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MINUTES 
JANUARY 19, 2010    

CALL TO ORDER / ANNOUNCEMENTS 
The NCI‐Frederick Institutional Biosafety Committee was convened at 1:08pm in Building 549 Executive 
Board Room with the following members in attendance: 

Voting  
 Michael Baseler (regrets) 
 Theresa Bell (regrets) 
 Stephen Creekmore 
 Bruce Crise 
 Eric Freed (regrets) 
 Melinda Hollingshead (arrived at 1:25p) 
 Stephen Hughes 

 Scott Jendrek 
 Serguei Kozlov 
 Dan McVicar (Chair) 
 Randall Morin 
 Alberta Peugeot 
 Lucien Winegar 
 Rev. David Betzner  

 
Non‐Voting 

 Dianna Conrad (left at 2:15p) 
 Kim DiGiandomenico 

 
Other 

 Scott Keimig 
 Karen Barber 
 Bill Brady (regrets) 
 Robert Thomas (left at 1:45p) 

 

MINUTES 

The December 15, 2009 meeting minutes were approved as written.  (A motion and 2nd were made.  
(For: (10)  Against: (0)  Abstain: (0)) 

ACCIDENT REVIEWS 
One needlestick occurred since the previous meeting and an update was provided regarding the 
submission of an OBA report from a needlestick that occurred in November 2009. 

REVIEW OF PROTOCOLS 

NEW REGISTRATIONS 

Stephen O’Brien (09‐38):  Human Genetic Analysis :  This registration had previously been deferred.  The 
investigator provided the committee with the clarifications that were requested.  Stephen Hughes 
inquired about the handling of EBV for the immortalization of cells, as it did not appear to be addressed 
in the registration or SOP.  Scott Jendrek noted that the PI indicated he would be submitting a separate 
IBC registration for the EBV use.  The committee also requested that the PI note within his registration 
that all employees, regardless of degree level, would receive specific training to conduct research with 
the materials listed within the registration.  Scott Jendrek moved to approve the registration with the 
additional language regarding training and a note within the approval memo to submit a registration for 
the EBV work.  Stephen Hughes 2nd the motion.  (For: (10)  Against: (0)  Abstain: (0)) 
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Philipp Oberdoerffer (09‐56):  A mechanistic link between DNA damage, chromatin, aging and 
cancer:  This registration was previously deferred.  Dan McVicar indicated that the investigator had 
worked closely with the lead reviewers to clarify all concerns the committee had regarding the 
registry and that a thorough SOP had been provided to address the handling of retrovirus.  Dr. 
McVicar moved to approve the registry as presented.  Lucien Winegar 2nd the motion.  (For: (10)  
Against: (0)  Abstain: (0)) 

Lino Tessarollo (09‐60):  Treatment of mouse embryonic stem cell‐derived motor neurons with 
Botulinum Neurotoxin Type A (BoNT/A) as an in vitro model system of neuro‐degeneration:  Since the 
previous meeting, it was determined that a vaccine against BoNT/A was available.  Alberta Peugeot 
provided the committee with a brief summary of the immunization requirements as well as with 
information regarding the antitoxin, as discussed at the December meeting.  Dan McVicar added that 
he spoke with biosafety personnel from USAMRIID and the CDC who recommended stringent 
engineering controls and procedures over vaccination.  After much discussion regarding vaccination 
and engineering controls, the committee concurred on the following: 

1. Vaccination would be strongly recommended, but could not be made a requirement since 
it was still considered an investigational drug; 

2. The investigators would need to establish robust engineering controls and to demonstrate 
to the committee that all materials would be contained during manipulation; disinfection 
and disposal of the materials.  The SOPs would also outline the receipt and distribution of 
samples through EHS, similar to that of a controlled substance program.  Serguei Kozlov 
and Stephen Creekmore would work with the investigators to help them develop their 
SOPs; 

3. Once the SOPs are established, the investigators must conduct a ‘dry run’ of the 
experiments using a riboflavin test.  All IBC members would be invited to witness the dry‐
run; 

4. The investigators should not infer that the aforementioned would guarantee committee 
approval.  The newly developed SOPs and results of the ‘dry run’ would require additional 
discussion by the committee and another full committee vote. 

