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INTRODUCTION 
 

The NCI-Frederick Institutional Biosafety Committee was convened at 12:06 p.m. in the 
Building 549 Executive Board Room with the following members in attendance: 

 
Dr. Randall Morin, Chair     
Ms. Renée Kahn, IBC Administrator   
Ms. Theresa Bell, Secretary and Biosafety Officer 
Dr. Michael Baseler    
Dr. Stephen Creekmore   
Dr. Bruce Crise 
Dr. Eric Freed 
Dr. David Garfinkel 
Dr. Stephen Hughes 

Mr. Scott Jendrek    
Dr. Serguei Kozlov 
Dr. Dan McVicar    
Ms. Alberta Peugeot 
Mr. Lucien Winegar 

   
  
Members not in attendance: Dr. Henry Hearn, Dr. Melinda Hollingshead, Ms. Dianna 
Conrad, Dr. David Derse 

 
Others in attendance:  Dr. Scott Keimig 

 
MINUTES  
-December 2008 minutes were posted to the Sharepoint IBC website for review.  Mr. 
Jendrek made a motion to approve the minutes as written, Dr. Freed seconded and all 
were in favor.   

-January 2009 minutes were posted to the Sharepoint IBC website for review.  Mr. 
Jendrek made a motion to approve the minutes as written, Dr. Crise seconded and all 
were in favor. 

Mr. Lucien Winegar abstained from the vote.  
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REVIEW OF PROTOCOLS  
 
NEW IBC REGISTRATIONS 
 
09-01 (Dr. Samelson) T-Cell antigen receptor signaling
There were no comments or questions outstanding on this registration. 

Dr. Crise made a motion to approve as written, Mr. Winegar seconded and all were in 
favor. 
*At this point in time the IBC discussed the need to generate a strain information list.  The 
IBC office has begun populating a database of genetically modified animals registered to 
Principal Investigator’s here at the NCI.  This comprehensive list will include strain codes 
and any naming designations that would assist in determining where the source mouse was 
originally generated. 

09-03 (Dr. Palmieri) Effect of PTEN knockdown on Her-2 mediated 
breast cancer brain metastasis  
-Verify the training on the animal facility employees. 
- Ensure a statement is provided regarding when a Biosafety Cabinet will be used. 
Mr. Jendrek made a motion to approve, Dr. Crise seconded and all were in favor. 

09-04( Drs.Trinchieri/Riboldi) Conditional ablation of plasmacytoid 
dendritic cells in a transgenic mouse sensitive to diphtheria toxin  
 
The following items require clarification or resolution: 
 
-Due to a low LD 50, there are concerns about handling large concentration of Diphtheria 
Toxin. This is a lethal hazard.  
-Identify the largest volume of DT to be used at any given time. 
-EHS is to review the type of biological safety cabinet being used to make sure they are 
direct exhaust Class II Type B2. 
- EHS is to conduct training for all personnel including animal staff before work is to 
begin and EHS is to observe a mock run-through of the experiment before Diphtheria 
Toxin is ordered. 
- PPE must include respirators according to EHS policies and chemical-resistant gloves. 
- An SOP must be in place for spills to include area evacuations and to establish a 
minimum number of employees in the work area (i.e. buddy system). 
-Provide detailed instructions as to how the diphtheria toxin arrives (form is powder or 
liquid), how and where dilutions are performed, and confirm the methods used to 
inactivate DT.   
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-Also provide a description on how the DT is tracked from the time it is received, diluted, 
aliquotted, transferred to animal facility, introduced into an animal, and how and where it 
is finally disposed. Also capture where it will be stored and how.  
-Employees must be vaccinated and put on a surveillance program to work with the 
agent. 
-Is the LD50 increased with immunization? Is the LD50 different for a vaccinated 
person? 
-Is contamination of the animal’s fur a safety issue and if so, how is this being resolved? 

Dr. Crise made a motion to defer approval, pending receipt of the above information, 
Dr. McVicar seconded and all were in favor.  
  

RENEWALS 
09-02 (Drs. Trivers/Hussain) Development and cross breeding of 
genetically altered mouse strains and study of tumorigenesis  
-No viral elements are used. 
- There were no comments or questions outstanding on this registration. 
Dr. Hughes made a motion to approve, Dr. Creekmore seconded and all were in favor.   

09-05 ( Dr. Jendrek) Production of a Novel recombinant human hsp 110-
gp 100  
- 2 proteins are being purified and mixed.  This involves minimal hazards. 
- Ensure spill SOP is in place. 
 

