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The purpose of t h i s  s tudy is  t o  test t h e  e f f e c t  of ozone, an important  a i r  p o l l u t a n t ,  on 
the pulmonary func t ion  of normal, hea l thy  humans. - 
Persons  who have chronic  h e a r t  d i sease ,  lung d i sease  inc lud ing  asthma, or  have had any 
r e s p i r a t o r y  i n f e c t i o n  during t h e  pas t  s i x  weeks may not  p a r t i c i p a t e .  
may no t  p a r t i c i p a t e .  

Pregnant women 

Procedure: 
The sub jec t  w i l l  s i t  i n  a small chamber shaped somewhat l i k e  a te lephone booth and 
b rea the  through a mouthpiece. 
( c a t h e t e r )  w i l l  be passed through the  nose i n t o  t h e  rear of t h e  t h r o a t .  
w i l l  then swallow t k c  c a t h e t e r  u n t i l  t h e  t i p  l ies  j u s t  above t h e  stomach. 
is necessary t o  e s t ima te  i n t r a p l e u r a l  p ressure  ( the  p re s su re  i n  the  space between the  
lungs  and t h e  ches t  wal l )  which i s  used t o  calculate flow r e s i s t a n c e  (a measure of the  
e f f o r t  required t o  move a i r  through the  airways) .  
by a non-evasive method using pressure  waves c rea ted  by a pump (forced p res su re  
o s c i l l a t o r y  method). The flow r e s i s t a n c e  measures r e q u i r e  only q u i e t  b rea th ing  on the  
p a r t  of the  s u b j e c t .  Other func t iona l  measurements w i l l  r e q u i r e  such s i m p l e  maneuvers 
as i nha l ing  and exhal ing maximally, exhal ing a t  a given flow rate and occas iona l  brea th  
holding o r  panting. The r ad ioac t ive  measurements r e q u i r e  t h e  s u b j e c t  t o  i n s p i r e  a 
s i n g l e  b rea th  of gas tagged with a low level of r a d i o a c t i v i t y  and hold  h i s  b rea th  for 
15 t o  20 seconds. Following t h e  breathing of 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 out  
of the chamber f o r  one hour and t h e r e a f t e r  re-enter  f o r  another  se t  of measurements 
l a s t i n g  10-15 minutes. 
s u b j e c t  w i l l  be asked t o  e x e r c i s e  moderately on a t r e a d m i l l  f o r  10-15 minutes while  
b rea th ing  t h e  po l lu t an t .  

The r i s k s  involved i n  the  study are neg l ig ib l e .  Discomforts t h a t  may arise are as 
follows: nasa 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  passed; t h e  nose 
c l i p  may occas iona l ly  f e e l  t i g h t ;  s i t t i n g  i n  t h e  chamber may be ted ious .  
may cause burning of the  t h r o a t  and a n t e r i o r  ches t ,  o r  cough, an$ r a r e l y ,  d i f f i c u l t y  
i n  breathing.  Should the  symptoms occur,  they are l i k e l y  to:be F l i g h t  and to  disappear  
w i t h i n  minutes o r  hours. 
be fo re  each procedure and maintained a t  a lqyel-,low,enough t o  c a q e  no harmful e f f e c t s .  

The s tudy w i l l  involve brea th ing  low concent ra t ions  of ozone f o r  two hours. 

Before t h e  s u b j e c t  e n t e r s  t h e  chamber, a narrow tube 
The sub jec t  

The c a t h e t e r  

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

The t o t a l  l ength  of t h e  procedure will b e  4-5 hours.  Some 

The p o l l u t a n t s  

The r ad ioac t ive  gas  needed foY-the measurements w i l l  be t e s t e d  



If t h e  sub jec t  exper iences  excess ive  symptoms t h e  experiment w i l l  be terminated. 
A doctor  w i l l  be p re sen t  throughout t he  experiment and wi.11  ques t ion  t h e  s u b j e c t  
at l eas t  once d a i l y  u n t i l  a l l  symptoms are gone. 

The s u b j e c t s  r e t a i n  t h e  r i g h t  t o  withdraw from t h e  s tudy  a t  any poin t .  
will be paid $50 per two-hour exposure se s s ion .  
d e r i v i n g  from p a r t i c i p a t i o n  i n  t h e  study. 
any t i m e  and t o  withhold information from non-medical persons without  a d d i t i o n a l  
consent  are pro tec ted .  The s u b j e c t ' s  we l f a re  is pro tec t ed  by t h e  p re sence  of t h e  
physician.  before  and dur ing  the test ,  and by t h e  a v a i l a b i l i t y  of emergency h o s p i t a l  
t rea tment  i f  t h e  need arises. The s u b j e c t ' s  i d e n t i t y  and all information about him 
or h e r  are t o  remain c o n f i d e n t i a l .  

The s u b j e c t  
There are no pe r sona l  b e n e f i t s  

The r i g h t s  t o  withdraw from t h e  test a t  

S igna tu re  of i n v e s t i g a t o r  Date 

S u b j e e t ' s  s ta tement  

I v o l u n t a r i l y  consent t o  p a r t i c i p a t e  i n  t h i s  study. 
q u e s t  ions.  

I have had an oppor tun i ty  t o  ask 

Signa tu re  of s u b j e c t  Date 

Copies : Subjec t  
F i l e  


