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NCI-FREDERICK

 INSTITUTIONAL BIOSAFETY COMMITTEE

Minutes – Meeting March 18, 2003

NCI-Frederick

The NCI-Frederick Institutional Biosafety Committee was convened at 12:02 p.m. in the Building 549 Board Room with the following members in attendance:

                   Dr. Randall Morin, Chair 

       Dr. Jeanne Herring


           Mr. Joseph Kozlovac, Secretary
       Dr. Henry Hearn

Dr. David Garfinkel


       Dr. Bruce Crise

Ms. Carol Ingraham Tobias 

       Dr. Stephen Creekmore
Dr. Steve Hughes


       Dr. Michael Baseler

Dr. Melinda Hollingshead


Members not in attendance: Mr. Lucien Winegar, esq, Dr. Donald Court, Ms. Cheryl Parrott (Ex Officio)

Others in attendance:  Ms. Cara Lamberson, Mr. Tom Danver, Dr. Jinhua Lu, and Dr. Dexter Poon

INTRODUCTION

Dr. Morin called the meeting to order.  He informed the committee that he would have to leave prior to the meetings end to attend another meeting. 

REVIEW OF PROTOCOLS

Dr. Baseler introduced a pathogen registration submitted by Dr. Brad St. Croix entitled, Search for New Tumor Endothelial Markers.  Dr. Baseler informed the committee that the protocol was fairly straightforward in that the only hazard represented was the use of human cell lines.  Dr. Baseler stated that Dr. St. Croix submitted only a bare minimum safety protocol with the registration documentation and he would like to see the safety protocol submitted in a standard operating procedure (SOP) format.  Dr. Baseler indicated that an ACUC animal study proposal was also submitted along with the registration documentation.  Dr. Garfinkel suggested that the PI provide a discussion on how the risk for needlestick injuries, the main hazard associated with this protocol, will be addressed.  Dr. Herring suggested that the cell lines be screened for selected pathogens as suggested in the IBC/ACUC joint  “Guideline Regarding Engraftment of Human Cells or Tissues into Immunodeficient Mice”.  Dr. Hollingshead informed the committee that some of these cell lines she has used in her work and that they have been screened and found to be negative for common bloodborne pathogens.  Dr. Morin noted that the Animal Facility Manager had not as yet signed off on the protocol.  Mr. Kozlovac stated that he was working with Ms. Pam Dellen on this protocol.  Ms. Dellen was not comfortable signing off on a registration until she had more information from the PI.

Conditionally Approved:

1. Provide a detailed Safety SOP that includes a section on sharps safety and biomedical waste disposal.

2. Have human cell lines screened at LMT according to the IBC/ACUC Guidelines Regarding Engraftment of Human Cells or Tissues into Immunodeficient Mice.

3. Have Animal Facility Manager sign the Registration document and provide a list of staff involved in the care of this projects animals.  The individual(s) that will be performing animal injections of research material should be specified.

Dr. Creekmore introduced a pathogen registration submitted by Dr. Terry Yamaguchi entitled, Regulation of WNT Target Genes.  Dr. Creekmore informed the committee that the registration is for established cell lines, specifically HEK293 and HepG2 lines, however the PI did not provide a description of what he plans to do and why.  The PI did provide a BSL-2 SOP, which was adequate for work with human cell lines.  Dr. Morin noted that some of the staff was “Special Volunteers” he recommended that each employee including the volunteers sign that they have read and understand the SOP.

Tabled pending further explanation. 

Mr. Kozlovac introduced Dr. Lu and Dr. Poon who were attending the meeting to present two pathogen registrations involving the GMP production of adenoviral vectors.  Dr. Lu’s registration was entitled, Adenovirus Delta-24-RGD for Glioblastoma and Ovarian Cancer and Dr. Poon’s registration was entitled, Replication Selective Adenovirus Vector for Pancreatic Cancer Cells.  These protocols were requested by the PI’s for rapid review and were received by EHS on the afternoon of March 14, 2003 and forwarded to the committee without prior EHS review at the behest of the IBC chair.  Dr. Lu presented his proposed work and provided the committee with additional material that was not originally provided in his registration document.  Extensive discussion of the committee ensued. The committee was concerned with this protocol since it involved a vector that was designed to be more efficient at infecting human cells.  The committee was also concerned with possibility of recombination with wild type virus from human reservoirs.  Dr. Hughes and Crise would like to see more data especially any animal work conducted with this vector in order for the IBC to make an adequate risk assessment.  Mr. Kozlovac asked Dr. Lu as to the volume of virus that he would be manipulating since this was being produced for phase 1 clinical trials. Dr. Lu said initially a few hundred ml to 2 L initially and at most during production 1-10L maximum.  The committee also wanted to know what type of respiratory protection that was being considered.  Mr. Kozlovac said that aerosol-generating operations should be conducted within the confines of a Class II biological safety cabinet or similar engineering controls.  If aerosol-generating procedures would be conducted outside of engineering controls that respiratory protection such as an N95 respirator would be appropriate.  Other members suggested that since the BDP owned a number of Powered Air Purifying Respirators (PAPRs) be utilized in this project.  Dr. Crise also pointed out that both registrations were incomplete.

The committee was willing to grant Dr. Lu conditional approval if he provided the following information

1. A comprehensive review of pathogenesis studies of RGD modified adenoviruses be conducted.  Applicant(s) to focus review on extended tropism of the virus and the possibility of augmented pathoghenesis in any animal model.
2.  Provide a completed copy of the registration and associated support documents for entire IBC review.

3. Provide a statement within the SOP that the PI will not utilize E1A complementing cell lines for this project.

Dr. Poon presented the specifics of his project to the committee and discussion ensued (PI provided materials attached).  Dr. Crise and Dr. Hughes wanted to know if they could utilize a cell line other than HEK293 cells which is an E1A complementing cell line.  Dr. Poon suggested the use of 911 cell line however Dr. Crise pointed out that the 911 cell line would not seem much more helpful since it is also an E1A complementing cell line.  In order for the committee to approve this protocol they would like to see the following.

1. PI to provide the completed protocol and associated documents.

2. A comprehensive review of pathogenesis studies of RGD modified adenoviruses be conducted.  Applicant(s) to focus review on extended tropism of the virus and the possibility of augmented pathoghenesis in any animal model.
3. Provide a statement within the SOP that the PI will not utilize E1A complementing cell lines for this project.

OTHER BUSINESS

Further discussion on the HIV policy ensued.  Mr. Kozlovac provided the committee the latest version of the policy with a request that members review the policy and provide any corrections prior to the April meeting. 

Meeting Adjourned:  2:30 pm

Respectfully submitted,






Joseph P. Kozlovac, M.S., RBP






Executive Secretary, NCI-FCRDC






Institutional Biosafety Committee

Approved: __________________
Randall S. Morin, Dr. P.H.






Chairman, NCI-FCRDC IBC

xc:
Each Committee Member


Dr. Wiltrout


Mr. Defelice


Dr. Reynolds


Mr. Eaton


Dr. Arthur


Mr. Bufter

