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The Honorable Donng Shalsla

Secretary of Health and Humen Services
200 Independence Avenue, SW
Washington, D.C. 20201

Dear Macam Secretsry:

As Chalrman of the Subcommittes on Investigationa and Oversight, | have
followed closely the President’s Initietive to releass Information on the Federal
Government’s support for experiments involving the exposure of human beings to
radiosctive materiale. | am writing to seek your esslatance in learning more about
certain tests described In the encloasd copy of an srticla publiahed In the Baton Rouge
Sunday Advocete. Originelly published In the Boston Globe, It detella the use of
radioactive materlals in patdents at the Charity Hosphal of New Orieans during the late
1840s and early 1950s.

With the assistance of the National Librery of Medicine, the Subcommittee waa
able to locate a number of solentifio publioations from the doctors named In this
erticle: Dr. George E. Buroh, Dr. C. Thorpe Ray and Dr. Samuel Threafoot. These
publications Indicats that support for this work was provided by the Public Health
Service, specificelly through "Grsnt No. H-143" and, In one Ingtance, a grant from the
Netionsl Heart institute (see Burch, ot 8/., “The Urinery Excretion and Blologic Decay
Periods of Radlomercury Labeling A Merourio Diuretio in Normal and Dissssed Man,"
Journs/ of Clnical Investigation, v. 29, Sept. 1860, p. 1131). Coples of the
publicstions are Included for your infoermation.

| will hold & figld heering'in.-New Qrleans, Loulsisna, on this episode on July 8,
1984, | believe the informaton eited abave clesrly shows thst records of the work
conducted at Tulane ean be found In the filos of your Department. Therefore, | Invite
you or your designee to atterid ald teekify dt this haaring. Should you be unable to
attend, | r:quu: that you be represen)ted by your primary essistent for this initiative,

] ; 1 f ce). .
pr Donsld Henderson, Asslatant Seoretary for Hu.lth (Sclence) % ‘/‘,5_ R
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Psge Two

Your testimony should disouss, and you should bs prapared to respend to
questione conoerning, the following lasues:

o How is the Department partcipating In the Interagency
working Group on Human Radlation Experiments to fulfill
the Presldent’s Instructions t© make avallable to the publie
all Governmentrecordas pertaining to experiments funded by
the Federsl Government that exposed human subjects to
radloactive materisia?

o How la the Department Identifying and prooessing records
in its flles that relate to thess experiments?

| am concerned by recent reports in the Journal Naturo (April 28, 1884, p. 781)
and In the Washington Rost (May 20, 1994, p. A23) that Indicate the Dapartment
may not ba partiolpating fully (n this effort. The stretegy for locsting and retrieving
relevant documents, as desoribed by the Post, |s deficlent if we are 1o davalop a
complete understanding of the full range of Government activities In this area, Your
testimony ahould foous on how the Department will comply with both the letter and
tho spirit of the Preaidant’s directive to make this Information avallable to the publlo.

0 Using this case as an example, plesse deacribe how the
Department responds to requests for Information and
assiatance in finding Information on particular cases where
humans were exposed to radlation.

o What process did the Publlo Health Service use to
determine which Institutions recelved grant aupport for
resesroh using radloactive materisia?

o What types of review did the Public Heatth Service conduct
when deciding whether to provide grant support to
researchers for ressarch using radioactive materiaia?

o Did reviewa oonducted by the Publio Health Servica Iinciude
conalderation of the resesrcher’'s abliity to obtaln the
"Informed Oonsent” of human eubjects thet might be
exposed to radiosctive materlals In the course of research
funded By the grant?

o Does the Publio Hesith Service. In funding research activities today.
assure that ressarchera obtain the “Informed consent” of those
partioipating ee subjects of experiments Involving radioactiva materlala?
Are these revised proosdures adsquate to sddress the problama noted In
protecting the partiolpants in earfier experiments using redioactive
materisis?

£ #:900206v8 - ¢ WyPL:0L! ¥8-2 =@ | LZOL J0T0020|L X0JOX:AB LNIS
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Page Three

What responaiblitty falls on the Public Haalth Service to
review ethical lssues ralead by the choice of perticipents In
the research that it funda? How does the Service ensure
that selection of participants falla within ethicsl limits?
How has the axerciae of this responeibliity changed ovar
time?

