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Biomegica & Envirenmaental Sciences Divisions

. Lawrence Livermore National Laboratory

702621
vecember 29, 1986

Dr. Susan Kose

Human Health & Assessments Division, ER-73
Office of Health & Environmental Research
Office of Energy Research

U.S. Department of Enerzy

Washington. D.C. 24545

Dear Dr. Rose:

The following research proposals were approved by the LLNL Human Subjects
Committee on November 25. 1436.

Principal Agency
Title Investigator Sponsor Approval
Transfer of Particulates to i{ands Arthur H. Bierman US Army new
Human Subjects Experiments (Divers) Paul Mever US Navy annual
with Air Tagged With Radioisotopes
13N and 41 ~\r
Chromosome Aberration Frequencies in Tore Straume DOE annual

Patients Undergoing Radiation
Therapy with X-rays or Fast Neutrons

Certification of the review of involvement of human subjects in this research
by the LLNL Human Subjects Committee is attached. A draft consent form
for each project is also attached, but vou should be aware that the Committee
frequently requires the investigator to make minor improvements in the consent
form before the project is finally implemented.

Sincerely yours,

C Bed Nt

Frederick T. Hatcn, M.D., Ph.D.

Assistant Associate Director

Biomedical and Environmental
Research Program
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__ SAANT 3 CONTRACT __FELLCW _OTHER
; ENew :Comoetmq : Noncompeting — Suppiementa
PROTECTION OF HUMAN SUBJECTS ] contimuation continuatian
ASSURANCE/CERTIFICATION. DECLARATION

X ORIGINAL  __, FOLLOWUP  __ EXEMPTICN
(previous « Jndes.gnated)

DE‘PARTMENT OF HEALTH AND HUMAN SERVICES

TAPPLICATION IDENTIFICATION NO. (if known/

POLICY: A research activity involving human subsects that s nol exempt from HHS regutations inay not be funded uniess an Instity
r:onal Revisw Board (1RB) has reviewed 3nd accroved the activity i accargance with Section 474 of the Public Health Service Act as
rplemented by Title 45, Part 46 of the Coge of Federal Aeguiations .45 CFR 46-4s revised). The applicant institution must suomi!
certification of IRB aporoval to HHS ur.ess the aupicant inst:tution has aesignated a spectfic exempnion under Section 46.1011bJ whicr
applies to the proposed research activit, Inst:iutions with an assurance of compiiance 0N fite with HHS ~which covers the proposeo
activity should submit certification of 88 re.cew and acproval with each appiicat.on. {In exceptional cases, certification may be
accepted up to 60 days after the receipt Jate *cr which the 3ophicalion s subimilted.) in the case of institutions which do not have ar
assurance of compliance on file with HS coverng the praoased activity. certification of IR8 review and approval.must be submitte.
within 30 days of the receipt of a written reqiest from HAHS for certif.ication.

TITLE OF APPLICATION OR ACTIVITY

Transfer of Particulates to Hands

2. PAINCIPAL INVESTIGATOR, PROGRAM SiRECTZR, OR FELLIWY

Arthur H. Biermann

3 FOOD AND DRUG ADMINISTRATICON REQUIRED (NFCORMATICN (see reverse sige)

4 HHS ASSURANCE STATUS

E This .nstitution has an approved assurance o/ comp: ance on fiie with HHS which covers this activity.

M-1415 Assurance ident.ficatio~ numper ___Q1XB 1R8 «dentification number

s No assurance of compliance which apphies 10 thus activity has been estabiished with HMS, but the apphcant institution will provide written assurance o
compuance and certification of IRB review and app:oval in accordance with 45 CFR 46 upon request.

5. CERTIFICATION OF IRB REVIEW OR DECLARATION OF EXEMPTION

3 This activity has been reviewed and approved by an {R8 in accardance with the requireme~'s of 45 CFR 46, including its relevant Subparts. This certifs
cation futfuls, when apphicabie, requirements ‘or certify.ng FOA status 10r each investigationa: new drug or device. (See reversa side of this form.)

