
8 f c n - e ~ ~ ~  3 E*r*rcnmanta/ ScJences D i v r s i ~ n s  

Lawrence Livermore National Laboratory 

Dr. Suwn Koqe 
fiunan Health A .\..;.Se..hncnts i)ivi<ion. 1:R-Y.j 
Office of Health 2i Environmental Re>earcn 
Office of Energ> Research 
C.S. Department of Energ;. 
hahhington. D.C. 2:)515 

Dear Dr.  Rose: 

The following research proposals x e r e  approved by the L L N L  Human Subjects 
Committee on November 2 3 .  1986. 

Ti tie - 
Principal Agency 
Investigator Sponsor ADproval 

Transfer of Particulates to IIands A r t h u r  H. Bierman USArmy new 

Human Subjects Experiments (Divers) 
w i t h  Air Tagged \I ith Kadioisotopes 
1 3 N  and J1.4r 

Paul Yeyer 

Chromosome Aberration Frequencies in 
Patients Undergoing Radiation 
Therapy with S-rays or 'Fast ?Jeutrons 

Tore Straune 

US Navy annual 

DOE annual 

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

Attachments 

e842 I I I bl 

Sincerely yours, 

F A  AGL 
Frederick T. Hatch, M.D., Ph.D. 
Assistant Associate Director 
Biomedical and Environmental 

Research Program 



2 PRINCIPAL INVESTIGATOR. PROGRAM 3 i R E C T S R .  3 R  'ELLSm'I 

A r t h u r  H. Bierrnann 

3 

4 HHS ASSURANCE STATUS 

3 This nsfirution has an approved assurance 2' C O ~ C  3 * c e  3 n  ftie W l t r  HHS which covers this activitv. 

FOOO AND DRUG ADMINISTRATION F E 2 : L ! e E 3  ~'dFGR'L1ATIC.J free r e v w e s m e l  

11-1 4 13 Assurance iden; IIcatio: nuinDer 0 1 IRE identification number 
- - No assurance of compliance which apalier -0 this ac:ivit, has  been estaolirhcd with HHS. bur the applicant institution will provide Wlttm assurance 0 

cornpilance and certif ication of IRE review and apD'5vai ,n accordance w i th  45 CFR 46 upon request. 

5 CERTIFICATION OF I R E  REVIEW OR DECLARATION OF EXEhtPTlON 

3 This activlty has been reviewed and approrrd bv a- 1RB in accordance w i th  the requircme-'s of 45 CFR 46. including i t s  relevant SubpWtS. This certif i  
cation fulfil ls. when applicable. requirements 'or cert,fycng FOA status lor each hnvestigationa new drug or device. 1st revers0 rib. of this form./ 

11/"2i/86 
lmon th /dav/vear) 

X F u I I  Board Review 

Date of IR8  'evlew a r d  approval. (If approval is pending, write "pending." Followur, CertifiC~frOn rS ruqUiNd.) 

r 
ci ExDedlreo Review 

- - This act!vlty contains rnulrtOIe prolects, $cine of *+tach have not been reviewed. The I R 8  has granted approval on condi t ion that all projects covered b\ 
45 CFR 46 will be reviewed and approved &fore tney are init iated and that appropriate further certif ication ( form HHS 596) wi l l  br submitled. 

- - Human SubleCtS are mvorved, but this act iv l iy  quatof.es for exemption under 46.101 (b)  in accordance w i th  paragraph 
of ercmpl~on i f1  46.10tlbl. I rbrough 51, but  the inst i tut ion did not designate that exemption o n  the application. 

(insert paragraph numbs. 

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

II COOPERATING INST lTUT lON APPLICANT INSTITUTION 
1 NAME, ADDRESS, A N D  TELEPHONE NO. %AM€. ADDRESS. A N 0  TELEPHONE NO. 

