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NCI-FREDERICK

 INSTITUTIONAL BIOSAFETY COMMITTEE

Minutes – Meeting November 9, 2004

NCI-Frederick

The NCI-Frederick Institutional Biosafety Committee was convened at 12:04 p.m. in the Building 549 Executive Boardroom with the following members in attendance:


        Dr. Randall Morin, Chair

       Dr. David Garfinkel

Dr. Michael Baseler
      

       Ms. Carol Ingraham Tobias
Dr. Bruce Crise


       Dr. Stephen Creekmore

Dr. Stephen Hughes


       Mr. Lucien Winegar, Esq

Dr. Henry Hearn


       

       

Members not in attendance:  Dr. Melinda Hollingshead, Dr. Jeanne Herring, Dr. Donald Court, Dr. Paul Nisson 
Others in attendance:  Dr. Jinhua Lu, Dr. Esta Sterneck, Ms. Cara Leitch

INTRODUCTION

Dr. Morin called the meeting to order.  

REVIEW OF PROTOCOLS
Dr. Crise introduced a recombinant DNA registration and pathogen registration submitted by Dr. Jinhua Lu entitled Fermentation and Purification of Plasmid DNA Containing Partial Genome of Recombinant Adenovirus Ad5/3-Delta24 and Adenovirus Ad3/5-Delta-24 for Ovarian Cancer Treatment, respectively.  Dr. Crise stated that the registrations should reflect the activities of one another.  The recombinant DNA registration should also include the virus manufacture in addition to the plasmid manufacture.  Dr. Crise asked Dr. Lu what the other manipulations are.  Dr. Hughes asked how the cells are propagated and if the virus is replication competent.  Dr. Lu clarified that they will be working with conditional replication competent adenovirus.  Dr. Crise requested generation of new condensed registrations that include only relevant activities to the current project.  This would facilitate review and allow a more accurate review of the project.  Dr. Morin asked if buildings 321 and 434 have autoclaves.  Dr. Lu explained that they have SOPs to transport waste from building 321 to the autoclave in building 472, and that they decon the waste before transporting.  Dr. Crise mentioned that there are unresolved issues concerning the red waste containers in the hallway, which is a common area for lab and offices.  Dr. Morin asked Ms. Leitch to revisit the waste procedures.  Dr. Hearn pointed out that part E was not complete where it indicates when the lab inspection was completed.  Dr. Crise recommended that the BSL 1 statement be omitted since the work will be conducted within BSL 2 laboratories.  Dr. Crise also questioned the classification for the proposed work is exempt?  Dr. Hughes expressed concern with having contamination as a result of working with different plasmids together and that the change over procedures suggest by Dr. Creekmore would prevent inadvertent contamination problems. 

CONDITIONALLY APPROVED – PI to provide a resubmission addressing all concerns stated above.

Dr. Hughes introduced a recombinant DNA registration submitted by Dr. Esta Sterneck entitled Propagation of Mouse Strains.  Dr. Hughes state that there are inaccuracies where Dr. Sterneck states that endogenous recombination in mice does not exist.  Dr. Hughes explained that all mice have MMTV and that the virus is mobilizable.  Dr. Hughes also pointed out that #7c was not answered, #8 should not be marked NA, #8b should be yes and #10 should be yes.  Dr. Sterneck explained that there would be a chance that the animal workers would refuse to do the work if they knew that it was remotely hazardous.  Dr. Hughes feels that even though the work does not present a high level of hazard, the paperwork needs to accurately reflect the potential hazards for working with the virus.  Dr. Crise added that the paperwork was operationally correct, but not scientifically correct.  Dr. Creekmore stated that the workers should treat it as if the hazard does exist.  Dr. Hearn asked about the written statement about the work being done on the open bench top and if it was acceptable.  Dr. Hughes stated that the hazards associated with the work did not preclude open bench top work and that he would be likely to perform similar work under relaxed biological containment conditions.

CONDITIONALLY APPROVED – PI to resubmit registration that accurately reflects the science. 

Dr. Crise introduced a recombinant DNA registration and pathogen registration submitted by Dr. Alan Perantoni entitled Regulation of Gene Expression in Kidney Development and Regulation of Gene Expression in the Kidney, respectively.  Dr. Crise mentioned that he would like to see a more accurate paragraph that includes about the use of viral LTR.  Dr. Hughes expressed concern that this work probably would have proceeded had the IBC not noticed the Majordomo regarding the scope of work.  Dr. Baseler suggested that a guideline should be put out explaining why the IBC wants the work registered.  Dr. Morin asked the members of the IBC to email Ms. Leitch about what to include in the guidelines.  Dr. Winegar inquired if the lab workers test what they receive in the lab or do they assume it is what it should be.  Dr. Hughes stated that they should be offered enrollment in the HIV surveillance program.

