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NCI-FREDERICK

 INSTITUTIONAL BIOSAFETY COMMITTEE

Minutes – Meeting September 14, 2004

NCI-Frederick

The NCI-Frederick Institutional Biosafety Committee was convened at 12:01 p.m. in the Building 549 Executive Boardroom with the following members in attendance:


        Mr. Joseph Kozlovac, Secretary
       Dr. David Garfinkel

Dr. Donald Court


       Ms. Carol Ingraham Tobias
Dr. Bruce Crise


       Dr. Stephen Creekmore

Dr. Paul Nisson (ex Officio)

       Dr. Michael Baseler

Dr. Henry Hearn


       Mr. Lucien Winegar, Esq 

       

Members not in attendance:  Dr. Randall Morin, Chair, Dr. Melinda Hollingshead, Dr. Jeanne Herring, Dr. Stephen Hughes 
Others in attendance:  Ms. Cara Lamberson, Mr. Tom Danver, Ms. Terra Schaden-Ireland, Dr. Raymond Harris, Dr. Denise Ekstrom, Mr. Scott Jendrek, Ms. Robin Pickens

INTRODUCTION

Mr. Kozlovac called the meeting to order.  Mr. Kozlovac announced that his last day of work is September 17, 2004.  He has accepted a position with the USDA ARS as National Biosafety Officer.

Mr. Kozlovac introduced Ms. Schaden-Ireland to the Committee.  He explained that she is currently rotating through different departments at NCI-Frederick learning about various aspects of the research community.

REVIEW OF PROTOCOLS
Dr. Crise introduced an amendment to pathogen registration P180303JLA01 submitted by Dr. Raymond Harris, BDP. Dr. Crise informed the committee that this amendment is a facility correction to a previous amendment dated August 5, 2004.  The amendment states that Building 434 rooms 1, 1A, and 2 should actually be Building 434 rooms 1, 1A, and 13.  Dr. Hearn asked if this area was the same area the IBC visited on July 2, 2004 and if the room had been certified yet.  Dr. Crise clarified that it (room 13) is the room adjacent to the one they visited previously.  Mr. Kozlovac explained that the appropriate engineering controls have been put in, and that the lab has been certified as a BSL 2 laboratory.  Dr. Crise asked if there would be any propagation of material being done in the room.  Dr. Harris explained that there would be no propagation, the scale of work is the same, and they are simply adding a room.  Also, the BDP would like to add Building 472 room 107 for the CsCl purification of adenoviruses.  The IBC found no other issues with the amendment.

APPROVED

Dr. Crise introduced another amendment to pathogen registration P180303JLA01 submitted by Dr. Harris.  Dr. Crise informed the committee that the BDP is requesting to use HEK 293 cells, which give a higher titer than the A549 cells that they are currently working with.  The HEK 293 cell lines will be used for QC assays only.  Mr. Kozlovac asked what the proficiency of the staff is, if they receive training, and is the training documented.  Dr. Harris explained that the staff in QA documents and tracks all of their training, and that documentation can be provided to the IBC if needed.  He also mentioned that the individual performing the assays have performed numerous assays before and he feels that this individual is proficient.

APPROVED

Dr. Crise introduced an amendment to pathogen registration P150703RHA01 submitted by Dr. Denise Ekstrom, BDP.  The amendment requests approval to scale up the production system for HSV-1 derivative rRp450 from 800 mL to 6L.  Dr. Ekstom explained that eventually the BDP would like to perform this work in Building 459, but for now will be performed in Building 434 room 13.  Dr. Crise asked if this was considered to be large-scale work.  Dr. Ekstrom stated that the titer is 10^10.  Mr. Kozlovac said that this was not considered to be large-scale.  Dr. Ekstrom also noted that the virus will be pooled in a BSC.  Dr. Crise asked what would be the minumum requirements to classify the room as a BSL 3.  Mr. Kozlovac stated the under minimum BMBL guidelines the room could be classified as a BSL 3 laboratory and he sees no problem with the work being done here.  Dr. Hearn asked when would the lab be certified again.  Mr. Kozlovac stated that the inspection was conducted last month and instructed Ms. Lamberson to attach the inspection report to future BDP amendments going to the IBC.  Dr. Ekstrom pointed out to the Committee that the amendment also requests the additional lab space in Building 434, room 13 to be added to the registration.  Mr. Kozlovac recommended that the rooms should be considered for renovation.

