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I. The Rc5carzh - 
A. h'hat i s  t h e  o b j e c t i v e  o f  t h e  proposed r e s e a r c h ?  

The primary o b j e c t i v e  o f  the proposed r e sea rch  i s  t o  determine t h e  so lu-  
b i l i t y  o f  yellowcake inha led  by mi l l  workers. 

B. h'hy are humm s u b j e c t s  involved  i n  this r e s e a r c h ?  
Buman s u b j e c t s  a r e  involved i n  t h i s  r e sea rch  f o r  t h e  fol lowing reasons :  

ne mil l  opera- 1 )  Humans who have inha led  yellowcake from normal, Pout 

2 )  The da ta  obta ined  from the  s tudy wi l l  be used t o  mod 
t i o n s  would be a v a i l a b l e .  

f y  o r  v e r i f y  
e x i s t i n g  r a d i a t i o n  p ro tec t ion  s t anda rds  f o r  humans. 

11. The R u m s n  S u b j e c t s  

A. hlio a r e  t h e s e  h m a n  s u b j e c t s ?  
c h a r a c t e r i s t i c s ,  t r a i t s ,  e tc .  ) 

(Descr ibe by age, sex,  SES, s p e c i a l  

The human s u b j e c t s  could be any mi l l  workers, male o r  female between 
the  ages  o f  1 8  and 65. 
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1. Fe tuses?  X 

2 .  Pregnant l io ;xn? X 

3 .  P r i s o n e r s ?  X 

4 .  )?ental  P a t i e n t s ?  X 

S .  I n s t i t u t i o n a l i z e d ?  X 

6. Not a b l e  t o  giirc i n f o r a e d  consent?  X 

Yes 

C. How many humn s u b j e c t s  a r e  involved  i n  this r e s e a r c h ?  

Ten. 

D. How, and by whom, will t h e  hu~an s u b j e c t s  be s e l e c t e d ?  
The human subjects will be selected based on the i r  inhalation o f  yellow- 
cake as a resu l t  o f  work assignment a t  selected uranium mil ls .  
subjects will be selected jo in t ly  by N R C ,  PNL personnel a n d  appropriate 
mill representatives. 

The 
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A .  Exnc i l ) .  hs:; v ; i I  1 t h e  11~r:::n ~ 2 ; j c c t : ~  h e  i : ~ ~ ~ o ~ ; . c . d  j ? ,  t i l j  s rc:Fe;irc?.i? 
The h u m a n  s u b j e c t s ,  a f t e r  a yellowcake i n t a k e ,  w i l l  be asked t o  c o l l e c t  
u r ine  voidings a n d  t r a v e l  t o  t he  Hanford area f o r  i n  vivo o r g a n  counting 
and back t o  t he  m i l l .  The d a t a  c o l l e c t e d  wil l  be used f o r  s t a t i s t i c a l  
ana lys i s  only a n d  t he  i d e n t i t y  of t he  sub jec t  wil l  n o t  be revea led .  

V$J.iat risks, i T  m y ,  w i l l  be  fzced  by  t h e s e  i i ~ ~ ~ i ]  s u b j e c t s ?  
Only those  r i s k s  involved in  t r ave l  t o  t he  Hanford a rea  a n d  back t o  t h e i r  
home a t  t he  mi l l  l o c a t i o n .  However, i t  i s  poss ib l e  t h a t  t he  s u b j e c t ,  family,  
f r i e n d s ,  a n d / o r  co-workers might ass ign  more s i g n i f i c a n c e  t o  t he  spec ia l  
examinations . t h a n  r e a l l y  warranted causing concern t o  t h e  s u b j e c t .  

Or ien ta t ion  of management a n d  employees a t  t he  mil l  involved of t he  
purpose f o r  t he  ex tens ive  examination a n d  eva lua t ion  t o  be conducted. 

B .  

C. I \ha t  s p e c i f i c  s t eps  w i l l  b e  t aken  t o  minimize t h e s e  risks? 

D. Khat will be t h e  b e n e f i t s ,  i f  any,  o f  t h i s  research  t o  t h e  h u ~ a i i  
s u b j  c c t s  involved?  
The bene f i t s  of t h i s  research  t o  the  h u m a n  s u b j e c t s  involved wil l  be the  
es tab l i shment  o f  a b e t t e r  bas i s  f o r  hea l th  s u r v e i l l a n c e  procedures a n d  
s tandards  f o r  uranium mi l l  workers. 

E .  1;'hat r c i l l  be t h e  b e n e f i t s ,  i f  an)', o f  this rescz.rch t o  soc ic t ) .  e t  l z r g c ?  
A b e t t e r  understanding o f  t he  occupational r i s k s  involved i n  energy 
e x t r a c t i o n  

F .  I\hy do you f e e l  t h a t  t h e  be i ?e f i t s  outweigh t h e  rj.sks? 
The s tudy wil l  n o t  involve any apprec iab le  r i s t s  a n d  w i l l  g ive  bene f i t s  
a s  given i n  i tems D a n d  E above. 

IV. Informed Consent 

A.  How, and by whom, will i n f o m e d  consen t  be obta ined?  
I f  i t  i s  determined t h a t  informed consent i s  a p p r o p r i a t e  for t h i s  
s tudy we will ob ta in  t h e  s u b j e c t ' s  consent through appropr i a t e  
management. 
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5. 

6 .  

An o f f e r  t o  ansiier any i i i q u i r i e s  concerning t h e  procedures .  

An i n s t r u c t i o n  t h a t  t h e  s u b j e c t  i s  f r e e  t o  withdraw h i s  
consent  and t o  d i s c o n t i n u e  p a r t i c i p a t i o n  on t h e  p r o j e c t  
o r  a c t i v i t y  a t  any  t i x e .  

x 

X 

7.  Adequate d o c ~ : : ' ~ i i t ~ t i  on c7f i n f o r m e d  consent .  X 

V. P l e a s e  d e s c r i b e  any a r r a n g e n c n t s  01- agreements w i th  o t h e r  i n s t i t u t i o n s  iihich \(ill 
d i r e c t l y  a f f e c t  t h e  involi 'vxent o f  hunan s u b j e c t s  i n  t h i s  r e s e a r c h .  

None. 

VI. P lease  n o t e  any u n u s u a l  Eypects o f  t h i s  rescar 'ch t o  ~ ! i i c h  t h e  Human S u b j e c t s  
Committee's a t t e n t i o n  should be d i r e c t e d .  

None. 
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