' I

;£ ! tB-tl-t ! 130, Jeidoosiej. xojsx;aS 1N3S

The majority of PHS funds received by Dr. Saengi r supported his com
the incidence of neoplasia in irradiated children, at d (ii) training in rat

The National Cancer Institute provided two grants n the University of Cincinnati with Dr. 
Saenger as Principal Investigator; grant CA-0297 (|
CA.06500 ($165,640, FY 1962-FY 1966). These]

same title: "Incidence of Neoplasia in Irradiated C
Saenger's studies of the late effects of radiation on

i

• I

!

. i . i :

1 am pleased to provide information related to U.S Public Health Service (PHS) support of 
research conducted by Eugene L. Saenger, M.D., a: the University of C noinnati. Dr. Saenge * 
received PHS funds to conduct several research an 1 training activities beginning in 1957 and 
continuing through 1974.

. i

Dr. Saenger was one of many investigators associated with a General Clinical Research 
Center supported by PHS grants RR- 00068, RR-0 )123, and RR-0S408 from the Division of 
Research Resources to the University of Cincinnati. These grants spanned the period Fiscal 
Year (FY) 1963 through FY 1984.

In FY 1970, Dr, Saenger was the senior investigator for two of some 30 subprojects of the 
General Clinical Research Center awards; "Radioi otope Metabolism Si 
and "Metabolic Studies of Gamma-Emitting Radio iharmaceuticals" (RR
Saenger acknowledged support from the third awai

I

1

i

Medicine 117:670-68*, 1973).

The actual dollar support for Dr Saenger's subproj sets are not listed in existing grant records 
In FY 1970, for example, there were some 28 oth< r subprojects which ware conducted using 
fUnds from RR-00068, sharing the total grant of $: 58,105. One other Subproject of interest, 
"Nuclear and Immunologic Changes Following Total and Partial Irradiation," was under the 
direction of Ben L Friedman, M.D.

I

! 

I

j J

Mr. Chairman and Members of the Subcommittee:

548,924, FY 1957. 
wo successive grant awards carried the 
hildren.*’ These grants supported Dr. 
persona who had been irradiated years 

earlier, in childhood, for benign conditions. A representative scientific Report by Dr. Saenger 

is found in Radiology 74:889-904, 1960 ("Neoples a Following Therapeutic Irradiation for
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and radiobiology, lhe first grant (CA-Q5049) was1
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become available,
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understanding of die work of Dr. Saenger and the nvolvement of the Public Health Service in 
these activities, We will keep the Subcommittee informed as to additional findings as they
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and radiobiology. Thie first grant (CA*05049) was for 5254,012 fbr the period FY 1939 

Through FY 1963, This training grant provided ad lends and equipment for graduate students 
in physics and medical students seeking assistance in learning radlolsou pe techniques. A 
wide variety of projects were pursued by die snide its. At least one publication derived from 
training under grant CA-05049 describes whole* oi partial-body irradiation:
"Bndoreduplicatton in Leucocyte Chromosomes. Preliminary Report of its Relation to Cance 
and Whole-Body Irradiation'' (Lancet, Sept, 5,1961, pp.494-495.)
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A second training grant (GM-01247) provided S541,691 from FY 1964 through FY 1974. 
The two successive training grant awards carried die same title: "Radiological Sciences.1' 
Publications resulting from these awards are wide- anging. At least om report of work 
supported by training grant GM-01247 describes whole- or partial- bod;' irradiation; "Active 
Bone-Marrow Dose Related to Hematological Changes in Whole-Body md Partial Body Co
Gamma Radiation Exposures" (Radiology 103:631 656, 1972). i

* i • i

We are continuing to search our records for additn nal information to ir crease our 

understanding of the work of Dr. Saenger and the i________ r_ _ _ _____ _
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