11/23/86 Date of IRB review and approvai, (/f approval is pending, write “pending.” Followup certification is required.)
{manth/day lvear)
CXFucl Board Review : Expediteg Review

— This activity contains multigle projects, scme of which have not been reviewed. The IRB has granted approval on condition that all projects covered by
45 CFR 46 will be reviewed and approved before they are initiated and that appropriate further certification (Form HHS 596/ will be submatted.

— Human subjects are \nvolved, but this activity quah!.es for exemption under 46.101(b) in accordance with paragraph . (insert paragraph numbe.
of exemption (11 46.101(b), 1 through 5}, but the institution did not designate that exemption on the appiication.

6. Each official signing below certifies that the information provided on this form is correct and that each institutios
assumes responsibility for assuring required future reviews, approvals, and submissions of certification.

APPLICANT INSTITUTION COOPERATING INSTITUTION
NAME, ADDRESS, AND TELEPHONE NO, NAME, ADDRESS, AND TELEPHONE NO.

Lawrence Livermore National Laboratory
P. O. Box 808

Livermore, CA 945350

(4135) 422-9136

NAME AND TITLE OF OFFICIAL (print or typel NAME AND TITLE OF OFFICIAL (print or type)

Robert L. Zanetell, Finance Manager

SIGNATURE OF OFFIC(AL LIRTED ABOVE (and date) SIGNATURE OF OFFICIAL LISTED ABOVE (and date)

Codst

HHS J;S (Rev. 1/82)

{If additonal space is needed, please use revarsa side under “Notes.”




. Lawrence Livermore National Laboratory

NTEISITY F CALTEORNIA
**** 1UERMOPE NATIONAL _130E2TIRY

“grgart ta It 35 3 <yman S ciact
LiLNL ~uman Sutiects .¢mmittes
Approval Numper: =7=.70
Approval Jate: Nouiemner 25, 1326

“rangtar of Zarticulates to ~<anas

Subjects Name:

Date:

1. | hereby agre2 to zarticipate in the Particle Transfer tests being
conducted by the —azarcs Control Jepartment of Lawrence Livermore
National Labcratory.

2. [ understana that tne arocedures for conducting these tests are as
follows:

Volunteer participants will press their hand on a metal plate
which has been coated with fine particles. I[mmediately after,
they will wasn any collected particizss off their hand. A

-

single test ~i11 last approximately 1.5 minutes.

3. [ understand that tne possible risks and discomfort from partici-
pation in this experiment would be associated with individual
allergic responses to tne chemical composition of tne fine
particles.

4, At the conclusion of this procedure it is expected that [ will be
able to function normally immediately.

5. [ understand that the purpose of performing these procedures is to
determine the parameters governing the amount of fine particles
which may be transferred from metallic surfaces to hands by
physical contact.

:%:' 6. [ further understand that this study may result in no direct

o~ benefit to me but it may benefit some individuals in the future.
- 7. [ understand that Arthur H. Biermann,the Principal Investigator,
g and/or such assistants as may be selected will answer any inquiries
- [ may nave at any time concerning the procedures and/or
investigation.

Subjects [nitials
Page 1 of 2
14405/2
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CUNL =uman Subjects Committae
ipproval Number: 273-133
Appraval Date: \csemper 25, 1386

]0.

11,

12.

13.

Any publicaticn arsing F~9m this study i1l be made without
specific referenca =23 —5 n27e.

! recognize tnat —y ca-z-cipation in this experiment is entirely
49luntary and | ~as ~2f.33 to participate or may witndraw at any
time without jecpar
study, the 1nvest:g
the procedures ang,
Arthur 4. Biermann, 27 =2~clayee of tne University of California,
Lawrence Livermore “at:cnal Laporatory, is responsible for the
conduct of tne rasz2arcn n wnicn [ am to participate. This
research is sconscrec -y tne Hazards Control Department of Lawrence
Livermore Natigsnal _azcratory which is operated by the University
of California unger cortract with the United States Department of
Energy, and tne nited Itates Department of the Army.

)
| e

[ understand tnat . am =rtitled to a copy of this consent form and
the Lawrence Livermore \ational Laboratory Experimental Subject's
Bill of Rights.

[ understand that [ am carticipating in this experiment as an
employee of the University of California, Lawrence Livermore
National Laboratory as a part of the work performed under Contract
W7405-ENG-48 between the University of California and Department of
Energy.

