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NCI-FREDERICK

 INSTITUTIONAL BIOSAFETY COMMITTEE

Minutes – Meeting March 23, 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. Stephen Creekmore


           Mr. Joseph Kozlovac, Secretary
       Dr. Henry Hearn

Dr. Bruce Crise


       Dr. Michael Baseler     

       


        Dr. Steve Hughes


       Dr. Donald Court

        Dr. Jeanne Herring       

       Ms. Carol Ingraham Tobias
        Dr. David Garfinkel 

       
       Mr. Lucien Winegar, Esq.

        Dr. Melinda Hollingshead   

Members not in attendance: Ms. Cheryl Parrott (Ex Officio)

Others in attendance:  Ms. Cara Lamberson, Ms. Renee Flemming

INTRODUCTION

Dr. Morin called the meeting to order.  

REVIEW OF PROTOCOLS
Dr. Morin suggested that since there were several renewal protocols that they be reviewed first prior to discussing new protocols. Dr. Morin reminded the committee that a sub-committee that includes the IBC chair, Biosafety Officer and typically one other committee member, reviews renewal protocols. Any member of the subcommittee based on their review can require full IBC committee review prior to approval.

Renewal of P310101MBA01

Dr. Court did not feel that Dr. Anatoli Malyguine’s Pathogen registration renewal, entitled, Laboratory of Cell Mediated Immunity required full committee review.

Renewal of P300793JOA03

Dr. Court recommended that additional information on the pathogen registration renewal submitted by Dr. John Ortaldo entitled Vaccinia and human blood be submitted prior to granting approval.  The form did not indicate the specific viral strain.  Mr. Kozlovac said that he would request the information from the PI and compare the information to what was submitted on the last registration documentation.

Renewal of P080201RDA01 and P080201RDB01

Dr. Garfinkel informed the committee that the pathogen renewal registrations submitted by Dr. Robin Dewar both entitled Virus Isolation Laboratory and involving work with HCV and HBV respectively did not require full committee review.

Renewal of P27128MBB03

Dr. Morin informed the committee that the pathogen renewal registration submitted by Dr. Baseler entitled, Transformation of Human B-Lymphocytes Using Epstein-Barr Virus did not require full committee review.

Renewal of P27128MBA03

Dr. Hollingshead informed the committee that the pathogen renewal registration submitted by Dr. Baseler entitled, Immunological Monitoring of Individuals with HIV Infection did not require full committee review.

Renewal of 03-20

Dr. Hughes briefed the committee that Dr. Kaldis in his February 20, 2004, memo to the IBC adequately addressed the concerns that the IBC had with this particular renewal submission.  Dr. Hughes and Mr. Kozlovac both stated that they were comfortable recommending approval of this registration.  

APPROVED

Dr. Creekmore introduced two similar pathogen registrations submitted by Dr. Michael Baseler entitled, Immunological Monitoring of Individuals with HIV and HBV Infection and Immunological Monitoring of Individuals with HIV and HCV Infection.  Dr. Creekmore asked Ms. Tobias if the participating individuals were enrolled in a medical surveillance program.  Ms. Tobias informed the committee that all of the listed employees were enrolled and one had declined HBV vaccine.  Dr. Creekmore asked Ms. Tobias if there was an ideal titer or a booster schedule since these individuals would be working with 2 L of potentially infectious material.  Ms. Tobias stated that CDC does not recommend booster HBV vaccination at this time, however she would look into this matter and report back to the committee.  Dr. Baseler informed the committee that 2L of potentially infected material would not be seen in one location.   Dr. Creekmore informed the committee that there is currently an open study regarding HCV vaccination and inquired if perhaps OHS could participate and provide HCV vaccine to those individuals with an occupational exposure to HCV.  Ms. Tobias informed the committee that since OHS is based on a nursing model and did not have a full time physician on staff that they could not participate in Investigational New Drug (IND) studies.  Dr. Creekmore asked why HIV infected materials would be treated differently in regards to flow cytometry from other bloodborne pathogens since the SOP on page 7, Section 11.f (Flow Cytometry System) states that “When sorting HIV-infected materials, the Whisper Biohazard System must be used.” Dr. Baseler informed the committee that his laboratory sorted and handled all materials potentially infected with bloodborne pathogens in the same manner.  He stated that he would have the wording changed in the SOP to reflect the lab’s actual practice.  Dr. Morin asked Ms. Tobias to briefly review the standard protocol for potential exposure to materials containing HIV, HBV and HCV.  Ms. Tobias provided a brief review of the protocol OHS would follow for a potential exposure to a bloodborne pathogen.  Dr. Morin asked about the availability of antiviral drugs after a potential HIV exposure.  Ms. Tobias informed the committee that they currently had three antiviral drugs available for post-exposure chemoprophylaxis.   Ms. Tobias informed the committee that more recently approved antiviral medications is also available at Frederick Memorial Hospital.  Dr. Creekmore asked Ms. Tobias what is the referral system currently used at OHS.  Ms. Tobias responded that OHS currently follows the algorithm from CDC.