How hes the concern for the protection of human aubjects
been dealt with in the history of the Publle Health Servica?
Your response to this queston should dlacuss
Implementation of the so-cailsd "Nuremburg® and “Helsinki
Codes” snd the ateps tsken to Implamant relevant
recommandationa of the President’s Commiseion for the
Study of Ethleal Probleme in Medloine and Blomedical and
Behavioral Reasarch.

The Department particlpated in the Interagency effort that
led to promuigation of the so-called "Common Rule” on
human subjeots protection In 18991. Under these
regulations, what responsibliity falle upon Federal agencies
funding resserch with human aubjects to ensure that the
requirementa of ouirent regulations for the protscdon of
human eubjects have been met? With these prooedures,
can the Public Health Service assure that human subjects
will not be exposed to unwarrgnted doses of radiation?
What responalbliity does the Federal Government now have
for the patients that were exposed In these testa? le the
Public Health Service asslating in efforts to Identity and
asslet participants In this case? Are the stepe to date
undartakan by the Federal Government adequate to identify
these petients end address their nesde?

As part of the preperations for this hearing, the Subcommittes
Depertment’e sssistence In the following eress:

G #:70029678

Obtaining all records related to Grant Number H-143 lesued
by the Public Health Service 10 Dr. George E. Burch or hie
oollsagues at Tulene Unlversity;

Obtaining ell records of communicetiona In sny form
between the Publio Health Service with Dr. Buroh and hie
colleagues, particularly those progress reports filed In
conformanoe with the terms of Grant Number H-143;

11:40 No.00S P.0O4
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The Honorabls Donna Shalala
May 24, 1084
Psge Four

o Obtaining records of the Department and its subsidiary
organizetiona that describe efforts to establish snd enforce
protectons for human subjecta In axperimants funded by
contracts, grants, or other financlal or in-kind means of
support provided by the Departmant.

You should coordinate your activitias with James Paul of the Subcommittee
statf, who aan be reached at (202) 226-3830. Attaohed for your Information are the
guidelinea for witnesses testifying before the Subcommittes. | would like to taks this
opportunity 10 recognize Ms. Kristin Kiser and Ma. Stephanie Niemic In the Division
of Laglslative Analyala at the National Institutea of Health, and Ms. Eve Marie LaCrolx
and Ms. Sally Burke of the National Library of Medicine. All have been Invaluable In
eseisting the Suboommittes by locating the solentifio publications relevant to thig
ceee.

| applaud the Prealdant’s effort 10 olose the gaps in the historical record and to

- ralse Important questions about the Government’s reletionship with It citizens. | trust

the Department and the Subcommittae will cooperate closely In bullding 8 public
record on thle partioular eses.

Sincerely,

’_—n

J Hayss, ghalrman
corgmittee orfinvestigations
nd Oversight

Enoclosures
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sStatement of .
. Susan Nather, M.D., M.P.H.

Assiltlnt Chief Medical Dirxectoz for
Environmantal Medicine and Public Health
Dapartment of Veterans Affairs
Befora the
Conmittee on Bavironment and Public Works
Subcommittee on Clean Air and Nuclear Requlation
August 289, 1994

L XX XX Z

Mr. Chairman and members of the Subcommittee, I am pleased
to be here today to participate in this hearing and to
provide VA's testimony regarding the health effects of
radium nasopharyngeal irradiation treatment. We share your
concerns for the health and well-being of the veterana who
recaived this kind of treatment during their service, as
well as their families, and we very much apprec;ate your
diligent efforts on their behalf.

The use of radium nasopharyngeal irradiation for treatment
of aserotitis media in military personnel was common in.
military facilitles as well as non-military facilities
during the 1940's and 1950's. The treatments were aimed at
shrinking lymphoid tissues blocking the Eustachian tubes and
thus helped prevent the occurrence of ear problems following
pressure changes associated with submarine and flying
duties. While the treatment has since been discontinued
because of concerns about long-term health effects and new,
alternatives for therapy, lt was an accepted medical
prectice.