Law r ence L i ve r mor e N at  i onal Labor SI t o r t 
P. 0. Box 808 
Livermore, CA 94550 
(415 )  422-9136 

1 11 NAME AND TITLE OF OFFICIAL lprrnt or typel NAME A N D  TITLE OF O F F I C I A L  (printor WpCl 

Robert L. Zanetell, Finance hIanager ll 
1 

SIGNATURE OF OFFIC IAL  LISTED ABOVE (and dart) 

HHS 396 (Rev. 1/82) 111 addroonrl spacr IS needed. please UH rtyIrs8 sidt undtr  OW." 



t 
lr9 
0 

I -  - 
-n. 

Subjects Uarne: 

33te: 

1. 

2. 

3 .  

4 .  

5 .  

.- 

6. 

7 .  

I hereby agre? to 2articioate in the ?article Transfer tests b e l n q  
conducted by the -6za'Cs Cmtrol 3epartnent 3 f  Lawrence Livermore 
National Labcratgtr. 

I understand that tqe Drocedures for conducting these tests are aS 
f o l l o w s :  

Volunteer oarticioants w i l l  press their hand on a netal plate 
which has been coated with fine particles. 
they will wasn any collected partic:;s off their hand. 
single test N i l  1 :ast approximately 1 .S minutes. 

Immediately after, 
A 

I understand that tne possible risks and discomfort from partici- 
oation in this exwriment would be associated with individual 
allergic responses to tne chemical composition of  tne fine 
particles. 

At the conclusion of this procedure it is exoected that ! will be 
able to function normally immediately. 

I understand that the purpose of performjng these procedures is t o  
determine the parameters governing the amount o f  fine Darticles 
which may be transferred from metallic surfaces to hands by 
physical contact. 

I further understand that t h i s  study may result in no direct 
benefit to me but it may benefit some individuals in the future. 

I understand that Arthur H. 8iermann,the Principal Investigator, 
andlor such assistants as may be selected will answer any inquiries 
I nay nave at any time concerning the procedures and/or 
investigation. 

Subjects Inltlals 
Page 1 of 2 



a.  

9. 

10. 

1 1 .  

12. 

13. 

i l r t h u r  rt. Slfrlann, 3pl e-c l3yee o f  t n e  g n i v e r s i t y  o f  C a l i f o r n i a ,  
Lawrence L i ~ i e ~ m o r o  '.at::nqI Laboratory ,  i s  r e s p o n s i b l e  f o r  t h e  
conduct o f  t ne  r2s ' xcn  ? $  anicn I am t o  p a r t i c i p a t e .  
research i s  S ; G ~ S C ~ ~ C  :y t n e  Hazards Con t ro l  Department o f  Lawrence 
Livermore N a t i c n s l  , a : ~ c 3 t 3 r y  which i s  operated by t h e  U n i v e r s i t y  
o f  C a l i f o r n i a  rlnaer c9-:pdct w i t h  the i l n i t e d  S t a t e s  Department of 
Energy, and tne ; r , i t e d  S t z t e s  Department o f  t h e  Army. 

Th is  

I understand t n a t  : am t r t i t l e d  t o  a copy o f  t h i s  consent f o r m  and 
t h e  Lawrence L iver7;ore 'ra';i3nal Labora to ry  Exper imenta l  S u b j e c t ' s  
B i l l  o f  Rights .  

I understand t h a t  1 am Z a r t i c i p a t i n g  i n  t h i s  exper iment  as an 
employee o f  t h e  U n i v e r s i t y  o f  C a l i f o r n i a ,  Lawrence L ivermore 
Na t iona l  Labora to ry  as 3 D a r t  o f  t h e  w o r 6  performed under Con t rac t  
W7405-ENG-48 between t h e  U n i v e r s i t y  of C a l i f o r n i a  and Department o f  
Energy. 

I understand t h a t  i f  I q 3 v e  any comola in ts  o r  concerns about t h e  
procedures, I may address tnem t o  V iv ian  I,. Shepherd, Sec re ta ry  of 
t h e  Puman Subjects  C o m i t t e e ,  i n  person, by te lephone,  or i n  
w r i t i n g .  
Lawrence L ivermore N a t i o n a l  Laboratory ,  P.O. Box 808, Livermore,CA. 
94550. 