I understand that if [ nave any complaints or concerns about the
procedures, [ may address tnem to Vivian L. Shepherd, Secretary of
the Human Subjects Committee, in person, by telephone, or in
writing. Ms. Shepherd can be reached at (415) 423-2887, L-319,
Lawrence Livermore National Laboratory, P.0. Box 808, Livermore,CA.
94550.

Subject's Signature

Witness

86621 11!14%§/3 Page 2 of 2
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Lawrence Livermore National Laboratory

c(oTI{vMENTL. SUBJECT'S B[l OF RIGHT

The manaqement anc staff sf tn2 niversity of California, Lawrence
Livermore Nationa' _aziratary, ~1Sh gOu tQ xnow:

Any person wno is rec.est2d 9 consent to participate as a suZject in a
researcn stucy inval, mq 1 Tesical experiment, or wno 1S recgussted to
cansent on tenalf of zrotner, nas the right to:

1. B8e informea -¢ tne nature and purpose of the experiment,

2. B8e given an exsianation of the procedures to be followed in the
medical exper‘-ent, ang any drug or device to be utilized.

3. B8e given a gescriotion of any attendant discomforts and risks
reascnably to ce 2xpected from the experiment, if applicable,

4. Be given an exslanation of any benefits to the subject reasonably
to be expectea trom the experiment, if applicable.

5. Be given a disclosure of any appropriate alternative procedures,
drugs or devices that might be advantageous to the subject, and
their relative risks and benefits.

6. Be informed of the avenues of medical treatment, if any,
available to tne subject after the experiment, if complications
should arise.

7. Be given the opportunity to ask any gquestions concerning the
experiment or the procedures involved.

8. Be instructed that consent to participate in the medical
experiment may be withdrawn at any time and the subject may
discontinue participation in the medical experiment without
prejudice.

9. Be given a copy of the signed and dated written consent form.

10. Be given the opportunity to decide to consent or not to consent
to a medical experiment without the intervention of any element
of force, fraud, deceit, duress, coercion, or undue influence on
the subject's decision.

[f at any time you have any questions regarding a research study, the
researcher or his/her assistant will be glad to answer them. You may
also seek assistance from the Human Subjects Committee which was
established for the protection of volunteers in research projects. The
Secretary of that Committee, Vivian L. Shepherd, may be reached by
calling, (415) 423-2887, from 8:00 a.m. until 5:00 p.m., Monday through
Friday, or writing to the Human Subjects Committee, L-319, Lawrence
Livermore National Laboratory, P.0O. Box 808, Livermore, CA 94550.

e e Zege ..:E-:,nyd s - " 5 P e Tyemema '“_'T‘:' o Lot 4”‘,_ B ,,:. .. St i de -



* DEPARTMENT OF HEALTH AND HUMAN SERVICES . —GRANT  _CONTRACT ~ —FELLOW X OTHER LS Nav:

— —_— —_—
— New ‘— Competing s Noncompeting — Suppiemental

PROTECTION OF HUMAN SUBJECTS continuation continuation
ASSURANCE/CERTIFICATION/DECLARATION

__ORIGINAL ¢ FOLLOWUP  __ EXEMPTION
{prev nusiy urdesignaled)

APPLICATION IDENTIFICATION NOQ. (if known)

POLICY: A research activity involving human subjects that .5 not exempt from HHS regulations may not be funded unless an Instity.
tional Aeview 8oard (IRB) has reviewed and approved the 3cuvity 1n accordance with Section 474 of rhe‘Pubhc Heaith Service Act as
mole~ented by Title 45, Part 46 of the Coae of Feaerar Segqulations (45 CFR 46-as revised). The applicant institution must submit
certit cation of IR8 approval to HHMS uniess he scoi.cant insiitution has aesignated a specific exemption under Section 46. 1016} which
applies t0 the proposed research actiity institurons with an assurance of complance on file with HHS which covers the gropaseq
activity should suomit certification of (B8 reviey ang 3cproval with each apoiication. (In exceptional cases, certification may be
acceores Lo to 60 days afier the receipt :ate 'or wnicn the 3oolication s submitted.) In the case of institutions which do not have an
Jssura~ce of compliance on file with HHS cover ~3 tne srocosed activity, certitication of |RB review and approval must be submittec
within 30 days of the receipt of a written re. gs: *-2m HmS ‘or certification.

v TiTLE OF APPLICATION OR ACTIViTY

Human Subjects Experiments (Divers) aith Air Tagged with Radioisotopes 13N and #1ar

2. PRINCIPAL INVESTIGATOR, PROGRAM S/RECTIA, JR FELLDW

Paul Mever

3. FOOO AND CRUG ADMINISTRATION RELZLUIAED (NFORMATION (see reverse sidel

4. HHS ASSURANCE STATUS

X This .nstitution has an approved assurance of compiarce an fiie with HHS which covers this activity.