APPROVED

Dr. Crise introduced an amendment to pathogen registration P200704RHA01 submitted by Dr. Ekstrom.  Dr. Crise explained that the BDP would like to use the same process as described in P200704RHA01 for Ad5.(24.RGD.  Dr. Crise asked Dr. Ekstrom what the specific nature of the pathogen is.  Dr. Ekstrom stated that she would have to ask Dr. Jinhua Lu to clarify.  Mr. Kozlovac recommended that the amendment be conditionally approved until the Committee receives further information about the pathogen.  Dr. Creekmore explained that there has been no toxicology work yet, so the information would be very limited.  Dr. Hearn asked if any additional staff would be added to the registration.  Dr. Ekstrom said that the staff is the same.  Dr. Crise asked is the BDP was requiring additional training before staff can work with this particular pathogen.  Dr. Ekstrom clarified that no staff will be permitted in the laboratory without passing the appropriate training.

APPROVED

Dr. Court introduced a new pathogen registration submitted by Dr. Sergei Nedospasov entitled, Characterization of Human Cancer Antigens Defined by Serology.  Dr. Court suggested that number 9b should be answered no instead of NA.  Dr. Court pointed out that numbers 13 and 14 were addressed in the attached email concerning potential hazards and SOPs, and number 15 should be answered yes or no that staff has been informed of the potential hazards and understand the laboratory procedures.  Dr. Court wanted verification on the biosafety level of the laboratory.  Mr. Kozlovac stated that it should be marked as a BSL 2 laboratory.  Dr. Court recommended the PI resubmit a more complete form.

CONDITIONALLY APPROVED:  PI to resubmit the form addressing the above concerns.

Mr. Kozlovac introduced a new recombinant DNA registration and a pathogen registration submitted by Dr. Robert Gorelick entitled, Structure, Function and Assembly of Retroviruses and Structure, Function and Assembly of Retroviral Proteins.  Mr. Kozlovac explained that although the AVP has already registered this work, the PI has changed from Dr. Larry Arthur to Dr. Gorelick.  Dr. Crise said that there was a change to include adenovirus.  Mr. Kozlovac pointed out that the registration did not include a training manual like the other AVP registrations had and asked if the staff was tested for proficiency.  Dr. Crise explained that most of their employees are long-term, senior staff and are proficient in the practices and procedures in the laboratory.  However, the training is not documented.  Mr. Kozlovac recommended documenting the training and proficiency of the staff.  Dr. Hearn pointed out that he was impressed with the statement in the memo stating that all staff are experienced and have been trained.

APPROVED

Ms. Carol Ingraham Tobias introduced two pathogen renewals submitted by Dr. Robert Blumenthal both entitled Mechanisms of Viral Entry and Pathogenesis.  Ms. Tobias stated that the only change to the registrations was the list of staff and no further review is necessary.

APPROVED

Dr. Hollingshead spoke with Ms. Lamberson after the IBC meeting and addressed the following registrations that were to be addressed at the meeting:  

Dr. Hollingshead had no issues with the pathogen renewal submitted by Dr. Joost Oppenheim entitled Molecular Immunoregulation and felt that no further review was necessary.

APPROVED

Dr. Hollingshead felt that the amendment to IBC #02-41 submitted by Dr. Laura Schmidt did not need further review by the IBC.

APPROVED

Dr. Hollingshead reviewed a recombinant DNA renewal submitted by Dr. Linda Wolff entitled Leukemia Susceptibility of Knockout and Transgenic Mice.  Dr. Hollingshead pointed out that the PI did not specify the risk level for the oncogenic virus in number 7.  Dr. Hollingshead questioned the statement in number 8 c, that the virus does not infect man because of factors in human serum that lyses the virus.  Dr. Hollingshead would like the opinion of Dr. Stephen Hughes if this statement is true.  Also, number 9a states that the PI does not know of any potential hazards, yet 9d mentions there is always the chance of recombination.  Dr. Hollingshead mentioned that if these issues are addressed adequately, then she recommends approval and no further IBC involvement is necessary.

 CONDITIONAL APPROVAL

OTHER BUSINESS

Ms. Lamberson explained to the Committee that two renewals submitted by Dr. Peter Johnson discussed in July’s IBC meeting have not yet received approval.  After several emails stating to the PI what needs to be done to receive approval, no response has been given.  Ms. Lamberson will continue to try to contact Dr. Johnson concerning these issues.

Ms. Lamberson also briefed the Committee that Dr. Nancy Jenkins has responded to the IBC’s requests for more information; however she still needs to submit an SOP before receiving approval.

Meeting Adjourned:  12:47 p.m. 
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