Ms. Sheoherd can be  reached a t  (415) 423-2887, L-319, 

S u b j e c t ' s  S ignature 

M i  t n e s s  

Page 2 of 2 



2 .  3e g i v e n  I n  ex::3qation of t h e  procedures t o  be fo l l owed  i n  t h e  
meaica l  er3er ' - tePt,  3fld any d rug  o r  dev i ce  t o  be u t i l i z e d ,  

3 .  Se g i v e n  .3 a e r c r i o t i o n  o f  any a t tendan t  d i scomfo r t s  and r i s k s  
reascnab ly  t o  ,e 2xoecteb f rom t h e  exper iment,  i f  a p p l i c a b l e .  

8e g i ven  an e r 3 l a n a t l o n  o f  any b e n e f i t s  t o  t h e  s u b j e c t  reasonably  
t o  be expectea t r m  t h e  exper iment,  i f  a p p l i c a b l e .  

4. 

5 .  Be g i v e n  a d i s c l o s u r e  o f  any a p p r o p r i a t e  a l t e r n a t i v e  procedures, 
drugs o r  dev i ces  t h a t  n i g h t  be advantageous t o  t h e  s u b j e c t ,  and 
t h e i r  r e l a t i v e  r i s k s  and b e n e f i t s .  

6. Be in formed o f  t h e  avenues o f  n e d i c a l  t rea tmen t ,  if any, 
a v a i l a b l e  t o  tne  s u b j e c t  a f t e r  t h e  experiment, if comp l i ca t i ons  
shou ld  a r i s e .  

7 .  Be g i v e n  t h e  o p p o r t u n i t y  t o  ask any ques t i ons  concern ing t h e  
exper iment  o r  t h e  procedures i nvo l ved .  

8. Be i n s t r u c t e d  t h a t  consent t o  p a r t i c i p a t e  i n  t h e  medica l  
exper iment may be wi thdrawn a t  any t i m e  and t h e  s u b j e c t  may 
d i s c o n t i n u e  p a r t i c i p a t i o n  i n  t h e  medical  exper iment  w i t h o u t  
p r e j  u d i  ce. 

9. Be g i v e n  a copy 0.f t h e  s igned and dated w r i t t e n  consent form. 

10. 8e g i v e n  t h e  o p p o r t u n i t y  t o  dec ide t o  consent o r  n o t  t o  consent 
t o  a medica l  exper iment w i t h o u t  t h e  i n t e r v e n t i o n  o f  any element 
of f o rce ,  f r a u d ,  d e c e i t ,  duress, coe rc ion ,  o r  undue i n f l u e n c e  on 
t h e  s u b j e c t ' s  d e c i s i o n .  

A 

k3 
0 - e s t a b l i s h e d  f o r  t h e  p r o t e c t i o n  o f  v o l u n t e e r s  i n  r e s e a r c h  p r o j e c t s .  The 
rs??o Secre ta ry  of t h a t  Committee, V i v i a n  L. Shepherd, may be  reached by 
Q c a l l i n g ,  (415 )  423-2887, f rom 8 :OO a.m. u n t i l  5:OO p.m., Monday through 

F r i d a y ,  o r  w r  

If a t  any t i m e  you have any ques t i ons  r e g a r d i n g  a r e s e a r c h  s tudy,  t h e  
researcher  o r  h i s / h e r  a s s i s t a n t  w i l l  be g l a d  t o  answer them. You may 
a l s o  seek ass i s tance  f r o m  t h e  Human Subjects  C o r n i t t e e  which was 

i4 

L ivermore Na t  

-" -. =.* . .  . r  . - .  

t i n g  t o  t h e  Human Sub jec ts  C o r n i t t e e ,  L-319, Lawrence 
onal  Labora to ry ,  P.O. Box 808, L ivermore,  C A  94550. 



