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Ext. 2-3883 March 23,1989 

FROM: Gerry Wym 

The next meeting of the Institutional Review Board will be held on 
Monday, March 27 at 1:30 p.m. in Building 361, Room 1155. 

The agenda for the meeting is as follows: 

New Business: 

Review and approval of meeting minutes (2/2/89 and 3/8/89) 
cn , g e  
u g g e  0: 

Old Business: g s 
Correspondence /information on following projects: 

Biochemical Measures of Exposure to Dietary Carcinogens, 
IRB No. 88-100, P.I. Marty Vanderlaan 

Counting of Human Subjects Containing Nb-92m, Ba-133, and SR-85 at 
the LLN LWhole Body Counter, IRB No. 88-101, P.I. Larry Anderson 

Protocol Review: 

Expedited Review 

e Subcontract to UCSF Dental Materials Science Center - IRB No. 89-104, 
P.I. John Knney 

Renewals 

1. Molecular Analysis of the Spectra of Mutation in the Human hprt Gene 
IRB No. 88-104, P.I. Irene Jones 

2. Somatic Cell Mutations Measured with Glycophorin A Assay 
IRB No. 80G-102, P.I. Ron Jensen 

University of California 

Lawrence Livermore National Laboratory 
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Renewals (continued) 

3. Workplace Investigation for Melanoma Risk Factors 
IRB No. 86P-101, P.I. Dr. David Discher 

4. Detection of Aneuploid Human Sperm by DNA Probes (information to 
be provided at meeting) 
IRB No. 87-109, P.I. Andy Wyrobek 

5. Protective Breathing Equipment (Respirators) Testing (deferred from 
2/2/89 meeting) 
IRB No. 88-102, P.I. Bob Da Roza 

New 

1. Security Fitness Program Review 
IRB No. 89-101, P.I. Phil Arzeno 

2. Body Composition Analysis 
IRB No. 89-102, P.I. Phil Arzeno 

3. Health Improvement Program 
IRB NO. 89-103, P.I. F. %mil10 

Attachments 
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Meeting on 3/27 (1~30 p.m., B-361, R-1130) 

Attendees: 

Committee Members: 
Dr. JohnBeatty 
Dr. Max Biggs 
Alan Brautigam 
Max Creamer 
Bart Gledhill (Chairman) 
Jim Johnson 
Brian Mayall 
Kathleen Noonan 
Jack Shearer 
Gerry Wyman 

Principal Investigators: 
Bill Bigbee for Ron Jensen 
Irene Jones 
Nancy Ward 
Phil Arzino 
Andy Wyrobek 

Administrative Matters 

1. Minutes of the /2 /89 and 3/8/89 were approved as written. 

ge is still pending as he is still working these issues. A 

when this is completed. 

3. New information - project Biochemical Measures of Exposure to Dietary 
Carcinogens, IRB No. 88-100, P.I. Marty Vanderlaan. See Jim Tucker 
memorandum and Gledhill response attached to this meeting agenda. One 
individual had results which we did not expect to see. 

Discussion: Does this change what we do with the rest of the volunteers? 
Clarify position, didn’t have to bring in front of committee. Data from one 
special individual-need more data. There could be an increased perception of 
risk. Informed consent: volunteers need to know that an effect has been 
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found. Societal benefits. Something may have changed. If that is true, can the 
experiment be redesigned to have less risk to individual? After several results 
are obtained, then we can say it should be looked at. We don't know if this can 
be repeated in the same individual. Has an association even been proven? 
Not an established medical cause and effect. This individual had been 
splenectomized because of blood disease rather than trauma. Creamer: do we 
have to tell them? No, don't have to at this point, but would he tell them? 

nnation at this 
aated with. Mayall: 

riment before we 
tell volunteers there will be an increased ris 

Action: Vote to support Bart's 
Tucker's memo summarizing 

Yes: 6 affirmatives 
No: Shearer, Mayall 
Abstain: Gledhill 

Request to Tucker/Vanderla 
(normal) splenectomized s 

would like to know data in 

Protocol Reviews: 

al Materials Science Center - IRB No. 89-104, 

h come from? teeth already planned for extraction (p. 32 of 

Action: Unanimous approval of expedited review by Gledhill. 

