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4. 

5. 

t .  

of t h i s  w r k  a n d  share  i d c a s  01: hob*/ b c s t  t o  c o n d u c t  t l i c  d a t a  c o l  l c c t i o n  
a t  t h a t  f a c i l i t y .  

T tic phys i c i ai1 -c p i dcli i i  o l  w!i s t w i  1 1 b i - i  c f :!I? o c c  ti IIJ t i  oria 1 i x d  i ca 1 d i  r e c t o r  
on h i :  ob j cc t i vc : ;  d i i c i l  i n c l u c k  t-::cordii iq d ~ l a  on il i o r n ! i l i  s i m i l a r  t o  
tliat ~:iaci i : : t l .  Tlic u s u i i ?  I J I Y J ~ C ~ ~ I ~ C  w i l l  Sr: to i d e n t i f y  il:c c . ) ; ; ) o ~ L ' ~  i n -  
t l i v i c l u s l s  thI-OtIrjti  job c d t c g o r i c s  ai i t l  t h i s  iiifoi-i::;iLicui i;/i 1 1  bc o b t a i n e d  . .  
:I-ii-ouqli t h e  p c i * s r ~ i i w l  d:!iCii-ti!ait. h n c d  b!i tli .I 1 i s t  o f  1 i l . c l y  ex: iosurcs 
th: p l i y s i c i s n - c ~ i i d c ~ ~ ~ i o l ~ ~ i ~ t  w i l l  c o n t a c t  :lie I IL .J~  o f  the  c c c c l c r a t o r  
d i v i s i o n  o r  p h y s i c s  tIcpJI'1ii:ent ulio can  h c l p  i d c n t i f y  o t h e r  c.xpo;cd i n -  
d i v i d u a l s  and p r o v i d c  i n f o r m a t i o n  rega l -d ing  t h c  i i c l d s  a roc i i d  tlic? work -  
i n g  ai'cas so t h a t  ar i  c s t i n i a t e  of i l i c  cxposurc  cact i  s u b j c c t  tii ls r c c c i v c d  
can bc iitlde. 

A l l  r i icdical  rcco i -ds  a t  tlic7 l o c a l  f a c i l  it;, CIIT !Irrd(rr L!IC supcrvis i , rn o f  a 
n:cddcal s t a f f  c u i i s i s t i i i g  o f  p t i y s i c i a n s ,  !?lis and I i :cdicJl  t c c h n o l o g i s t s ,  
and o i i l y  pi-ofcs:a i m a l  h c a l  th !)crronnel i.:i 1 1  Iicivc J C C C ' ; ~  t o  the med ica l  
i -ccords  froiri v!iiicti d a t a  i l r c  a b s t r a c t e d .  
arid a k d i c a l  Rcscarc l i  A l i a l y s t  b ! i l l  be rev i c r . i n ( I  Llie c h a r t s  and a b s t r a c t -  
i n g  t l i c  r cqu i i -ed  da ta .  

A O i o s t . i t i s t i c i a n / D i l t a  A n a l y s t  

T h i s  s t u d y  i n v o l v e s  s e v e r a l  phascs. 

---.---____. CliJrt f ! cv i c \ i  - I f  a p p r o w d  by t t i c  Caiiipu5 Coiixi t t w  f o r  t h e  D r o t c c t i o n  o f  
1Iuii)iiii SuSjcctr ; ,  t t i c  i n i t i a l  pliilsc o f  c l i a r t  r e v i m  w i l l  n o t  r c q u i i ' e  i n -  
f o r i x d  c o n s c n t  a s  i t  w i l l  i n v o l v e  a b s t r a c t i n q  d a t a  fro:rl c x . i s t i i i g  cmploy-  
r i c r i t  r cco i -ds  aiid occupa t io r i a l  tic21 t h  r c c o r d s  o f  L!ie exposed i n d i v i d u a l s .  
On ly  p r o p c r l y  a u t h o r i z c d  p r o f e s s i o t i a l  s t a f f  IWI , t c r s  !-/ill have access  t o  
t l i c  r c c o r d s .  Tiicy z i l l  !E f u l l y  c o g n i z a n t  of  t w  c o i i i i d c c t i a l i t y  o f  
c l i c i i t / p a t i c ~ i t  i n f o r l : n t i o l i  arid v / i l l  bc wqu i r r !d  t o  s i y r l  an  Oath o f  Con- 
f i d i v i t i a l  i ty  (copy  a t t a c l i c d ) .  Ttiiry w i l l  ciicodc t l i c  i i i f o m 3 t i o n  u s i n g  
a n  i d c r i t i f i c a l i o n  i i w h c r .  
Cus tod ian  o f  I ' cd ica l  Records (LCL). 

---_ Si! l rnct in i i  ~ _-- --..-... of f~~i , l .c ! icc l  .-..-_...______ Control 5 - Usincl  ttiz ci\cor!i*t i d a t a  011 cxposcd sub-  
j c c t s ,  a i ~ ; ~ t c l i c J  1 i s t  o f  uncxposcd subjcscts t ! i l l  !E co i i io i l c r l  011 t l ic  
b a s i s  o f  t l i s t l ~ i I i u t i o i 1  a s  t o  aqc ,  SCX, tilx! o f  c l l i p lo jwc i i t ,  i l l id o t h e r  
f a c t o r s .  1\11 c i i codcd t iucbcr  w i l l  be u t i l i z c d  f o r  each o f  t i l e  c o n t r o l s .  