Paul .\le>er 

SIGNATURE OF I A L  LISTED ABOVE land darrl 

1 2/, 9 /0 6 

3 FOOO A N 0  ORUC ADMINISTRATION R E ; L : R E 3  .‘JF;P’.lA\;iON /see reverse side) 

SIGNATURE OF O F F  I C l A L  LISTEO ABOVE (and date) 

i 

4 .  HHS ASSURANCE STATUS 
- 
&, Thls nstitution has an approved assurance o! c o n w a r c e  gn ! , , e  wi th  HHS which covers t h i s  activitv. 

Assurance tdenti!icattor -bnce r  Q l S B  IRE dent i l l ca t ion  number :I- 1 4 1 .i 
- 

No assurance of compliance which applies to  this aCt.v,ty has been established with HHS. but the applicant institution will provfde W l t t e n  WWIITrcI 0 
compliance and certi l icatton of IRE review and apormai in accordance w i th  45 CFR 46 upon request. 

5. CERTIFICATION OF IRB REVIEW OR DECLARATION OF EXEMPTION 

3 6 7 h s  activity has been reviewed and approved b y  an IRE ,n accordance with the requirements of 4 5  CFR 46, including i t s  relevant SubPartr. This ceftifi 
callon lulfills, when appiicable, regulrements for cerli!ving F D A  status for each invertigationai new drug or device. &e reverse Si& O f  this f0m.l  

Date of I R B  rewew ar.c approval. (/fapprovaI fs pending. write “pmding.” Followup certification is required.) 11 .>- !8fi 
lmon th lda y /year/ 

- s Full Board Review - Expedited Rrv.ew 

- - This activity contains multiDle prolects, some of which have not been reviewed. The I R 8  has granted approval on condition that all PrOlCCCS COVwcd b 
45 CFR 46 will be  reviewed and approved before they are init iated and that appropriate fur ther certif ication IFurm HHS5961 wi l l  be submitted. 

3 

J Human subiects are involved. bur this activity auaiif*es !or exemotion under 46.101 (b) in accordance w i th  paragraph 
Ofe*eWXmn tIJ 46.101/61. I through 51, but the inst i tut ion d id  not designate that exemption on the application. 

(insert paragraph numbr 

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

n COOPERATING INSTITUTION APPLICANT INSTITUTION 
NAME. AOORESS. A N D  TELEPHONE NO. 11 NAME, AOORESS, A N D  TELEPHONE NO. 

Lawrence Livermore National Laboratory 
P. 0. Box 808 
Livermore, CX 94550 
(415) 422-9136 

II 11 NAME AND T I T L E  OF OFFICIAL /print or typal N A M E  A N D  TITLE OF OF F l C l A L  (prrnt O r  WPCl 

Robert L. Zanetell, Finance Manager 



Lawrence Livermore National Laboratory 

S u b j e c t ' s  Name: 

l a t e :  

1 .  I hereby consent t s  a c t  3 s  a t e s t  s l i b j e c t  i n  t h e  j o i n t  Naval q e d i c a l  
3eSearCh and 3evel.meot Ccmand - Lawrence L i ve rmore  Na t iona l  
Laboratory  s tudy t i t l s d  w n a n  Subject  Exper iments With A i r  Tagged 
* t i t h  9adio isotoDes 131, and 4 1 A r .  

2 .  1 understand t h a t  t n e  procedures f o r  conai,cting t h i s  t e s t  w i l l  
i n v o l v e  : 

Broath i r la  1 3 Y  and 4 1 A r  l abe led  a i r  f o r  up  t o  120 m i u t e s .  

3 .  I understand t h a t  any p o s s i b l e  r i s k s  and d i s c o m f o r t  t h a t  Tay r e s u l t  
f r o m  t h e  procedures a re  considered Q n l i k e l y  b u t  i n c l u d e :  

3 .  The d i s c o m f o r t  from b r e a t h i n g  through a mouthpiece f o r  IJP t o  
two hours.  