AR PR H -
M-1415 Assurance identificatior ~umuer QLB.B__ 1R8 :denulfication number

— No assurance of compliance which appiies 10 this act.v:ity has been established with HHS, but the applicant institution will provide written assurance o
compuance and certification of IRB review and approvai in accoroance with 45 CFR 46 upon request.

5. CERTIFICATION OF IRB REVIEW OR DECLARATION OF EXEMPTION

._j;'Trns activity has been reviewed and aporoved by an IRB in accordance with the requirements of 45 CFR 46, inciuding its relevant Subparts. This certifi
cat.on tulfills, when appiicabie, requirements tor certilying FDA status for each investigationa: new drug or device, (See reverse sice of this form.)

1. 25/86 Date of IRB review ara approval, {/f approval is pending, write “pending.” Followup certification is required.)
{month/day fyear]

S Fuil Boarg Review : Expedited Review

: This activity contains multiple projects, some of which have not been reviewed. The IRB has granted approval on condition that all projects covered b
45 CFR 46 wiil be reviewed and approved beiore they are initiated and that appropriate further certification {Faorm HHS 596) will be submitted.

i Human subjects are ;nvolved, but this activity quahifes ‘or exemption under 46.101{b) in accordance with paragraph {insert paragraph numbe.

of exempuion 10 46.101(bJ, 1 through 5], but the institution did not designate that exemption on the application,

6. Each official signing below certifies that the information provided on this form is correct and that each institution
assumes responsibility for assuring required future reviews, approvals, and _submissions of certification.

APPLICANT INSTITUTION COOPERATING INSTITUTION
NAME, ADDRESS, AND TELEPHONE NO. NAME, ADODRESS, AND TELEPHONE NO,

Lawrence Livermore National Laboratory
P. O. Box 808 )
Livermore, CA 94550

(415) 422-9136

NAME AND TITLE OF OFFICIAL [print or type) NAME ANO TITLE QF OFFICIAL {print or type)
Robert L. Zanetell, Finance Manager

SIGNATURE OF IAL LISTED ABOVE (and date) SIGNATURE OF OFFICIAL LISTED ABOVE (and date)

OJJ 12/,9/8¢

HJS 596 (Rev. 1/82 0 u 2 ‘ ‘ 2 ' l’ ’ (If additional space is needed, please use reverse side under “Notes.”
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Lawrence Livermore National Laboratory

CLiERSITY R TALTEDANTA
LLARENGD _LLIANTRE NATITNAL LAZIRATORY
Torgant v =2t 38 3 -yman Sypject

LUNL =uman Subjects ‘:m~ittee
Title: Air Tagged witn -acilisctioes 13y ana 415,
Approval Number: 3I57-729
Approval Date: June '3, 133C, December 15, 1981, OJctober 11, 13:4

icvemper i3, 133%, November Z5, 1986

Subject's Name:

Jate:

1. 1 hereby consent to act 3s a test subject in the joint Naval Medical
Pesearch and Jevelogment Zcrmand - Lawrence Livermore National
Laboratory study titled -uman Subject Experiments With Air Tagged
with Radioisotopes 13N and 4lar,

2. 1 understand that the procedures for congucting this test will
involve:

Breathing '3 and 41ar labeled air for up to 120 minutes.