Dr. Crise made a motion to approve, Dr. Baseler seconded and all were in favor.  Mr. 
Jendrek and Dr. Creekmore abstained from the vote. 

AMENDMENTS 
08-41 (Dr. Conde) ATP-PEL Viral Technology Lab-lentivirus production 
and specimen testing 
-Conditionally approved pending receipt of SOP on transferring vectors. 

All other amendments resolved outside of full committee meeting. 

OUTSTANDING ITEMS 
-Amendment of 07-09 (Dr. Wolff):  Waiting on responses from PI. 
-08-68 (Dr. Hu): Dr. McVicar is working with them. 
-08-57 (Dr. S. Ruscetti): PI still working with subcommittee for approval. PI will submit 
two IBC documents one for animal work and one for in vitro work. 
-08-71 (Dr. Jin and Dr. Wang): Working with PI to make changes on IBC documents. 
-08-73 (Dr. Kurdziel): With PI with some additional questions 
-08-77(Dr. Sterneck): Approved pending lab inspection scheduled on 2-20-09 
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OTHER BUSINESS 
BBP Compliance: 20/1086 = 98.2 % 

Human Pathogen Screening: 
The committee will continue to research human pathogen screening service providers. 
Once resources, assays, and costs are collected, a summary of the information with the 
preferred path forward will be presented to Dr. Reynolds for review and comment.   

Informed consent: 
This document will change names to Acknowledgement of Risk/Risk Communication 
and is being considered by the legal and human resources representatives from both 
SAIC and the Government. 

OHS Accident Update: 
Nothing to report this month. 
 
IBC/ACUC registration notification vs. approval: 
-Dr. Morin discussed the requirements to register and approve Genetically Modified 
Animals (GMA’s) for the IBC members to consider if certain GMA’s should only require 
review and registration, but not IBC approval. This will involve a thorough review of the 
NIH rDNA guidelines and will be researched as part of the efforts to ensure an efficient 
yet compliant IBC.  
-The IBC will begin populating a GMA Registered Strains List, with the understanding 
that the list will only include strains registered with the IBC. This information may be 
useful when PI’s choose to perform research on animals already in use here at the NCI. 
-The IBC cannot hold up ASP documents pending IBC renewal if there is a risk to the 
animals being placed on a holding protocol or if it were to cause any interruption in ASP 
procedures.  The IBC will be notified of the ASP but the ASP approval will no longer be 
contingent upon  IBC renewal approval. 
 
Improving Efficiency of the IBC: 
Dr. Morin started the discussion by asking for suggestions to make the IBC more 
efficient. 
-Suggestion was made to provide more directions with regard to the registration form and 
to revise the form so the questions are more organized and easier to interpret. 
-Suggestion was made to improve the wording in A1 to include “who, what, where, 
when, how much…” so that the bulk of the IBC registration information will be found in 
A1 or one location within the form. 
-IBC member training was also discussed.  The IBC officer will pursue options available 
to put together a NEW IBC MEMBER TRAINING PROGRAM. 
-Provide guidance documents on writing laboratory specific standard operating 
procedures. 
-Provide resources regarding safety, risk assessments, and how to mitigate risks. 
-Open meetings to the public and to all PIs interested or in need of registering with the 
IBC. 
-Should PIs attend the meeting when there are issues to be discussed regarding their 
protocol?   
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-Additional clarification may need to be provided (perhaps in the Charter or elsewhere) 
as to the role and mission of the IBC, preferably from NCI senior management.  
 
Outside IBC Member: 
The IBC currently has two community members and had decided to pursue a third 
outside community member.  This will help to ensure that we maintain attendance by 
community members at every meeting.   Suggestions have been received and Dr. Morin 
will contact these individuals to determine their interest in IBC membership. 
 
Review Charter: 
The IBC Charter will be posted on Sharepoint for IBC Member review and comment. 
 
The meeting was adjourned at 1:54 p.m. 

 

 
 
 
      
  
________________________________  __________________________ 
Theresa D. Bell, MPH, CBSP    Renée Kahn 
IBC Secretary      IBC Administrator 
Biological Safety Officer, EHS   EHS 
 
 
APPROVED: 
 
________________________   __________ 
Randall S. Morin, Dr. P.H.    Date 
Chairman, NCI-Frederick IBC 
Director, EHS 
 
 
 
xc:  Dr. Reynolds 
 Mr. Wheatley 
 Dr. Arthur 
 Mr. Bufter 
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