Dr. McVicar moved continue deferral of the registry until SOPs were developed, engineering controls 
were in place, a riboflavin test was completed and the committee re‐evaluated the registry.  Stephen 
Creekmore 2nd the motion.  (For: (10)  Against: (0)  Abstain: (0)) 
 

RENEWALS 

Stephen Hughes  10‐01 (06‐76):  Retroviral replication and vector design – ASPs: 09‐033 & 09‐015:  Dan 
McVicar provided an overview of this renewal and noted the specific project outlines within the scope of 
the research program were helpful during the review.  Dr. Hughes was asked about the use of Pasteur 
pipettes rather than plastic aspiration pipettes, to which he replied that they were not suitable for his lab 
purposes.  In addition, there was discussion about the SOPs that were provided.  Dr. Hughes agreed that 
if the scope of the research were to change and warrant a change in the BSL, then a more specific 
protocol (or SOP) would be provided.  Dan McVicar moved to approve the registry as discussed; Scott Jendreck 
2nd the motion.  (FOR: 10  AGAINST: 0  ABSTAIN: 1 (conflict of interest)) 
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OUTSTANDING ITEMS   

Sandra Ruscetti  09‐55:  Development of Animal Models for Xenotropic MuLV‐Related Virus (XMRV) ‐ ASP 
09‐065:  Still waiting for SOPs to be developed and distributed to sub‐committee for discussion.  Melinda 
Hollingshead said she would assist Dr. Ruscetti and Mr. Shrader with the development of the SOPs.  Dr. 
Ruscetti provided email correspondence from colleagues who are conducting similar research to aid with 
the SOPs.  Once the SOPs are received from Mr. Shrader, the sub‐committee will re‐convene to discuss.  
Members from the pathology/histology lab will also be invited.  The IBC will need to review the 
documents and provide a final vote prior to an approval being released. 

Stephen O’Brien  09‐58:  Opportunistic collection of animal tissues for genetic, veterinary clinical pathology and 
histopathologic studies, and feline retrovirus discovery:  A sub‐committee convened on January 6, 2010 to 
discuss the animal tissue collection and processing by the O’Brien lab.  A summary of this meeting was 
posted to SharePoint.  Registry is still deferred until clarifications are received and discussed by full 
committee. 

Frank Ruscetti  09‐47:  Mechanism of Transmission of Human Lymphotropic Virus (HTLV) and Xenotropic 
MuLV‐Related Virus (XMRV):  Waiting for response from PI/Kathryn Jones regarding questions sent from 
IBC – December 15, 2009 (Original IBC review September) 

Nancy Colburn / Matthew Young  09‐18:  Genetically engineered mouse and human cells for discovery 
and validation of tumor promoting or tumor suppressor genes:  SOP supplied by PI.  Lead reviewers 
reviewed and OK’ed release of approval. 

AMENDMENTS 
Thirty‐one amendments were processed and approved between the December and January meetings;; 
while eight were processed but remained outstanding as of the IBC meeting date. 

OTHER BUSINESS 
VPP was still waiting for delivery of parts; should be installed by end of January.  Bill Brady is hoping to 
conduct the IBC demo prior to the February meeting, but it is dependent on the arrival and installation of 
the parts. 