b. Any exposure t o  i o n i z i n g  r a d i a t i o n  c a r r i e s  a r i s k  C)T causing 
cancer - - i n  t h i s  case p o t e n t i a l l y  o f  t h e  lung o r  upper a i r  
passages where - the  most s i g n i f i c a n t  p a r t  o f  t n e  r a d i a t i o n  dose 
i s  d e l i v e r e d .  The b e s t  es t ima te  o f  t h e  r i s k  o f  lung cancer 
from t h i s  procedure l i e s  between one cnance i n  \OO,r300 and one 
chance i n  10,000. 
passages i n  t h i s  orocedure w i l l  be l e s s  tnan 0.4 rem. T h i s  
amount i s  s l i g h t l y  below t h e  Federa l  exoosure l i m i t  f o r  annual 
exposure o f  t h e  genera l  poou la t i on ;  i s  one t e n t h  o f  t he  
p e r m i s s i b l e  annual exposure o f  r a d i a t i o n  workers;  and i s  
app rox ima te l y  t h r e e  t o  f o u r  t imes t h e  r a d i a t i o n  rece ived  by 
the  p u b l i c  i n  most geographica l  areas o f  t h e  U n i t e d  S ta tes  
t rom n a t u r a l  sources and average usage f o r  medical  an a e n t a l  
purposes . ' I  

The r a d i a t i o n  exposure t o  t h e  lung and a i r  

Sub jec ts  I n  i t i a l s  
Page 1 of 3 
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6 .  I f u r t h e r  unCerst2-8d : r a t  t n i s  study Tay r e s u l t  i n  no a i r e c t  b e n e f i t  
t o  me b u t  i t  'ay c : n t r j a u t e  t o  t n e  unaerstanding of  n i t r o g e n  uptake 
and e l i m i n a t i o n  i -  t n e  5ady and may tne re fo re ,  a i d  i n  t h e  
understanding o f  :?cmDresSion sickness. 
s i g n i f i c a n t  benef:: t o  t n e  d i v i n g  p r c f e s s i o n  i n  t h e  f u t u r e ,  ana d l 1 1  
be made a v a i l a D l e  3 s  sson as t h e  s tud ies  are completed. 

The f i n d i n g s  w i l l  be of  

7 .  I understand t n a t  and/or sucn a s s i s t a n t s  
as may be s e l e c t e c  d i l l  dnsrrer m y  i n a u i r i e s  I may have a t  any t i m e  
concern ing t h e  przceaures and /o r  i n v e s t i g a t i o n .  

8. Any p u b l i c a t i o n  a . - i s i r lg  f rom t h i s  s tudy w i l l  be made w i t h o u t  
s p e c i f i c  r e f e r e n c i  t o  ny name. 

9. I recognize t h a t  -y p a r t i c i p a t i o n  i n  t h i s  3xper iment i s  e n t i r e l y  
v o l u n t a r y  and 1 m z j  r e f u s e  t o  p a r t i c i o a t e  or may w i thd raw a t  any 
t ime w i t h o u t  j eooardy .  
t h e  i n v e s t i g a t o r  -ay i n  h i s  abso lu te  a i s c r e t i o n  t e r m i n a t e  t n e  
procedures and/or i n v e s t i g a t i o n s  a t  any t i n e .  

Owing t o  t h e  s c i e n t i f i c  n a t u r e  o f  t h e  StlJdy, 

I O .  I understand t h a t  I am e n t i t l e d  t o  a copy o f  t h i s  consent  form and 
t h e  Exper imental  S u b j e c t ' s  B i l l  o f  2 i g h t s .  

11. Paul  Yeyer, an efreloyee of t h e  l l n i v e r s i t y  g f  C a l i f o r n i a ,  Lawrence 
L ivermore N a t i o n a l  Labora to ry ,  i s  r e s p o n s i s i e  for  t h e  conduct of t h e  
research  i n  which i am t o  p a r t i c i p a t e .  Th is  r e s e a r c h  i s  sponsored 
by t h e  NavaL Med ica l  Research and Development Command and Lawrence 
L i vermore N a t i o n a l  L i b o r a t o r y  . 