We have discusged the igsue with both Department of Defanse
and Department of Health and Human Services officials and we
have reviewed scientific publications related to the isgsue,
including two large-scale controlled studieas. A paper by
Sandler et al., (‘Neoplasms following childhood radium
irradiation of the nasopharynx", Journal of the National
Cancer Ingtitute, 1982, 68:3-8) found no increased overall
cancer riek but increased risk of developing benign and
malignant head and neck tumors among exposed individuals. A
paper by Verduijn et al., (*Mortality after nasopharyngeal
radium irrsdiation for Eustachian tube dysfunction", Annals
Otol Rhino Laryngol, 1989, 98:839-844) found no increase in
mortality rates due to cancer. These studies indicate that
Questions remain regarding the possible cancer risks
associated with thie treatment.

Ag a result, VA's Office of Environmental Medicine and
Public Health has been in contact with the Submarine
"Survivors Group and@ we have received the names of some
submariners and airmen reported to have received radium

&@o002/004
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treatments. VA employees are attempting to locate these
veterans' Nilitary personnel and medical recordr to
detarmine whether specific information relating to their
radium treatments is documented. This will assist in
agtgrminina the feaslbility of a possible epidemioclogical
study. - '

Documentation of the treatment of thw subjecte is eesential
for any valid epidemiological study to be done. If the
treatment can ba documented, we can tlien seele to identify an
affeocted popuilation through the examination’ of training
rosters and aubmarine logs. A comparisun group Of pemnle
with sdmilar characteriatics but who did not receive radium
treatments will algso need to be identifiod. If two groups
(exposod and controls) can be identified that are of
adequate size to give statistically valid results, then
worbidity and mortality studies can be designed, peer-
raviewed, and carried out. A mortality study pxobebly would
be the first study to ba considered. The suspected health
outcomes of concern from previous studies are cancexd and
mosL of tho bead and neck cancers (with the exception of
thyroid malignancies) are eventually tatal. Also, thoe time
periuvd which haa elapsed ie sufficient.for radiogenic
cancexs to have been manifasted. Finally, a mouztality etudy
can be cumpletcd sooner Aand 18 generally less coatly than a
morbidity study. If the mortality study suggests auy other
health effaects relataed tn radium treatments, a moxrbidity
study can be designed to further evaluate those health
eftects.

Initielly veterans benefite counselors staffing VA's toll-
free radiation help line and VA's general benetits
information telephone cervice line may not have been fully
advised sbout the concerns of submariners and airmen and the
epecific issues musrounding nssepharyvngeal irradiation.
However, this situation was corrected last spring, and
information about huw affcoted vetarans can apply for
dipability benefits and VA medical treatment has now been
disseminated nationwide.

More generally, whenever e voteran slleges involvemeat in
experimental medical treatment during military service,
identifying intormacioun: such ac the vaterans name, claim
number, dates of service, and exposure/experimentation
information are taken by veterano benefits counselors and
forwarded to the Department of Defense for tracking and
further follow~up. veteraus bancfits ~mmsgelors agsist
veterans in filing claims for service-connectad
conmpensation, medical trealiwent, and other .gervices. When
appropriate, the vaterans ‘benefits counselors also provide
additional information related to military treatment to the
inrvalved military service office. VA s committed to
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agsiating any veteran who balieves ha or she may have Leen
injurad: by exposure tc ionizing radiation; by any
cxperimental medical care involving radiation; or by any .
other examination or treatnent. .

Of tha ovar 1,500 reports of calls referred to the Veterans
Health Administration (VHA) zadlation database to date, only
seven aepecifically mentioned these radium treatments.

Since January 1994 VA's radiation help line has referred to.
the Department of Defense 520 cases where veterans allege
thal they heve undergone experimental treatment during
military service. Although separate statistice have riot
bee:: maintained on casas involving nasopharyngaal
irradiation, the number isg believud to bae. mlnxmal, gimilar
to VHA's ocxperianca,

nThact cvoncludas my scatemént‘Mr Chairman. I would be
pleased to anawer any quastions thal You oz other members of
the Subcommittee have.
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NOTE TO: Bill Anthony, OASH
Cheryl Austein, ASPE
Glen Harelson, OS/ES
J1ill Hargis, IOS/COS
D.A. Hendaerson, OASH
Don Poppke, ASMB

Paul Spiegel, OGC/L
Draft Statement--Radium Nasopharyngeal Irradiation

SUBJECT:
Treatment--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 Subcommittee on Clean Air and
The hearing will
HHS, VA and DoD

Nuclear Regulation (Chairman Lieberman, D-CT).

focus on the health effects resulting from radium nasopharyngeal

irradiation treatment of veterans and civilians.

have been invited to testify.

