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NCI-FREDERICK

 INSTITUTIONAL BIOSAFETY COMMITTEE

Minutes – Meeting January 18, 2005

NCI-Frederick

The NCI-Frederick Institutional Biosafety Committee was convened at 12:10 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


       Dr. Melinda Hollingshead

Dr. Henry Hearn


       Dr. Jeanne Herring


        Mr. Lucien Winegar, Esq

Members not in attendance:  Dr. Paul Nisson

Others in attendance:  Ms. Cara Leitch

INTRODUCTION

Dr. Morin called the meeting to order.  Dr. Morin recommended no replacement for Dr. Court, who resigned his position with the IBC.

REVIEW OF PROTOCOLS
Dr. Creekmore introduced a recombinant DNA registration submitted by Dr. Scott Durum entitled Harvest of Normal Tissues.  Dr. Creekmore stated that Item B1 was incomplete.  Dr. Hollingshead mentioned that Item B1 is in the Animal Study Proposal and the ACUC already reviewed this and spoke with the PI about completing the form.  Dr. Creekmore asked what they do if the animal is found dead.  Dr.s Hollingshead and Crise clarified that this was an ACUC issue and that the ACUC has guidelines for endpoints of animal studies and reporting deleterious phenotypes.  Dr. Crise stated that the selectable marker was not clearly defined, although Dr. Hughes stated that the ambiguity regarding the characteristics of the selectable marker were fine so long as it was under the control of the SV40 promoter.  Dr. Hearn asked about the email attachment concerning quarantine areas.  Dr. Herring explained that the animals are quarantined in Building 567.  Dr. Hollingshead stated that these are all ACUC issues and that transporting mice between labs is common.  Dr. Hearn asked if the animal facilities are inspected on a regular basis.  Dr. Hollingshead explained that the ACUC conducts animal facility inspections every six months.  Dr. Morin added that EHS accompanies the ACUC on these inspections.  

APPROVED 

Dr. Crise introduced a recombinant DNA registration submitted by Dr. Christine Horak entitled Breeding and Analysis of MMTV-Nm23-H1-FLAG Transgenic Mice.  Dr. Crise noted that Dr. Horak submitted a complete narrative of her recombinant DNA research proposal and can be conducted at a BSL 1.  Dr. Morin asked if the ACUC portion is a renewal.  Dr. Hollingshead stated yes.  Dr. Crise mentioned that he did not see any safety issues with this registration.

APPROVED

Dr. Crise asked Dr. Baseler to introduce an amendment submitted by Dr. Ven Natarajan to add HCV to his current pathogen registration.  Dr. Baseler explained that the procedures and practices of the laboratory will remain the same with regard to handling HCV samples, although the HCV will now be coming from a recombinant DNA source.  Dr. Creekmore asked if the laboratory workers leaving the area clean their gloves off before removing.  Dr. Baseler stated that they remove the outer glove by turning it inside out without touching the inner glove.  Dr. Creekmore inquired about a weekly maintenance program involving a total room decontamination process.  Dr. Baseler described that the decontamination process involves cleaning every external surface in the labs with Clorox.  Dr. Hughes inquired about the survival of HCV outside of culture.  Dr. Morin stated that HCV does not survive more than 36-72 hours.  Dr. Crise mentioned that this laboratory was inspected recently by EHS and found to be fully compliant with safety guidelines.

APPROVED
OTHER BUSINESS

Dr. Hollingshead updated the IBC on the ACUC current events.  She stated that the ACUC has formed an operational set of rules for approving protocols such as hand casting votes and explaining any dissenting votes for the record.  Dr. Hollingshead explained that the ACUC has a formal procedure to replace members so all areas of expertise are represented.  Dr. Hollingshead mentioned there is a recurring issue as to whether the ACUC has the right to review the scientific merit of the proposal during reviews.  Dr. Hollingshead stated that the primary reviewer is responsible for contacting the PI with any questions/issues about their proposal.  Dr. Crise asked if these questions are generated outside of the ACUC meetings.  Dr. Hollingshead said yes. The review process was described as an initial review by the animal protocol coordinator who directly contacts the PI, and then the protocol is sent to the primary reviewer for in depth review.  At this point the primary reviewer may have extensive interactions with the PI outside of the ACUC meeting venue.  Dr. Morin asked if the PIs come to the ACUC meetings.  Dr. Hollingshead said that they can, but they normally don’t because of the large amount of proposals to cover in one meeting. Dr. Hollingshead indicated that a thorough review of the animal use protocols always takes place.  One area of concern for the ACUC membership is the issue of scientific review of proposals, which is not the charge of the ACUC, although the committee members have opinions that vary significantly and can sometimes be contentious when the issue of scientific merit is raised.  Mr. Winegar asked if and when the ACUC signs the Animal Study Proposal.  Dr. Hollingshead stated that she does not sign the proposal until the ACUC approves it.  Dr. Morin stated that the major focus of the IBC is review recombinant DNA and pathogen registrations to insure safe practices are being carried out when work is performed with these materials.

Dr. Crise updated the IBC about the progress of compliance with the Bloodborne Pathogen Program.  Currently, there are 864 individuals on the program.  Sixty-six individuals were overdue for training in 2004 all were either called or emailed to take the refresher training.  Approximately 30 of these people took the training in response to the request.  Other individuals were removed from the program either because they had a job change or they have no contact with human/primate materials.  Sixty-one workers were overdue prior to 2004 and were called or emailed also.  As of January 12, 2005, there are 56 remaining who must complete the Bloodborne Pathogen Training.  Dr. Morin stated that the goal is 100% compliance.  Dr. Garfinkel suggested reviewing public documentation from site visits to determine compliance.  Dr. Crise asked the Committee where to go to receive information for NCI supervisors, since it may be helpful in efforts to achieve full compliance if supervisors are contacted as well as their staff to indicate that training is overdue.  Dr. Baseler stated that for government employees, there is no centralized location where extensive information, such as supervisor’s name and laboratory location, is located and easily accessed.  Ms. Tobias explained that information for NCI workers are entered into multiple databases not under the purview of EHS, and that the data has varying degrees of consistency and accuracy.  

Ms. Leitch provided the IBC with an overview of how many registrations were processed by the IBC in the last few years and gave projection of how many registrations will be received 2005.  Ms. Leitch reported on the number of Recombinant DNA Registrations and Pathogen Registrations that are overdue for renewal.  The reasons for this noncompliance may be due to inactivity in these areas of research.  Through the actions of the Biosafety Office, the number of these stale registrations has improved since January of 2004.  Dr. Morin suggested calling the individuals to find out if the work is currently being conducted.

Meeting Adjourned:  1:17 p.m. 
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