Sub jec ts  I n i t i a l s  
Page 2 of 3 

10 l 3 5 / 4  

0 0 2  I 1 2 3 4  



S u b j e c t ' s  Signature 

n' i  tness 

To be comoleted i f  S ~ b ; e c t  i s  3 T ino r  c r  Qtherwise u n a b l e  t o  Sign:  

Subject i s  3 minor 'age-) or otherwise unable t o  sign because: 

ather 

51 other 

Legal Guardian 

id i tness 

Page 3 of 3 



PROTECTION OF HUMAN SUBJECTS 
ASSURANCE ICE R TI  F I CA TI ONI'DE CL A R AT1 ON - c 

O R I G I N A L  2 FOLLOWUP - EXEt lPTION 
(previobs'v Jndesiqnatedl 

7 
ti Thrs acrrvrty conrains multiple projects. some of which have not been reviewed. The IRB has granted approval on condition that all PrOihCts C O W r r d  b 

45 CFR 46 wi l l  be reviewed and approved before they are init iated and that appropriate further cert i f icat ion (Form NHS 5961 will br wbmltmd. 

T - New L Cornmting 3 Noncomortin9 5 S u w l m r n r u  

APPLICATION IDENTIFICATION NO. I ifknownl 

contmubtton COt!tinultiOn 

(insert paragraph numbe c Human subiects are involved. bur this activity qualifies for exemption under 46.101 (b) in accordance wi th  paragraph 
o lcxernpr ion rn 46. fO l lb / ,  t rhrough 5), but rhe inst i tu t ion d id  not  designate that exemption on the applicarion. 

NAME A N D  T ITLE OF OFFICIAL h i n f  or type) 

Robert L. Zanetell, Finance Slanager 

6. Each official signing below certifies that *e information provided on this form i s  correct and that each institution 
assumes responsibility for assuring required future reviews, approvals, and submissions of certification. 

APPLICANT INSTITUTION COOPERATING INSTITUTION I( 
NAME,  ADDRESS. A N 0  TELEPHONE NO. 11 NAME,  ADDRESS, A N 0  TELEPHONE NO. 

Lawrence Livermore National Laboratory 
P. 0. Box 808 
Livermore, CA 94550  
(-115) 422-9136 

N A M E  A N D  T ITLE OF OFFIC IAL  (print Of f Y W /  

SIGNATURE OF OF LISTED A8OVE land date/ SIGNATURE OF OFFIC IAL  LISTED AEOVE land d a d  

111 rdditiond space I S  needed. pl8a.u use r#v#r# ude under "'JVOt85.' 



. I  

August 7, 1985 

Tore S t r a w ,  Ph.3. 
Neutron Hazard Researcn Prqrjm 
Bianedical and Envlrormental Sciences Division 
Lawrence Livermore Nationai 2iboratory 
w BOX s s w  
Livermore, CA 945510 

Our joint project to quantitate the c h r m s a m l  aberration frequencies in 
patients treated with neutrcn irradiation has been approved for OUT H m  
Subjects. Enclosed is a copy of the approval for your institution. we can 
begin the project at your convenience. 

Yours tr ly, PI 
m r g e  &x E. tar re, Ph.D., M.D. 
Professor of d i a t i o n  0&1ogy 
Clinical Director, University of Washington 
Fast Neutron Radiotherapy Project 

GEL: jt 

encl 



~~ ~ ~ 

6. Each offkid signing blow artifies that ttm information provided on t h i s  form is correct and that each 1nstitlr:ion 

auumm responsibility for assuring required future rwitwt, approvals, and submissions of certification. 

APPLICANT obSTl*,f'CY : S C P S a A T  4C N$tl-,- 2'. 
WAMg. A s O n l S S  A N 0  T l b g P M O N C  S O  

University of Washing ton 
Seatt le ,  Washing ton 98 195 



G.E. bramore, P R . D . ,  U.3.r ?rinc?pal Investigator 
T.W. Griffin, M.D., ?rofassor 
K.H. Luk, Y.D., Asscciace Profsssor 
A.H. Russell, Y.D., Assiszanc P ~ ~ ~ S S S O K  

B . R .  Gri f f in ,  M.D., Acting .ASSiStant Ptafessor 
J.G. Peltm, M.D., Acting Assistant PKOfeSsot 