Please review the attached statement and provide your comments on
260~-7068 by 1:00 p.m., Priday, August 26. Your office’s
clearance will be assumed if comments are not received by the

deadline.
Thanks for your assistance.
< 2 t
gain bomenus
Attachnment

cc: Jerry Klepner
Karen Pollitz
Roger McClung

Cam Gardett




























































We have a fov things that we are
thinking about for the immediate future and
I would like to mention a fev of these.

Ve think that one very intriguing
study oan dbe made and plans are on the way
to implement this —= *Uterikx® Atoll is the
atoll furtherest from the Narch lst shot
where people were exposed got initially about
15 roentgens and then they were evacuated and
they returned.

They had been living on that Island;
now that Island 2s safe to live on but is by
far the post contaminated place in the world
and 1t will bs very interesting to go’/ back and
get good environmental data, how many per
sguare mile; what isotoves are involved and a.
sazple of food changes in mpany humans through
their urines, 80 as to get a meagure of the
human uptake when people live in a contaminated
environment,

Xow, data of this type has never been
available, VYhile it is true that these peovle
do not 1ive, I would say, the way Westerners
do, civilized people, it is nevertheless also
true that these peovle are more like us than
the mice, 8o that i1s something which will be

done this winter, <

Vs
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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:

On January 11, 1994, members of the staff of the
Subcommittee on Oversight and Investigations attended a meeting
with you at the 0ld Executive Office Building concerning
government -sponsored radiation experiments and the
Administration’s plan to address this sorry chapter in our
history. 1In response to questions, an Administration official
said that activities in the Marshall Islands would not 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." 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
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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 to 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 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.

Thank you for your at ion to this important issue.

Chairman
Subcommittee on
Oversight and Investigations
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U8 House of Represantstives

338 Cennon House Office Buliding
Washington, DC 20516

Dear Mr. Chalrman:

in sccordance with your letjer of February 14, 1004, enclosed are our responses to
your questions basad an oqmments by Belton Burrows, M.D., Chlef, Nuclear
Madicine 8arvice, at our fagility. Pleass direct any questions to Ms. Janice Boas,
Health System Specialist, et (817) 278-4680/4601. We appreciate your coninued
interest in the weifare of America's veterans.

Sinoerely,

8MITH JENKINS, JR.
Maedical Centar Olrector

cc. Reglonal Director (131)
DAS for Congrassiongl Lialgson (80C)

Enolosure
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Qugstian 1 ¥n conducting radjation related rosearch in the VA, what were the highest dosago
levels to which your subjects wqre exposed™ What was vour understanding at the tinie as (o what
tisks werc entailed in such Josage levuls? Can vou recall whether vou duscribed those risks o the
rescarch subjects and. If so. howjwquld you have deseribed them?

Tha highesi dose levels t¢ which subjects werc exposed were below the limits of Atomie
Encrgy Commisgion regulationp: 35S0 microcuries for porassium-42; 150 microcuries (or
sodium-24; 1§ micrucurics for apdium=-22; and 300 micracuries for tritium.  Those dosage levels
weore Insignificant compared 1§ “environmenial and body hurden exposures from nstumlly
occurring radionuclicies. The riskx 10 the subjects were described 1o the subjecrs in those 1erms,

Quegtion 2:  If by the tenn “infp:med consent™ we mean fieely wiven consent following a full

and careful explanution of the rgscarch project. whether or not e subject is given e {oon snd

ssked to tign it. did you conducy rescareh in the VA which did pot seek vour gubjcets’ informed
consent?

No.

Question 3: Who was responsiblg 1or informing patlents of the possible risks of participating in a

particular study und who was Ircsponsible for detenmining thix risk

ltow was the risk
determined”?

Physicians were responsiblg (or informing patients about possible risks of perllcfpating ina
panicular study ard for determinipg the risks, In patient studics the risk-to-henefit relationship
was detennined by e physiclan's knowledge of the putlent's medical problem. Considerntion was
yiven to other radiazion, such as \-ravs. (0 Which the patient miytt be exposed  For diagnostic
studies and partcuarly ‘or thegapeutic proccdures, such as wdine-151 edministration for

hypenhyroldism and thyroid esncer, pativnts were also infornicd about precuutions to be taken
and possible side eleets. such ag hy pothyraidism.

























