
LLNL Human Subjects Committee 

Executive Review Board 

Meeting Date: July 31, 1981 

Attendees: F. T. Hatch 
D. C. Shepherd 
V .  L. James 

Policy Decision: 
Associate Director approval for further review. 
review providing they meet the conditions set forth in 45 CFR 46 published in 
the Federal Register. 

Any existing human subjects approvals will not require 
They wi 11 receive expedited 

Revi ews : 

1. 

2. 

3.  

4. 

Sperm Studies in Cancer Patients, A. J. Wyrobek. 

This activity was approved by the full Committee after review on 
January 18, 1980. The protocol is unchanged from last year. We have 
received comnittee approval from M. D. Anderson Hospital dated 
January 21, 1981. 
study. 
activity falls under expedited review guidelines. 

Pulmonary Gas Exchange Rates in Man, P. Meyer. 

This activity was reviewed and approved after full HSC review on 
June 13, 1980. Approval of the Navy has been received. The protocol has 
now changed in that Argon and Krypton will now be used in the study. 
OSP will be required for the new experiments. 
Comnittee review. D. C. Shepherd to inform P. Meyer of requirements. 

There is minimal risk to the donor participating in this 
Semen collection is a non-invasive procedure, therefore this 

Project approved. 

A new 
Project referred to full 

Cytogenic Studies, A. V .  Carrano. 

This activity was approved after full HSC review on January 18, 1980. 
protocol now includes urine samples. 
non-invasive procedure, therefore this activity falls under expedited 
review guidelines. 
sensitivity of the identification of drug users as volunteers under this 
project. Project approved. 

The 
Urine collection is standard and a 

The principal investigator is to be cautioned as to the 

Somatic Point Mutation Monitoring in Rabbits and Humans, Elbert Branscomb. 

This activity is another in the series that is being submitted to various 
agencies under the general work scope of detecting genotoxic results of 
human exposure to mutagens. The work scope was reviewed and approved 
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by full WSC review on June 13, 1980, and December 8, 1980. 
review i s  needed only for this grant application being submitted t o  NIH. 
Fred Hatch indicated that he did not believe the grant would be awarded. 
However, Hatch and Shepherd agreed that if a grant award were made, it 
would be unnecessary t o  convene the ERB to review the project, and that 
approval could be obtained through the mail. 

Expedited 

August 12, 1981 
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Addendum: 

LLNL Human Subjects Committee 
Executive Review Board 
Meeting Date: July 31, 1981 

Somatic Point Mutation Monitoring in Rabbits and Humans, Elbert Branscomb 

It was discovered that NIH was funding this grant. 
documentation was prepared to support the ERBs review and approval of 
this project. 
D. C. Shepherd on September 17, 1981. 

The appropriate 

The documentation was sent t o  F. T. Hatch and 