2. GPA Based Somatic Mutation Analysis of Blood Samples from Finnish 
Workers Occupationally Exposed to Styrene, from Matched Occupational 
Controls, and from Research Laboratory Controls - IRB No. 89-105, 
P.I. William Bigbee 

This project involves collaboration with the Finnish Institute of 
Occupational Health to perform GPA-based somatic mutation analysis of 
blood samples. It involves adults, less than 450 ml of blood drawn from 
each patient on a onetime basis, samples drawn by standard 
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venipuncture methods, and samples will be obtained through 
occupational health care physicials or occupational medical centers of 
each workplace. A copy of the project protocol is on file with the LLNL 
IRB. Only coded samples will be received by LLNL. Letter is on file with 
LLNL IRB from collaborator regarding informed consent and individual 
privacy considerations for this project. 

Action: Unanimous approval of expedited rev' w by Gledhill. A 
New Protocols 

1. Body Composition Analysis 
IRB No. 89-102, P.I. Phil Arzino w 

(HIP) sponsored by 
, offered as a free service, 

s program. The body 
and questionnaire. Collect 
participants etc. Initial 

measurements before and after 
composition analysis includes measur 
data, information that would be use 
measurements have alr 
be made in an addition 
Proposed consent form: 
therefore, it would have t 

up measurements are to 
aire will be sent out. 

h initial measurements; 
the fact. A Cal-State Hayward 

ch project. Data will be 

Gives committee chance 
riment involving humans to see if there are 

heir medical purposes. Per Creamer: they should 
. Note to gerry: give Phil Arzino our standard 
an example. This is a useful and helpful program. 

et people know that data is being used for 

approval of this project by unanimous vote, with the 
at PI will use the standard consent form to be provided by 

the comrmttee secretary. 

2. Security Fitness Program Review 
IRB No. 89-101, P.I. Phil Arzino 

DOE has mandated physical fitness standards for all security personnel. 
Cal State Hayward was retained as consultant to design program for these 
officers. Working with these data retrospectively to determine 
demographics. This is first attempt of data analysis for all the data that has 
been collected over the years. Data will be used to evaluate effectiveness of 
our program, and descriptive presentation will be given at CS Hayward 
(faculty and students). One officer objected to last paragraph of the 
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informed consent form that has been used, describing the use of statistical 
data. Screening: required for job, employment requirements. 

Creamer: goes beyond, more than just job related (tracking employment 
requirements). There will be published papers, Cal State data analysis. 
Doing more than just meeting our program internally. Biggs: research 
makes it relevant to this Committee. Only perceived risk violate 
person's privacy. This protocol does not do t 

Add to informed consent form: data will 
Give subject option to exclude data. 

Creamer: As long as there are no a 

and report published. 

ven access to 
. Exerase stress test is 

program. Mayall proposes 
lations. Research involving 
er: purpose for collecting 

ntifiers, original data collected. 

considered to be extension of a examination. Information 
has to be evaluated to measure 
it is exempt, Article V of human s 

personal data is protected. 

ation obtained ......... but may be used for 

this project was exempt from human subjects 
tion 5 of 46CFR . Vote: unanimous to 

approve exemp 

Phil Arzino's ext. is 2-1964 

3. ement Program 
, P.I. F. Semillo (UCSF) 

Nancy d a r d  of Health Services appeared for F. Semillo. She gave a 
handout to IRB members. Health Improvement Program (HIP) is a 
voluntary activity for LLNL employees--weight reduction assistance 
program. Weight for individuals is recorded and kept in locked office. A 
student from UCSF will give a presentation to her class. There will be no 
identifiers as to individual identities. 

Action: Unanimous vote that this project is exempt from IRB review: 
voluntary, non research activity, no breach of confidentiality. 