Tlic I.cy t o  t h i s  codc w i l l  bc h e l d  by t t i c  
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. A second p0stcai.d :iould be scllt r?S a foll~:.!-up t o  ~IIOSC \.:I13 iiad no t  
r*Ctui*rit?d tiic c i r s t  c a r d .  ;tfter t!;is rio ft.irtk?i- a t tc i . i ; ) l  e:oii;d bc mdc 
t o  c o n t a c t  i n d i v i d u a l s .  

:&st ,  a l c t t c r  i v i i l l  be s e n t  t o  a l l  itidivic!uals viho a!ti-cctl t o  p s r t i c i -  
pate iri  the s tudy ,  r*cqucs:incJ t i i C l i i  t o  coi;i:ilctc 2 n d  rrturn ; 1 t i  att;cllcd 
qvc%tioi inai i -s .  (Couics ( i f  cach o f  tiicsc ikJcuii;?iit? arf? s t t? l c i i cd . )  It  
I I U ~  bc iieccs:;ary lo  pr:i*sonitl 1.1 i r i tcrviw s t i w  %LilJ.jCCt.~ f o r  c l a r i  f i c a -  
t i o n  o r  a d d i t i n n a l  j i i iuixJt ioi1 to thc questionnaire, hit t!iis t r i l l  
only be done a t  thc d i s c r c t i o n  o f  thc P . I .  
j e c t s  and iintclied c o n t r o l s .  The a p p l i c a b l e  consent  form i s  a t t a c h e d .  

Tlic above prnccdiircs t r i l l  r c q u i r c  2 t o  3 d a y s  'it tlic f a c i l i t y .  Oncc the 
questioliiiai IYS imve k c i i  i -e tuixcd,  c i  t l i c r  of: ~ I X J  pt*occdurcs !tiiylit be 
fol  lui.!Cd: 

a .  Copy each r c i c v a n t  n.cdical I-ccot-d arid encotic thc d d t a  a t  LBL. 

b .  I k t u r n  t o  tlic f a c i l i t y  and cncodc t l ic  d a t a  011 s i t c .  

TliC sCCGlid p t - o c c ~ l ~ . ~ r ~  i s  F;t"?fct'i'i!il bccausc i t  g ives  t l ie oppor tuni ty  t o  
pci*sunally c o n t a c t  ill,? cnopcrn t i n ?  pJ t ic i i t  LCJ c l a r i f y  t he  c:ij)OstIi'e G %  
e l l  iis t l i c  w J i c 3 1  i ~ c o r t i .  \,:c d i i t i c i p a t c  v,? c 2 1 1  crlcodc s i.:JxiI:iuiii o f  
20 p;tients cach day. 

(Copics 01' ti:e pustcai-d fo i - i in ts  2rc a t t a c h e d . )  

Tliis iiny inc lude  both sub- 

7. Fol loniny arc the safecJu2rds t o  bc used i n  the coursc o f  t h i s  s tudy:  

a .  

b. I d c n t i f i c J L i o n  ccdc 1;iliich :rill c o n s i s t  o f  a 6 - d i g i t  nuirnrical code 

O a t h  o f  Cotifidciitiiil i t y  i n  conncctioii w i t h  ah:tractcd i.x!clicdl d a t a .  

usiiig i i i i t i a l s ,  b i r t h  d a t e  and sex .  

c. Postcard i i i v i t i n g  p a r t i c i p a t i o n  i n  the  s tudy .  

d .  

e. 

f .  

L e t t e r  o f  consent  and questionnaire. 

Evaluat ion by physician of personal nicdical d a t a  from ques t ior ina i res .  

Intcrvicu, i f  iicccssilt'y, t o  bc soiiductcd by a pIiysici3ii ii:criibcr o f  
thc tcaiti. 
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A s  a c o n d i t i o n  o f  d o i n g  r c s e a r c t l  &:id I i a v i t i g  dcccss  t o  p r i v s t e  w d i c a l  i n -  

f o i m  Lion, I ayrcc? r i o t  t o  di~:ulcje Any i n f o r l r i z t i o t l  

c o n c e r n i n g  h c u n  s u b j c c t s  ob ta i r l ed  i n  the course  o f  such r e s e a r c h  i o  ur iau tho r -  . I... 

i z c d  pc rsons  arid no? t o  y u b l i s h  o r  otherwise nuke p u b l i c  any i n f o m t i o n  rc- 

y a r d i n g  such sub jec i s  such t h a t  t i l e  person i s  i d e n t i f i a b l e .  

I rccoc;n i zc tt1.i t utidu L h o r i  zcd r e 1  ci:sc o f  cor i f  i clcn t i 51 i riPot.;r:J t i  on i x y  

I I U ~ C  rlic s u b j e c t  t o  c i v i l  d c t i o t l .  

- - 
Date 

... 



S i  ncc r e  1 y , 

.... 



A E C 0 I? D S R E  LE AS E 
I1 A 'I. I: . . . . . -_ _________I.- 

:, ,,,, - . - . . . . .. ----- -- 
; ; , I < ,  . n o , <  i,l% (I. 
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