APPROVED 

Dr. Crise introduced a request, submitted by Dr. Jinhua Lu, to amend pathogen registration P180303JLA01 to include a new adenovirus vector, Ad-Delta-24.  The existing registration was approved to use Ad-Delta-24-RGD which is tropism modified.  Dr. Crise informed the committee that since the Ad-Delta-24 was not tropism modified it was essentially less pathogenic as compared to the Ad-Delta-24-RGD.  The cell line that would be used to culture the vector is human, A549 cells, which contain no adenovirus complementing genetic material.  Dr. Hughes thought that the PI should add a statement to the effect that the amendment as provided to the committee only requested permission to use a different vector and did not change the inserts used or the scale of the experiment.   Dr. Creekmore suggested that the IBC develop an amendment form that will better address requests to modify previously approved registrations and will also assure that all changes are captured.  Dr. Morin agreed that an amendment form would be a better method as compared to the existing amendment memo system.  Dr. Morin requested that Mr. Kozlovac develop a form for IBC review.

APPROVAL PENDING: PI to provide additional information/verification

 Dr. Crise introduced a request, submitted by Dr. Jinhua Lu, to amend pathogen registration P190701JLA01.  The request is to add a human lung cancer cell line, NCI-H226 to the research protocol.  Dr. Hughes thought that Dr. Lu should provide the same assurances requested by the committee as in the previous amendment.  Dr. Crise would like the PI to provide more information on the cytokine CCL-21/SLC.

APPROVAL PENDING: PI to provide additional information/verification

Drs. Hollingshead and Herring introduced a Recombinant DNA Registration submitted by Dr. Lalage Wakefield entitled, Phenotypes and tumorigenesis in TGF-beta compromised mice.  Dr. Hollingshead informed the committee that the transduction work would be performed at NIH and only animal injections with the   transduced cell lines would be performed at NCI-Frederick.  Dr. Hughes said that he did not feel very comfortable with some of the statements made in the registration such as repeatedly stating that there was either a theoretical or small possibility of a recombination event to occur in-vivo when in reality it will likely occur to some degree.  Dr. Crise agreed with Dr. Hughes and thought that the response to question #13 should be modified since there is more than a theoretical risk for recombination events to occur. This is particularly true for the pBABE vector, which is known to regenerate replication competent virus. Also stated in question #13 the concept that any retrovirus present in the mice is ecotropic in nature is also flawed as both xenotropic and amphitropic viruses can be present in the mouse.  Dr. Herring stated that the folks in the animal facility were concerned about this particular protocol.  Mr. Kozlovac informed the committee that he had spoken to Mark Shrader the animal facility manager regarding his concerns on this particular protocol.  Mr. Kozlovac stated that Mr. Shrader requested that EHS aid him in communicating biological risks involved with this project to his staff.  Mr. Kozlovac informed the committee that he and Mr. Shrader had discussed scheduling a session with involved staff to discuss the biological hazards involved in this protocol.  Dr. Morin asked Mr. Kozlovac to ask Mr. Shrader about animal housing procedures (i.e type of cage, cage changing, etc).  Dr. Hollingshead pointed out that the gene sequences to be utilized as stated in question #6 is not well defined and since this is a multi month experiment that perhaps The genes to be studied need to be better defined so the IBC can assess the risk.  Additional genes can be added by modification/amendment in the future. Dr. Hughes thought that perhaps the PI should state the types of inserts that will not be used such as oncogenes, etc, without prior review and approval by the IBC.  Dr. Morin suggested that perhaps a conference call could be set up with Dr. Wakefield and the lead reviewers could discuss the IBC’s concerns.  Dr. Hearn asked if minutes would be kept for such a conference call so that the rest of the IBC could be informed of the on-going discussion.   Dr. Morin thought that minutes of some sort would be a good idea to document the discussion.  

APPROVAL PENDING:  PI to revise registration and provide additional information.

OTHER BUSINESS

Dr. Hughes asked if he could open Pandora’s box and put this thought out for general discussion, “Should we care when collaborators or vendors send us recombinant or transgenic mice”.  He further elaborated he was concerned about knowing what is the transgene, what promoter was used and is there a possibility of mobilizing the transgene in subsequent studies.  Dr. Hollingshead felt that this issue should be something jointly considered by the ACUC and the IBC.  Dr. Morin asked Drs. Hollingshead and Herring to broach this subject with the ACUC and report back to the IBC.

Dr. Morin brought up an issue regarding the long held NCI-Frederick Policy of removing PPE (gloves, lab gowns, etc) prior to leaving the work/lab area.  Dr. Morin informed the committee that some laboratories were complaining about this requirement and wanted to know what the IBC thought.  The IBC unanimously felt that the existing practice of removing PPE prior to leaving the laboratory was of paramount importance.  The practice is not only a standard for conducting biological research it is also critical to ensure that other potentially hazardous materials (i.e chemical and radiologicals) that may have contaminated PPE do not leave a controlled work area potentially causing a contamination hazard to non protected individuals.  Dr. Morin informed the committee that the Radiation Safety Committee had similar views and that EHS would continue to enforce this standard practice.  

Meeting Adjourned:  1:25 pm
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