2 [ understand that any possible risks and discomfort that may result
from the procedures are considered unlikely but include:

3. The discomfort from breathing through a mouthpiece for up to
two hours,
b. Any exposure to jonizing radiation carries a risk of causing

cancer--in this case potentially of the lung or upper air
passages where-the most significant part of tne radiation dose
is delivered. The best estimate of the risk of lung cancer
from this procedure lies between one chance in 100,000 and one
chance in 10,000. The radiation exposure to the lung and air
passages in this orocedure will be less tnan 0.4 rem. This
amount is slightly below the Federal exposure limit for annual
exposure of the general pooulation; is one tenth of the
permissible annual exposure of radiation workers; and is
approximately three to four times the radiation received by
the public in most geographical areas of the United States
trom natural sources and average usage for medical an gental

purposes."

Subjects Initials
Page 1 of 3

10135/3
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CUNL Human Subjects Lirittee

Ar

Tagged Aitn 2adizisatopes i3y and dlap

Approval Number: ACR-"79

Approval Date: June 13, 19:z0,
1 9 'I

31, fctocer 11, 13923

9 A )
5, 1936

1
2

Novemper '9,

ec nat involve —ecical treatment, trere 135 n¢

4, Since this activity 22
alternative orocaz.re ~nich might De advantageous to Te.

5. At the conclusicn >f tnis procedure it is axpected tnat I w~ili ne
able to function ~zr—aily immediately,

6. | further understz~d trat tnis study may result in no girect tenefit
to me but it may contrioute to tne understanding of nitrogen uptake
and elimination i~ tne 5ody and may tnerefore, aid in the
understanding of z2compression sickness. The findings will be of
significant benef:t to tne diving prefession in the future, ana will
be made availapla 2s soon as the studies are completed.

7. [ understand tnat and/or sucn assistants
as may be selectec ~1:! answer any inquiries | may have at any time
concerning the prccedures and/or investigation,

8. Any publication arising from this study will be made without
specific reference to my name.

9. 1 recognize that —y participation in this =2xperiment is entirely
voluntary and [ mzy refuse to participate or may withdraw at any
time without jeopardy. Owing to the scientific nature of the study,
the investigator —ay in his absolute aiscretion terminate tne
procedures and/or investigations at any time,

10. I understand that I am entitled to a copy of this consent form and
the Experimental Subject's Bill of Rights,

11. Paul Meyer, an emoloyee of the Yniversity of California, Lawrence
Livermore National Laboratory, is responsible for the conduct of the
research in which 1 am to participate. This research is sponsored
by the NavalL MedicaltResearch and Development Command and Lawrence
Livermore National Laboratory.

Subjects Initials
Page 2 of 3
10135/4
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CLSL -uman Cupjects committee

) G : - .
Air T39ged aitn Radidisctoges N and 4z,
Approval Number: 323-174Q

approval Date: June '3, 1332, Cecember 15, 1321, Octover 11, '924
Noverger %, 925, Movember 25, 1986
12. . understang -nat if . nave any csmplaints or concerns about tre
ornCedLres, . "ay addaress tnem to Jivian L. Snepherd, Secretary of
tne =.man Sutizcts iormittee, in parson, by telepnone, or in
ariting. Ms. Inesnert can Je reacned at 1413) 423-2887, L-319,
| awrence Liver~ars Naticrail _aboratery, 2.0, 80X 208, Livermore, ZA,

94550.

Subject's Signature

Aitness

To be completed if Subiect is 3 mingr or otherwise unable to sign:

Subject is a minor ‘age ) or otherwise unable to sign because:

- ather Legal Guardian

Mother Witness

86211 24

Page 3 of 3



- T GRANT __CONTRACT _FELLOW X OTHER DOE

Ne _c 1 3 Noncompeting L Suppiementa
PROTECTION OF HUMAN SUBJECTS w e “”m,,,mw,o,,

ASSURANCE/CERTIFICATION/DECLARATION APPLICATION IDENTIFICATION NO. (if known!

S ORIGINAL S FOLLOWUP  __ EXEMPTION
{previous!y unaesignated)

DEPARTMENT OF HEALTH ANDO HUMAN SERVICES

POLICY: A research activity mvolving human subjects that is not exemgt from HHS regulations may not be funded unless an Instity-
tronal Review Board (IRB) has reviewed and approved the aclivity in accordance with Section 474 of the Public Health Service Act as
impiemented by Title 45, Part 46 of the Code of Federal Regulations (45 CFR 46-3s revised). The applicant institution must submit
certification of 1R8 approval to HHS unless the appicant misiitution has designated a specific exemption under Section 46.101(b) which
aoplies to the proposed research activity. Institutions with an assurance of compliance on file wmith HHS which covers the proposea
activity should subnut certification of IRB review anag approval with each application. {In exceptional cases, certification may be
accepted up to 60 days after the receipt date for wiich the appiication s submitted.| In the case of institutions which do not have an
assurance of compiiance on file with HHS coverirg the proposed activity, certification of 1R8B review and approval.must be submittea
within 30 days of the receipt of a written request *rom HHS for cerufication.