CONDITIONALLY APPROVED – Dr. Crise to speak with PI and laboratory inspection to be performed by EHS. 

Dr. Creekmore introduced a recombinant DNA registration renewal submitted by Dr. Wei-Shau Hu entitled Mechanisms of Retroviral Replication.  Dr. Creekmore did not have any issues with this renewal.

APPROVED
Dr. Creekmore introduced a recombinant DNA registration renewal submitted by Dr. Howard Young entitled Use of rDNA for in Vivo and in Vitro studies.  Dr. Creekmore asked if the proposed work would be conducted in the lab simultaneously as their other previously approved work.  Dr. Creekmore suggested that the PI assess the risk of having multiple different projects in the laboratory operating simultaneously.  Dr. Creekmore indicated that the PI should have in place a mechanism to make sure that all personnel within the laboratory are aware of the hazards associated with all the concurrently running projects.

CONDITIONALLY APPROVED – PI to submit a risk assessment of various activities being performed simultaneously in the lab.
Dr. Hughes introduced a pathogen registration renewal with changes submitted by Dr. David Derse entitled Retrovirus Gene Expression and Replication.  Dr. Hughes mentioned that the signatures on the SOP for Staphylococcal Enterotoxin E (SEE) were not typed out to distinguish the individuals signing the document.  Since the names were typed out on the SEE Users Roster, it is clear that those are the individuals who signed the SOP.  Dr. Crise stated that an inventory control officer and inventory control log is utilized to track the amount of SEE purchased and used under the PI.  Dr. Garfinkel asked how to get rid of SEE.  Dr. Crise affirmed that bleach would inactivate it.  Ms. Tobias inquired about the differences between SEB and SEE.  Dr. Crise acknowledged the email from the vendor confirming that since SEE is in the same family as SEB the LD 50 is approximately the same.  Dr. Crise asked if there is an antitoxin for SEB and SEE.  Ms. Ingraham stated that she would look into it.

APPROVED
Dr. Crise introduced an amendment submitted by Dr. Hughes.  Dr. Hughes explained his proposal to induce hemorrhagic events in embryonated chicken eggs by screening individual Ebola virus genes.  Dr. Crise asked if there were any USDA regulatory issues associated with this study.  Dr. Hughes stated that chickens are not regulated by the USDA.  Dr. Garfinkel asked what would happen next if the experiment works.  Dr. Hughes confirmed that the study would not proceed further without submitting an updated registration to the IBC for review.

APPROVED

Dr. Crise introduced an amendment submitted by Dr. Judith Poiley-Nelson, BDP.  Dr. Crise stated that the lab was inspected and is adequate for the propsed work.  Dr. Crise explained that room 106 is negative pressure and has two biological safety cabinets.  Room 106a has a BSC used for PCR and that the room is slightly positive pressure, and no live virus work is conducted in this room.  Dr. Hughes recommended attaining signatures from all individuals working in these rooms.

CONDITIONALLY APPROVED – PI to submit a list of staff with their signatures.

Dr. Crise introduced another amendment submitted by Dr. Judith Poiley-Nelson, BDP.  Dr. Crise explained that the BDP proposes to work with 5% solutions of red blood cells attained from several sources.  Dr. Hughes recommended obtaining signatures from all individuals working on this project and to check the status of the Bloodborne Pathogen training.

CONDITIONALLY APPROVED – PI to submit a list of staff with their signatures.

Ms. Leitch informed the Committee of Dr. Hollingshead’s comment regarding a recombinant DNA submission from Dr. Shioko Kimura entitled Role of T/EBP in Thyroid Cancer.  Dr. Hollingshead had pointed out that the statement for question 13 indicates that a person carrying out studies can be infected by recombinant materials by ingestion or by direct contact through skin/mucosa.  Dr. Hollingshead feels this statement is incorrect since the plasmid material cannot enter a host cell if it is not forced via electrical or chemical treatment.  The Committee agreed that the statement should be changed.

CONDITIONALLY APPROVED – IBC Coordinator to notify PI about changing statement.

OLD BUSINESS

Dr. Hughes mentioned that since the last IBC meeting he has spoken with Dr. Peter Johnson about various issues concerning his registration, but EHS has yet to receive updated paperwork.

Dr. Hughes stated that there are still issues with receiving enough information from Dr. Linda Wolff regarding her registration.

OTHER BUSINESS

Ms. Tobias introduced Lois Minchoff and briefed the IBC on the meeting with the BDP about health concerns with pregnancies in the lab.

Dr. Crise passed out a write up of potential questions to ask PIs who propose to work with recombinant DNA in animal models.  He asked the IBC to submit their comments to Ms. Leitch.

Meeting Adjourned:  2:10 p.m. 
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