ADJOURNMENT 
The meeting was adjourned at 2:40pm. 
Next meetings:  February 16, 2010 (426 Training Room)  March 16, 2010 (549 – conf. room B) 

 
_________________________________________________ 
Theresa D. Bell, MPH, CBSP      Date 
IBC Secretary             
Biological Safety Officer, EHS       
 
 
APPROVED: 
 
__________________________________________________   
Dan McVicar, Ph.D.        Date 
Chairman, NCI‐Frederick IBC 
 
xc:   Dr. Reynolds 
  Mr. Wheatley 
  Dr. Arthur 
  Mr. Bufter 
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January 19, 2010   

Call to order / Announcements
The NCI-Frederick Institutional Biosafety Committee was convened at 1:08pm in Building 549 Executive Board Room with the following members in attendance:

Voting 


 FORMCHECKBOX 
 Michael Baseler (regrets)


 FORMCHECKBOX 
 Theresa Bell (regrets)


 FORMCHECKBOX 
 Stephen Creekmore


 FORMCHECKBOX 
 Bruce Crise


 FORMCHECKBOX 
 Eric Freed (regrets)


 FORMCHECKBOX 
 Melinda Hollingshead (arrived at 1:25p)


 FORMCHECKBOX 
 Stephen Hughes


 FORMCHECKBOX 
 Scott Jendrek


 FORMCHECKBOX 
 Serguei Kozlov


 FORMCHECKBOX 
 Dan McVicar (Chair)


 FORMCHECKBOX 
 Randall Morin


 FORMCHECKBOX 
 Alberta Peugeot


 FORMCHECKBOX 
 Lucien Winegar


 FORMCHECKBOX 
 Rev. David Betzner 

Non-Voting


 FORMCHECKBOX 
 Dianna Conrad (left at 2:15p)

 FORMCHECKBOX 
 Kim DiGiandomenico


Other


 FORMCHECKBOX 
 Scott Keimig


 FORMCHECKBOX 
 Karen Barber


 FORMCHECKBOX 
 Bill Brady (regrets)


 FORMCHECKBOX 
 Robert Thomas (left at 1:45p)

Minutes


The December 15, 2009 meeting minutes were approved as written.  (A motion and 2nd were made.  (For: (10)  Against: (0)  Abstain: (0))

Accident Reviews
One needlestick occurred since the previous meeting and an update was provided regarding the submission of an OBA report from a needlestick that occurred in November 2009.

Review of Protocols

New Registrations


Stephen O’Brien (09-38):  Human Genetic Analysis :  This registration had previously been deferred.  The investigator provided the committee with the clarifications that were requested.  Stephen Hughes inquired about the handling of EBV for the immortalization of cells, as it did not appear to be addressed in the registration or SOP.  Scott Jendrek noted that the PI indicated he would be submitting a separate IBC registration for the EBV use.  The committee also requested that the PI note within his registration that all employees, regardless of degree level, would receive specific training to conduct research with the materials listed within the registration.  Scott Jendrek moved to approve the registration with the additional language regarding training and a note within the approval memo to submit a registration for the EBV work.  Stephen Hughes 2nd the motion.  (For: (10)  Against: (0)  Abstain: (0))

Philipp Oberdoerffer (09-56):  A mechanistic link between DNA damage, chromatin, aging and cancer:  This registration was previously deferred.  Dan McVicar indicated that the investigator had worked closely with the lead reviewers to clarify all concerns the committee had regarding the registry and that a thorough SOP had been provided to address the handling of retrovirus.  Dr. McVicar moved to approve the registry as presented.  Lucien Winegar 2nd the motion.  (For: (10)  Against: (0)  Abstain: (0))

Lino Tessarollo (09-60):  Treatment of mouse embryonic stem cell-derived motor neurons with Botulinum Neurotoxin Type A (BoNT/A) as an in vitro model system of neuro-degeneration:  Since the previous meeting, it was determined that a vaccine against BoNT/A was available.  Alberta Peugeot provided the committee with a brief summary of the immunization requirements as well as with information regarding the antitoxin, as discussed at the December meeting.  Dan McVicar added that he spoke with biosafety personnel from USAMRIID and the CDC who recommended stringent engineering controls and procedures over vaccination.  After much discussion regarding vaccination and engineering controls, the committee concurred on the following:


1. Vaccination would be strongly recommended, but could not be made a requirement since it was still considered an investigational drug;


2. The investigators would need to establish robust engineering controls and to demonstrate to the committee that all materials would be contained during manipulation; disinfection and disposal of the materials.  The SOPs would also outline the receipt and distribution of samples through EHS, similar to that of a controlled substance program.  Serguei Kozlov and Stephen Creekmore would work with the investigators to help them develop their SOPs;

3. Once the SOPs are established, the investigators must conduct a ‘dry run’ of the experiments using a riboflavin test.  All IBC members would be invited to witness the dry-run;

4. The investigators should not infer that the aforementioned would guarantee committee approval.  The newly developed SOPs and results of the ‘dry run’ would require additional discussion by the committee and another full committee vote.