1. TITLE OF APPLICATION QR ACTIVITY

Chromosome Aberration Frequencies in Patients Undergoing Radiation Therapy with X-rays or Fast

Neutrons
2. PRINCIPAL INVESTIGATOR, PROGRAM O,RECTCR. oR FELLGW

Tore Straume

3. FOOD AND DRUG ADMINISTRATION RECUIREC INFORMATION /lsee reverse sigel

4. HHS ASSURANCE STATUS

Ci‘l’hns nstitution has an approved assurance of compiance on file with HHS which covers this activity,

M-1415 Assurance dent fication rumber Qll\_fi_. IRB identification number

i No assurance af comphance which applies to this act.wvity has been established with HHS, but the applicant institution will provide written assurence o
compuance and certification of I1RB review and approval «n accordance with 45 CFR 46 upon request.

5. CERTIFICATION OF IRB REVIEW OR DECLARATION OF EXEMPTION

X This activity has been reviewed and approved by an |AB in accordance with the requirements of 45 CFR 46, including its refevant Subparts. This certifs
cation fuifiiis, when applicabte, requirements for certifying FDA status for each investigationai new drug or device. (See reverse side of this form.}

9200 L )
11/25/86 Date of IRB review and approval. (I approval is pending, write “pending.” Followup certification is required.)
(month/day fyear]
& Fuit Board Review —_ Expedited Review

—_— ‘ .
L This actiwity contains multiple projects, some of which have not been reviewed. The IRB has granted approval on condition that all prajects covered b
45 CFR 46 will be reviewed and approved before they are imtiated and that appropriate further certification (Form HHS 536} will be submitted.

C Human subjects are snvalved, but this activity qualifies for exemption under 46.101(b) in accordance with paragraph_________ finsert paragraph numbe.
of exemplion 1n 46.101(b), 1 through §), but the institution did not designate that exemption on the application.

6. Each official signing below certifies that the information provided on this form is correct and that each institution
assumesxresponsibility for assuring required future reviews, approvals, and submissions of certification.

APPLICANT INSTITUTION COOPERATING INSTITUTION

NAME, ADDRESS, AND TELEPHONE NO. NAME, ADDRESS, ANO TELEPHONE NO.
Lawrence Livermore National Laboratory
P. O. Box 808
Livermore, CA 94350
(413) 422-9136

NAME AND TITLE OF OFFICIAL fprint or type) NAME AND TITLE OF OFFICIAL (print or type}
Robert L. Zanetell, Finance Manager

LISTED ABOVE (and dale/ SIGNATURE OF OFFICIAL LISTED ABOVE (and date)

/2/,5/8¢

0 0 2 l ' 72 s ‘.F (1f aaditional space is needed, please use reverse side under “Notes.’

SIGNATURE OF OF

596 (Rev. 1/82)



UNIVERSITY OF WASHINGTON

SEATTLE WASHINUGTON = 8

Schouol of Medicine und Untversiry Hoszatal
Department uf Rudiatien Uncolegy

Dicswns

CLINI AL RADIATION QN0 OL WY
MEDIC AL RRUIATION PHYSICS
EXPERIMENTAL HIOL(N.Y

August 7, 1985

Tore Straume, Ph.D.

Neutron Hazard Research Program

Bianedical and Envirommental 3ciences Division
Lawrence Livermore National Laporatory

PO Box 55@7

Livermore, CA 945518

Dear Tore:
Our joint project to quantitate the chromosomal aberration frequencies in
patients treated with neutrcn irradiation has been approved for our Human

Subjects. Enclosed is a copy of the approval for your institution, We can
begin the project at your ccnvenience.

Yours tryly,
P
\

George E. Largwyre, Ph.D., M.D.

