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Interdepartmental letterhead 

MaJStamL- 54 
Ext: 7861 

September 30, 1977 

7 18 10.5 

TO: Human Subjects Committee 

SUBJECT: Next Scheduled Meeting of LLL Human Subjects Committee 

The next meeting of the LLL Human Subjects committee has been scheduled 
f o r  October 13, 1977 a t  2:OO p. m., i n  Conference Room A of the Auditorium 
B u i  1 d i n g  (B-123). 

The agenda f o r  the meeting is as follows: 

1. "Digital Microphotometry and Biomedical Image Analysis" - Brian Maya1 1. 
T h i s  is a standard human subjects yearly review and approval. The  
subject grant has been given a no-cost extension for  the period of 
one year, the Committee needs t o  approve the use o f  human subjects for 
that  period. The continuation application fo r  this grant is attached. 

2. "Development and Evaluation of New Stains and Other Optical Markers 
Useful for  Cytopathologic Specimans i n  Suspension" - Brian Mayall. 
Standard human subjects yearly review and approval for this grant 
which is a collaborative w i t h  the University of San Francisco Medical 
Center. A copy o f  the technical proposal is  attached. 

"Ozone Effects on Overall and Regional Lung Function" - Paul Meyer. 
The University of Washington i s  having some d i f f icu l ty  w i t h  two of 
the Committee's approval conditions; t h a t  a California 1 icensed 
physician be present, and the ban on the treadmill test. Attached 
is  a copy o f  the approval memorandum which  was sent t o  Paul and the 
Cornittee members. 
The Uni versi ty of Washington w i  11 be as k i  ng the Commi t t e e  to  modi fy 
i ts  approval based on these two conditions. 

Additionally, Jim Johnson of Hazards Control , and a Committee member, 
has asked that  the Committee consider an additional condition t o  
approval of this research. 

3. 

The items t o  be discussed are  items 1 and 5. 

A copy of h i s  request is  attached. 

I f  you will not be able to  attend 

Vivian L. Jmey 
D i  s tri b u t i  on: 
Human Subjects Committee Members 
B. H. Mayall w/o attachments 
P. Meyer w/o attachments 
f i l e  



Interdepartmental let tel I lead 

MailSlaliOn L- 21 
Ext: 786 1 

November 7, 1977 

TO: Paul Meyer 

SUBJECT: Revised Human Subjects Approval: Ozone Effect on Lung 
Function - Collaborative Program w i t h  University of 
Was h i  ng ton 

T h i s  memorandum will confirm t h a t  a t  i t s  October 13, 1977 meeting the 
Lawrence Livermore Laboratory Human Subjects Committee amended i t s  
approval f o r  the use of human subjects i n  the subject program which 
was granted on May 31, 1977. 

T h i s  approval i s  based upon the approval of the University of Washington 
Human Subjects Review Committee and is  subject o f  the following conditions. 

1. 

2. 

There m u s t  be a California-licensed physician present while the 
experiments a r e  taking place. 

The Laboratory will require a statement from the University of 
Washington holding the Laboratory harmless from any l i a b i l i t y  ar is ing 
out of these experiments. 

3. We will require a c e r t i f i c a t e  of insurance from the University of 
Washington indicating current insurance coverage for  the risks 
associated w i t h  these experiments. 

4. 

5 .  

The radiat ion exposure should be held t o  the lowest levels possible. 

The experimental procedures a re  t o  conform t o  those described i n  the 
application t o  the University of Washington Human Subjects Committe, 
except t h a t  the subjects will not exercise on a treadmill. 

t 

6. The experimenters must notify the Committee immediately if  any 
complications develop dur ing  the course of the experiments. 

7. The experimenters m u s t  use the consent form approved by the 
University of  Washington Human Subjects Committee. 

8. A stat ionary bicycle may be used for  exercising the volunteers d u r i n g  
the ozone exposure, provided the exercise i s  a t  a constant level and 
there is  constant cardiac monitoring of the volunteer. 

9. Any change i n  the protocol must be approved i n  advance -by the Committee. 
I 
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This  i s  t o  remind you t h a t  the Operat ional  Safety  Procedures o f  t he  
Hazards Cont ro l  Department must be fol lowed. 
a d d i t i o n  t o  the  cond i t i ons  l i s t e d  above. 

Th is  approval  w i l l  become e f f e c t i v e  upon r e c e i p t  by the  Laboratory o f  
the  h o l d  harmless agreement and the  c e r t i f i c a t i o n  o f  insurance from the  
U n i v e r s i t y  o f  Washington, and w i l l  remain v a l i d  u n t i l  May 30, 1978. If 
you wish t o  cont inue the  use o f  human subjects  a f t e r  t h a t  date, i t  w i l l  
be necessary t o  have t h i s  approval renewed. 

These regu la t i ons  a re  i n  

David C. Shepherd 
Secretary, 
Human Subjects Committee 

DCS/v j 
cc: J. 0. Beat ty  

M. W .  Biggs 
S .  D. Cole 
R. L. Dobson 
D. B. Gordon 
F.  T. Hatch 
J .  S. Johnson 

P. Meyer 
M. Morgan ( U n i v e r s i t y  o f  Washington) 