Gerry3 notes - 3127i891RB meeting Page 5 

Renewal Projects 

1. Molecular Analysis of the Spectra of Mutation in the Human hprt Gene 
IRB No. 88-104, P.I. Irene Jones 

No changes to protocol at this time. Approval was originally given one 
year ago. Funding only came through six months later. Off site samples 
have not yet been identified, will come back 
known to get IRB approval. L W  will be id 
informed consent form. This will qualify 
collaborators are known. 

Action: Unanimous vote for one 
LLNL mentioned as collaborator 

ommittee when 
as collaborator on 
ted review when 

Conditions: 
IRB of other 

collaborations, when known. 

2. Somatic Cell Mutations Measured phorin A Assay 
IRB No. BOG-102, P.I. Ron Jensen 

Bill Bigbee represented 
from last year. 

Action: Unanimous vote 

sen. There are not changes to this project 

enewal of this project for one year. 

3. Detection id H u m d  Sperm by DNA Probes 
yrobek 

, collaborator approval form attached. 

imou&ote to approve renewal of this project for one year. 

thing Equipment (Respirators) Testing (deferred from 4. 

.I. Bob Da Roza 

ted Bob Da Roza. For recordkeeping purposes, new IRB 
approval number will be assigned to this protocol-all old numbers will be 
considered inactive. Consent form: item 3b. change sentence-put period 
after "...considered experimental." Delete rest of this sentence. Add 
sentence "I have been offered copies of the TLDS and MSDS for the three 
aerosols. " 

Action: Unanimous vote to approval this project for one year. Johnson 
abstained due to his involvement in project. 
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Meeting 

Workplace Investigation for Melanoma Risk Factors 
IRB No. 86P-101, P.I. Dr. David Discher 

Johnson represented Dave Discher. Population selected matched controls, 
matched by start date, time of employment, years of education. 
Confidentiality is only risk for subjects. 

Action: Unanimous vote to approve this project for one year. Johnson 
abstained due to his involvement with melanoma investigation task 
grOUP. 

adjourned at 3:50 p.m. 
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at IRB meeting of MAY 1 5  ?b39 

Institutional Review Board 
B. L. Gledhill, Chair 
(Human Subjects Committee) 
Lawrence Livermore National Laboratory 
P.O. Box 5507 
Livermore, California 
Telephone: 422-6299 or 422-3883 

Minutes 
Meeting of Institutional Review Board 

March 27,1989 
Building 361, Room 1130, k30 p.m. 

Attendees: 

Committee Members: 
Dr. John Beatty Jim Johnson 
Dr. Max Biggs Brian Mayall 
Alan Brautigam Kathleen Noonan 
Max Creamer Jack Shearer 
Bart Gledhill (Chairman) Gerry Wyman 

Principal Invest igators: 
Bill Bigbee for Ron Jensen 
Irene Jones 
Nancy Ward 
Phil Arzino 
Andy Wyrobek 

Administrative Matters 

1. Minutes of the IRB meetings of 2/2/89 and 3/8/89 were approved as written. 

2. Status of project No. 88-101, Counting of Human Subjects Containing Nb-92m, 
Ba-133, and SR-85 at  the LLN Whole Body Counter, P.I. Larry Anderson. 
Creamer and Mayall continue to work this. Additional information was 
provided by Anderson in response to requests at 3/8 meeting. A complete 
package of all documentation will be given to all committee members when 
this is completed. 

3. New information - project Biochemical Measures of Exposure to Dietary 
Carcinogens, IRB No. 88-100, P.I. Marty Vanderlaan. Information was 
presented regarding preliminary results concerning frequency of micronuclei 
in the peripheral erthrocytes of a splenectomized individual. 

Action: Vote to support Bart's response to Tucker (memo dated 3/15/89). 

Yes: 6 affirmatives 
No: Shearer, Mayall 
Abstain: Gledhill 
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Protocol Reviews: 

Expedited Review 

I. Subcontract to UCSF Dental Materials Science Center - IRB No. 89-104, 
P.I. John Kinney 

This project was approved on 3/24/89. The project involves adhesion of 
restorative materials to dentin. PI is at UCSF, the coinvestigator is at LBL. 
This project qualifies for expedited review because it involves use of 
coded human material (sections of teeth). 