Professor of iation Oncology

Clinical Director, University of Washington
Fast Neutron Radiotherapy Project

GEL:jt

encl,

802112%:
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. UNIVERSITY OF WASHINGTON
DEPARTMENT CF RADIATION ONCOLOGY

- CONSENT FORM
PROTOCOL TO MEASURE THE CHROMOSOMAL ABERRATION FREQUENCIES IN PATIENTS
UNDERGOING RACIATION THERAPY WITH X-RAYS OR FAST NEUTRONS

G.E. Laramore, Ph.D., M.D., Principal Investigator 548-41040
T.W, Griffin, M.D., Professor $48-4100
K.H., Luk, M.0., Assocliate Professor 548-41040
A.H. Russell, M.D., Assistanz Professor 548-4139
R.S. Scott, Ph.D, M.D.,, Aczing Asslstant Professor S548-4140
B.R. Griffin, M.D., Acting Assistant Professor 548-410@
J.G. Pelton, M.D., Acting Assistant Professor 548-4109
DEPARTMENT COF RADIATION ONCOLOGY
Brergency Day phone 8:3¢ a.m. to S:3¢ p.m, 548~4100

(state name, nature of call, attending pnysician)

Brergency phone nignts/weekends 548-33400
{ask for radiation oncclogist on call)

INVESTIGATORS' STATEMENT
PURPOSE AND BENEFITS

The purpose of this study is quancify the nature of radiation-induced
changes for both neutrons and x-rays 1n a population that 1s already
undergoing planned radiotnherapy for various malignancies; and to determine
the effects of reproducing white bdlood cells (chromosomal changes) due o
neutron radiation. These cnanges will oe follc fsr a period of time and
compared with similiar changes induced by x-ray. There will DbDe no
additonal health hazard to subjects in tnis study. Chromosomal cnanges are
indicator of both short and long term radiation exposure. The information
obtained in this study will oe important in analyzing tne risks factors of
carcinogenesis (cancer <causing suostance) and mutagensis (radiocactive
substance) in the Hirosnima and Nagaskai atomic Dbpomo survivors, in

critical accident victums, and for personnel working in tne radiation
field.
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PROCECCRES

18 PATIENTS RECEIVING FELVIC RADIATICN WITH NEUTRONS
1@ PATIENTS SECEIVING PELVIC RACIATION WITH PHOTONS
19 PATIENTS RECEIVING NO RADIATION

All subjects must not nave received any prior or planned chemotherapy. The
10 patients having received no radiation, must not have had or planned
radiation in the immed:iate future.

If you decided to participate 1o this study you will have ldcc
(approximately 2 teaspoonsful) cf blood drawn from your vein in your arm.
The plood sample wiil De placed into a tube that contains @.lcc of EDTA
(prevent clotting). Stancard sterile techniques for olood drawning will oe
used. If you are receiving or nave received radiotnerapy, tnis olsod
sample will be coordinated with any other planned oloocd test to minimize
the discomfort or inccnvenlence,

The first sample will ose obtained prior to radiotherapy to measure the
changes that mignt occur. If you are receiving radiotherapy you will have
your olood drawn every montnh for twne first 6 months, and again at 9
months, l year, 18 montns, 2 years, 2 1/2 years, and 3 years.

If you are not receiving radiotherapy, you will nave your blood drawn at
the cegining of tnhe study and again at 12 mcncns, 2 years, and tnree
years.

The blood samples will znen be packed in standard shipping container and
sent via an "overnignt” delivery service to tne Lawrence Livermore
Laboratory wnere the actual blood tests will de performed.

RISKS, STRESS, OR DISCTMEORTS

The insertion of the needle to draw blood may cause temporary discomfore
or pain and a bruise may form where the needle enters the veln.

OTHER INFORMATION

Your identity will remain confidential with the following exception:
Livermore lLaboratory wi.i recelve your name and has tne rignt to review
study data wnicn may ccncain  identifying information. Study data will be
retained oy the invest:zatdr 1ndefinitely. Controls over access to tne
information have been asproved Sy the National Cancer Institute.

You will be informed of any significant new findings based on this
research wnich may affect your willingness to continue participation.
Your physician will answer any future questions Yyou may have about the
research,
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