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The p u r p o s e  of t h i s  s t u d y  i s  t o  t e s t  t k e * & f f e c t  oyozoi ie ,  an  ~ , ~ ~ g r e s P r ~ * E i ~ ~ ~ ~ ~ ~ a n = ,  on 
t h e  p u l m n a r y  ( l u n g )  f u n c t i o n  of normal,  h e a l t h y  humans.  

P e r s o n s  rcho have c h r o n i c  h e a r t  d i s e a s e ,  l u n g  d i s e a s e  i n c l u d i n g  asthma, o r  have had any 
r e s p i r a t o r y  i n f e c t i o n  d u r i n g  t h e  p a s t  s i x  weeks may n o t  p a r t i c i p a t e .  
nay not  p a r t i c i p a t e .  

Pregnant  women 

Procedure :  
The s u b j e c t  w i l l  sit i n  a s m a l l  chamber shaped somewhat l i k e  a t e l e p h o n e  boo th  and 
b r e z t h e  through a mouthpiece. Be fo re  t h e  s u b j e c t  e n t e r s  t h e  chamber, a narrow tube 
( c a t h e t e r )  will b e  passed through t h e  nose  i n t o  t h e  rear of t h e  t h r o a t .  The s u b j e c t  
will t h e n  swallow t h e  c a t h e t e r  u n t i l  t h e  t i p  l i es  j u s t  above t h e  stomach. A n o s e c l i p  
w i l l  b e  used t o  hold t h e  c a t h e t e r  i n  p l a c e  and t o  p r e v e n t  nose b r e a t h i n g .  The ca the -  
ter  i s  n e c e s s a r y  t o  estimate i n t r a p l e u r a l  p r e s s u r e  ( t h e  p r e s s u r e  i n  t h e  s p a c e  betwee2 
the l u n g s  and t h e  c h e s t  wall) which is used t o  c a l c u l a t e  flow r e s i s t a n c e  (a m e a s u r e  of 
t h e  e f f o r t  r e q u i r e d  t o  move a i r  th rough  t h e  a i r w a y s ) .  
measured by a non-invasive method u s i n g  p r e s s u r e  waves c r e a t e d  by a pump ( fo rced  p r e s s u r e  
o s c i l l a t o r y  method). The f low r e s i s t a n c e  measures  r e q u i r e  on ly  q u i e t  b r e a t h i n g  on t h e  
p a r t  of t h e  s u b j e c t .  O the r  measurements will r e q u i r e  such s imple  maneuvers as  i n h a l i n g  
and e x h a l i n g  maximally, e x h a l i n g  a t  a g i v e n  flow ra te  and o c c a s i o n a l  b r e a t h  h o l d i n g  o r  
p a n t i n g .  I n  o r d e r  t o  o b t a i n  t h e  r a d i o a c t i v e  measurements t h e  s u b j e c t  w i l l  i n h a l e  a 
s i n g l e  b r e a t h  of gas tagged w i t h  a low l e v e l  of r a d i o a c t i v i t y  (13H2 o r  C1502, b o t h  p o s i -  
t r o n  e m i t t e r s )  and hold h i s / h e r  b r e a t h  f o r  15 t o  20 seconds.  Fol lowing t h e  b r e a t h i n g  
o f  t h e  p o l l u t a n t  t h e  s u b j e c t  w i l l  come o u t  of t h e  chamber f o r  one hour  and t h e r e a f t e r  
r e - e n t e r  f o r  a n o t h e r  set  of measurements l a s t i n g  10-15 minutes .  The t o t a l  l e n g t h  of t h e  
p r o c e d u r e  w i l l  be  4-5 hours .  Some s u b j e c t  w i l l  b e  asked to  e x e r c i s e  modera t e ly  on a 
t r e a d m i l l  f o r  10-15 minu tes  w h i l e  b r e a t h i n g  t h e  p o l l u t a n t .  

The r i s k s  invo lved  i n . t h e  s t u d y  a re  thought  t o  b e  n e g l i g i b l e .  D i scomfor t s  t h a t  may a r i s e  
are  a s  fo l lows:  n a s a l  i r r i t a t i o n  may be f e l t  when t h e  c a t h e t e r  is f i r s t  pas sed ;  t h e  nose 
c l i p  may o c c a s i o n a l l y  f e e l  t i g h t ;  s i t t i n g  i n  t h e  chamber may be t e d i o u s .  The ozone may 
cause burn ing  of t h e  t h r o a t  and c h e s t ,  o r  cough , ' and  r a r e l y ,  d i f f i c u l t y  i n  b r e a t h i n g .  
Should t h e  symptoms occur ,  t hey  are  l i k e l y  t o  b e  s l i g h t  and t o  d i s a p p e a r  w i t h i n  minu tes  
o r  h o u r s .  The t o t a l  r a d i a t i o n  exposure  f o r  t h e  complete  experiment (12 r a d i o a c t i v e  
t e s t s )  w i l l  be  approximately 30 mrad t o  t h e  l u n g s ,  t h e  a c c e p t a b l e  d o s e  l i m i t  t o  t h e  l u c g s  
i s  500 mrad p e r  yea r .  A normal c h e s t  x-ray will r e s u l t  i n  approximately 200 rnrad t o  the 
s k i n .  

The s t u d y  will i n v o l v e  b r e a t h i n g  low c o n c e n t r a t i o n s  of ozone f o r  two hour s .  

Flow r e s i s t a n c e  w i l l  a l s o  b e  

p . 7  rAi 

@  he low concentrnFions of ozone nay procuce cliangw ia pulimnary fuac t inn  not 
n o t i c a b l e  t o  t h e  subqett, howEVeK, t h e s e  ara coc.ple . tc~y revcr-d w i t h i n  24 houra. 
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I f  t h e  s:!bjccr c s p c r i c n c c s  cxccssivc symptoms the experiment  w i l l  bc t e rminn t rd .  
A d o c t o r  w i l l  he p r c s e n t  throughout  t h e  e x p c r i o e n t  and t h e r c a f  ter w i l l  q u e s t i o n  t h e  
s u b j e c t  a t  l e a s t  once d a i l y  u n t i l  a l l  symptoins a r e  gone. 

The sub- j cc t s  r c t a i n  t h e  r i g h t  t o  withdraw f ron  t h e  s t u d y  a t  any p o i n t .  
w i l l  be p a i d  $ S O  p e r  two-hour exposure s e s s i o n .  
r i v i n g  from p a r t i c i p a t i o n  i n  t h c  s t u d y .  The  r i g h t s  t o  withdraw fron t h e  t es t  i i i  any 
t ine and t o  wi thho ld  in fo rma t ion  f r a n  non-m&i ca l  p e r s o n s  without  addi t ior fz l -  a m s e n t  
a re  p r o t e c t e d .  The s u b j e c t ’ s  w e l f a r e  i s  p r o t e c t e d  by the p r e s e n c e  of  t h e  p h y s i c i a n  
before  and  d u r i n g  t h e  t e s t ,  and  by t h e  a v a i l z b i l i t y  of emergency h o s p i t a l  t r e a i n e n t  
if  t h e  need a r i s e s .  
t o  r m a i n  coniide::ti;l. 

The s u b j e c t  
T h e r e  are no p e r s o n a l  b e n e f i t s  de- 

0. s u b j e c t ’ s  i d e n t i t y  and a l l  i n f o r m a t i o n  about: him or  Ler a re  
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Subj ect ’ s s t a t  emen t - 
I v o l u n t a r i l y  consen t  t o  p a r t i c i p a t e  i n  this study. 
q u e s t  i o n s  . 1 have.had an o p p o r t u n i t y  to ask 
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