D E P U "  OF RADIATION ONcOIxKN 

R.S. Scott, Ph.3, M.3., X C t l n U  k3SiStant ? K O f e S S O t  

EXerqency Day phone 8:30 a.3. t o  S:N p.m. 
(state nam, nature of call, atterrding pnysician) 

mrqency phone niqhtslekends 
(ask for radiation oncoloqist on call) 

s 4 8 - 4 i a ~  

s 4 8 - 4 i m  
548-4 iaa 
f48-4100 

548-4?30 

548-4 100 
548-4100 

548-3300 

The purpose of tnis study is quantify :ne natzre of radiation-induced 
chanqes far mth neutrons and x-rays i n  3 F p u h t i o n  that is already 
underqoinq ?lanned radiotnerapy for various zzt!i.;nanc:es; and to deternine 
the effects of reprodcring 'white ~ l o c d  cells (cnramsomal cnanqes) 5ue t3 
neutron radiation. These cnanqes wi;l oe f o l i c 4  f ; ~  a period of ti.= and 
Compared With similiar chanqes induced oy x-ray. T3ere w i l l  Se no 
additonal health hazard t o  suopct s  in  tnis study. Chromosomal cnanqes are 
indicator of both short and Lonq term radiation exposure. The rnfomtion 
obtained in this study w i l l  3e important in anal*pinq tne risks factors  of 
carcinoqewsis (cancer causing suDstance) and mtaqensis (radioactive 
substance) in the Hir=sr,I.ra and Nagaskai atomic mm SUKVLVOKS, i n  
ctitical accident v i c t m s ,  and for prsonnel working in tne radiation 
f i e l d .  

8 6 t  I 1286 



All sublects m s t  not .mve received any prior or planned chanotherapy. h e  
18 patients tsavicq received no radiation, mst not have had or planned 
radiation in the imneOiate future. 

I f  you decided to .=r-ic:?ate in this study you will have lacc 
(approxinsately 2 teasponsful) cf blood drawn from your vein in your am. 
The olocd sample w i i l  ze ?Laced into a tube m a t  contains 0 . 1 ~ ~  of EDTA 
(prevent clotttnq). Stardard sterile techniques for olood drawing w i l l  m 
used. I f  ycu are Kecei.::9q OK nave received radiotnerapy, t i - i s  o l d  
sample will 3e coordirited wit!! any other planned olood test to minunite 
the discomfort or incx*:enience. 

The first sample will 3e ootained prior to radiotherapy to tmasure the 
c;?anges that niqnt o c t ~ r .  If you are r e c e i v i q  radiothetaw you will have 
your olocd drawn every mntn €OK m e  first 6 months, and again at 9 
m n m s ,  1 yeas, 18 monxs, 2 years, 2 1/2 years, and 3 years. 

If you are not receivinq radiotherapy, Wlii nave your blood drawn at 
the w i n i n g  of cne s t i a y  and aqain at 12 xntns, 2 years, and tnree 
years. 

The olood samples wil: z ien  be pcked in standard shipping container and 
s n t  via an "overniqnt" delivery seryice to m e  Lawrence LiVeKmOre 
Lamratocy mere the ac=ual blood tests will 3e performed. 

you 

X S K S ,  STRESS, OR DIjC=SY€c)9TS 

The insertion of the needk 
or pain and a bruis@ may form where tbe needie enters the vein. 

t o  draw blood ?ay cause temporary discmfort  

Your identity will K W ~ L ~  confidential wit!! tie followinq exception: 
Livennote taboratory v l l i  rcxei*.re your nam and has m e  rignt to review 
study data wnicn m y  czntain infomation. Study data ~ l l l  be 
retained by t l i e  invest:;atsc indefinitely. ContrDls over access to ule 
infOrRHtion have been q x : , . ; e d  By the National Cancer Institute. 

YOU will be i n f o r m  of any significant new findinqs based on this 
research wnich may affsct your willingness to continue participation. 
Your physician will a n s e r  any future questions you may have about the 
research . 

tdentifyinq 

t i .  