Dr. McVicar moved continue deferral of the registry until SOPs were developed, engineering controls were in place, a riboflavin test was completed and the committee re-evaluated the registry.  Stephen Creekmore 2nd the motion.  (For: (10)  Against: (0)  Abstain: (0))


Renewals


Stephen Hughes  10-01 (06-76):  Retroviral replication and vector design – ASPs: 09-033 & 09-015:  Dan McVicar provided an overview of this renewal and noted the specific project outlines within the scope of the research program were helpful during the review.  Dr. Hughes was asked about the use of Pasteur pipettes rather than plastic aspiration pipettes, to which he replied that they were not suitable for his lab purposes.  In addition, there was discussion about the SOPs that were provided.  Dr. Hughes agreed that if the scope of the research were to change and warrant a change in the BSL, then a more specific protocol (or SOP) would be provided.  Dan McVicar moved to approve the registry as discussed; Scott Jendreck 2nd the motion.  (FOR: 10  AGAINST: 0  ABSTAIN: 1 (conflict of interest))

Outstanding Items  

Sandra Ruscetti  09-55:  Development of Animal Models for Xenotropic MuLV-Related Virus (XMRV) - ASP 09-065:  Still waiting for SOPs to be developed and distributed to sub-committee for discussion.  Melinda Hollingshead said she would assist Dr. Ruscetti and Mr. Shrader with the development of the SOPs.  Dr. Ruscetti provided email correspondence from colleagues who are conducting similar research to aid with the SOPs.  Once the SOPs are received from Mr. Shrader, the sub-committee will re-convene to discuss.  Members from the pathology/histology lab will also be invited.  The IBC will need to review the documents and provide a final vote prior to an approval being released.

Stephen O’Brien  09-58:  Opportunistic collection of animal tissues for genetic, veterinary clinical pathology and histopathologic studies, and feline retrovirus discovery:  A sub-committee convened on January 6, 2010 to discuss the animal tissue collection and processing by the O’Brien lab.  A summary of this meeting was posted to SharePoint.  Registry is still deferred until clarifications are received and discussed by full committee.

Frank Ruscetti  09-47:  Mechanism of Transmission of Human Lymphotropic Virus (HTLV) and Xenotropic MuLV-Related Virus (XMRV):  Waiting for response from PI/Kathryn Jones regarding questions sent from IBC – December 15, 2009 (Original IBC review September)

Nancy Colburn / Matthew Young  09-18:  Genetically engineered mouse and human cells for discovery and validation of tumor promoting or tumor suppressor genes:  SOP supplied by PI.  Lead reviewers reviewed and OK’ed release of approval.

Amendments

Thirty-one amendments were processed and approved between the December and January meetings;; while eight were processed but remained outstanding as of the IBC meeting date.

Other Business

VPP was still waiting for delivery of parts; should be installed by end of January.  Bill Brady is hoping to conduct the IBC demo prior to the February meeting, but it is dependent on the arrival and installation of the parts.

Adjournment

The meeting was adjourned at 2:40pm.


Next meetings:
February 16, 2010 (426 Training Room)
March 16, 2010 (549 – conf. room B)

_________________________________________________

Theresa D. Bell, MPH, CBSP


Date


IBC Secretary








Biological Safety Officer, EHS





APPROVED:


__________________________________________________


Dan McVicar, Ph.D.



Date


Chairman, NCI-Frederick IBC


xc: 
Dr. Reynolds



Mr. Wheatley



Dr. Arthur



Mr. Bufter
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