Action: Unanimous approval of expedited review by Gledhill. 

2. GPA Based Somatic Mutation Analysis of Blood Samples from Finnish 
Workers Occupationally Exposed to Styrene, from Matched Occupational 
Controls, and from Research Laboratory Controls - IRB No. 89-105, 
P.I. William Bigbee 

This project was approved by expedited review on 3/24/89. This project 
involves collaboration with the Finnish Institute of Occupational Health 
to perform GPA-based somatic mutation analysis of blood samples. 
Action: Unanimous approval of expedited review by Gledhill. 

New Protocols 

1. Body Composition Analysis 
IRB No. 89-102, P.I. Phil Arzino 

Affiliated through Health Improvement Program (HIP) sponsored by 
Health Services Department. Measurements were offered to HIP 
participants as a free service before and after the weight loss program. The 
body composition analysis includes measurements and questionnaire. 
Initial measurements have already been made. Follow-up measurements 
are to be made in an additional 6-7 weeks, and questionnaire will be sent 
out. This is a useful and helpful program. 

Action: One year approval of this project by unanimous vote, with the 
instruction that the PI use the standard consent form to be provided by the 
Board secretary. 

2. Security Fitness Program Review 
IRB No. 89-101, P.I. Phil Arzino 

DOE has mandated physical fitness standards for all security personnel. 
Cal State Hayward was retained as consultant to design fitness program. 
Data will be used to evaluate effectiveness of the program. 
Exercise stress test is considered to be extension of annual physical 
examination. 
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Action: Project declared exempt from human subjects committee action 
under Section 5 of 45CFR46. Vote: unanimous to approve exemption. 

3. Health Improvement Program 
IRB NO. 89-103, P.I. F. Semi110 (UCSF) 

Nancy Ward of Health Services appeared for F. Semillo. Health 
Improvement Program (HIP) is a voluntary activity for LLNL employees-- 
weight reduction assistance program. 

Action: Unanimous vote that this project is exempt from IRB review: 
voluntary, non-research activity, no breach of confidentiality. 

Renewal Projects 

1. Molecular Analysis of the Spectra of Mutation in the Human hprt Gene 
IRB No. 88-104, P.I. Irene Jones 

No changes to protocol at this time. Approval was originally given one 
year ago. Funding only came through six months later. Off site samples 
have not yet been identified, will come back before committee when 
known to get IRB approval. LLNL will be identified as collaborator on 
informed consent form. 
Action: Unanimous vote for one-year renewal of protocol. 

2. Somatic Cell Mutations Measured with Glycophorin A Assay 
IRB No. 80G-102, P.I. Ron Jensen 

Bill Bigbee represented Ron Jensen. There are no changes to this project 
from last year. 

Action: Unanimous vote to approve renewal of this project for one year. 

3. Detection of Aneuploid Human Sperm by D N A  Probes 
IRB No. 87-109, P.I. Andy Wyrobek 

No changes from last year. 

Action: Unanimous vote to approve renewal of this project for one year. 

4. Protective Breathing Equipment (Respirators) Testing (deferred from 
2/2/89 meeting) 
IRB No. 88-102, P.I. Bob Da Roza 

Johnson represented Bob Da Roza. For recordkeeping purposes, new IRB 
approval number 89-106 will be assigned to this protocol--all old numbers 
will be considered inactive. 

Action: Unanimous vote to approval this project for one year. Johnson 
abstained due to his involvement in project. 
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5. Workplace Investigation for Melanoma Risk Factors 
IRB No. 86P-101, P.I. Dr. David Discher 

Johnson represented Dave Discher. Population selected matched controls, 
matched by start date, time of employment, years of education. 
Confidentiality is only risk for subjects. 

Action: Unanimous vote to approve this project for one year. Johnson 
abstained due to his involvement with melanoma investigation task 
group. 

Meeting adjourned at 3:50 p.m. 

Respectfully submitted: 


