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NCI-FREDERICK

 INSTITUTIONAL BIOSAFETY COMMITTEE

Minutes – Meeting May 18, 2004

NCI-Frederick

The NCI-Frederick Institutional Biosafety Committee was convened at 12:00 p.m. in the Building 549 Executive Boardroom with the following members in attendance:


        Dr. Randall Morin, Chair

       Dr. Henry Hearn
Mr. Joseph Kozlovac, Secretary
       Ms. Carol Ingraham Tobias
Dr. Bruce Crise


       Dr. Michael Baseler     

       


        Dr. Steve Hughes


       Dr. Donald Court

       

        Dr. David Garfinkel       

       Mr. Lucien Winegar, Esq

Members not in attendance: Dr. Melinda Hollingshead, Dr. Stephen Creekmore, Dr. Jeanne Herring and Ms. Cheryl Parrott (Ex Officio)       
Others in attendance:  Ms. Cara Lamberson and Mr. Tom Danver

INTRODUCTION

Dr. Morin called the meeting to order.  Mr. Kozlovac informed the committee of the NIH Office of Biotechnology press release regarding a Q&A document regarding IBC minutes.  Mr. Kozlovac stated that based upon his review of this document that the NCI-Frederick IBC minutes were compliant with the intent of the NIH Guidelines for Research Involving Recombinant DNA Molecules.  

REVIEW OF PROTOCOLS
Dr. Court introduced a new pathogen registration submitted by Dr. Richard Lempicki entitled, Laboratory of Immunopathogenesis and Bioinformatics. Dr. Court informed the committee that originally the overview of the research to be conducted never mentioned HCV, which is what this particular registration was requesting to work with.  A supplemental overview provided by Dr. Lempicki and corrections to the registration document itself described in enough detail the work that the lab would be conducting involving a microarray study of PBMCs from HCV/HIV co-infected patients.  Dr. Hughes requested that one issue be clarified prior to approval.  Dr. Hughes wished the lab to clarify that their intent was only to make cDNA from these patient isolates without cloning cDNA.  Dr. Hughes stated that since there would be a broad mix of cDNAs from various infectious organisms within this laboratory it was important that the PI state his intentions regarding cloning of cDNAs.

CONDITIONALLY APPROVED: PI to provide IBC with clarification regarding the cloning of cDNAs.

Renewal of P150301RLA01

Dr. Garfinkel believed that the pathogen renewal registration submitted by Dr. Richard Lempicki entitled, Laboratory of Immunopathogenesis and Bioinformatics, and involving work with HIV, did not require full committee review. 

APPROVED 

Dr. Stephen Hughes introduced a new pathogen and rDNA registration submitted by Dr. Larry Arthur and Dr. Bruce Crise entitled, Human Retrovirus Vaccine Development and Retroviral Clone Construction, Expression and Analysis, respectively.  Dr. Hughes stated that on the pathogen registration that he is requesting that they clarify that they intend to utilize lab adapted strains and not wild type strains isolated from patient samples.  The PI has indicated that some experiments will utilize reporter genes.  Dr. Hughes would like a clarification to the effect that only inserts that will have no known harmful biological effect will be utilized.  Dr. Hughes also pointed out some changes that needed to be made to the rDNA registration form: Item 8.c needs to be answered yes, item 9 needs to marked yes, item 9.d. needs to be marked no, item number 10. the PI needs to add inserts such as the reporter genes and item #16 indicated that room  533, where project material is stored is BSL-1.  Dr. Crise informed the committee that this was inaccurate and that the area was classified as BSL-2.   Dr. Hughes asked if was possible to modify the rDNA form so that it listed employees and allowed for employee signatures were on the first page of the form similar to how the existing pathogen registration form is laid out.

CONDITIONALLY APPROVED (PI to make suggested changes on form and provide additional statements requested by committee.)

Mr. Kozlovac summarized a new rDNA registration submitted by Dr. Shyam Sharan entitled, Functional Analysis of Breast Cancer Susceptibility Genes.  The PI wishes to perform a variety of studies focusing on the Brca1 and Brca2 genes that are involved in familial early onset breast cancer in humans.  The study will involve the use of transgenic mice for a number of different experiments such as the analysis of phenotype in transgenic mice of Brca1 and Brca2 mutations in various functional domains in human and murine genes in bacterial artificial chromosomes (BAC). Mr. Kozlovac informed the committee that the review of this protocol was being performed by Drs. Hollingshead and Herring and suggested that the registration be tabled until the lead reviewers could provide input.  Dr. Hughes would like to have the PI provide additional information on constructs generated for work.

TABLED

OTHER BUSINESS

Dr. Crise informed the committee regarding an ACUC meeting he attended regarding animal husbandry of transgenic mice.  Dr. Crise expressed that some members of the ACUC did not believe that receiving, maintaining colonies and husbandry of transgenic animals are not covered by the NIH Guidelines.  Dr. Crise felt that if we “regulate” transgenic material in a test tube why would we not “regulate” transgene’s in an animal.  Some discussion on the finer points of the NIH guidelines regarding work with animals ensued.  The committee felt that a joint meeting of the IBC and ACUC should be scheduled to discuss this issue.

ACTION: IBC and ACUC chairs to schedule a joint session or working group to discuss issue of transgenic animals.

Dr. Morin informed the committee of some safety management challenges and issues regarding SAIC employees working at NIH Bethesda.

Mr. Winegar asked Mr. Kozlovac if during the renewal process if EHS looked at the laboratory’s safety record for previous work (i.e. accidents, mishaps, etc.).  Mr. Kozlovac informed the committee that their was an accident investigation process that EHS followed after any accident or reported near miss however typically a review of lab accidents was not a formalized procedure in the registration renewal process.  Dr. Hughes thought that reports of problems with laboratories are best dealt with on an on-going basis by EHS with IBC notification and participation as required. Dr. Morin asked Ms. Tobias if OHS could on a regular basis review laboratory associated accidents at the committee as was done in the past.  Ms. Tobias said that this could be done.

Dr. Hearn that while reviewing Dr. Arthur and Dr. Crise’s protocol made him think that as a committee, reviewing the science vis a vis the safety we do well.  We certify that the labs meet certain criteria however we do not certify the people. He noticed that in the lab manual they had SOPs on handling infectious materials that were signed by the lab staff indicating their understanding of the procedure.  How do we know that the individual really is knowledgeable?  Dr. Crise said that it is the responsibility of the PI to ensure proficiency of lab staff and explained the AVP training process which included a 6 month probationary period where new lab staff are paired with more experienced individuals prior to working with infectious material on their own.  Dr. Morin and Mr. Kozlovac reviewed the particulars of the EHS laboratory inspection program.

Meeting Adjourned:  1:02 pm
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