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NCI‐FREDERICK 
INSTITUTIONAL BIOSAFETY COMMITTEE 

MINUTES 
APRIL 20, 2010    

CALL TO ORDER / ANNOUNCEMENTS 
The NCI‐Frederick Institutional Biosafety Committee was convened at 12:07pm in Building 549 Executive 
Board Room with the following members in attendance: 

Voting  
 

 Michael Baseler (regrets) 
 Theresa Bell  
 Stephen Creekmore  
 Bruce Crise  
 Eric Freed (regrets) 
 Melinda Hollingshead (regrets) 
 Stephen Hughes  

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

 
Non‐Voting 

 Dianna Conrad (regrets) 
 Kim DiGiandomenico 

 
Other 

 Scott Keimig 
 Karen Barber  
 Bill Brady  
 Robert Thomas  
 Peter Alexander (left at 12:30 pm) 

As noted last month, additional IBC members were having issues with needing to enter multiple log‐ins 
using SharePoint when accessing documents for review.  Theresa Bell and Kim DiGiandomenico said they 
would follow‐up with tech support to determine if a cause could be found. 

APPROVAL OF MINUTES FROM MARCH 16, 2010 MEETING  
The March 16, 2010 meeting minutes were approved as written.   
(A motion and second were made.  (For: (11) Against: (0) Abstain: (0)) 

ACCIDENT REVIEWS 
Theresa Bell informed the committee of a needle stick that occurred with an LASP employee who was 
working in Bethesda at the time of the incident.  Upon investigation, it was determined that the technician 
was stuck with a needle that had tattoo ink in it while dumping used needles onto a sheet of paper for 
counting and sorting so that they could be sent back to the vendor for recycling.  EHS and Occupational 
Health is still investigating the incident and researching whether the same practice is used at NCI‐
Frederick.  Serguei Kozlov told Ms. Bell he would assist her with determining the practices at NCI‐F. 
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REVIEW OF PROTOCOLS 

NEW REGISTRATIONS 

Criss Tarr 10‐16:  Use of HEK293 Cells for Chikungunya Virus Vaccine Production   
The lead reviewers noted that clarification prior to IBC was made regarding the maximum volumes that 
would be produced – initially it was listed at 400L but it should have been 75L.  In addition, the reviewers 
confirmed that an IBC amendment would be filed when the ChikV VLPs would be purified, as this registry 
does not cover that work.  Steve Hughes requested that with the future amendment, documentation for 
the filtration process should be provided.  The following items still needed to be addressed as identified by 
the committee:   

1. Revisions to the Spill Procedure (WP‐002) were needed and would be provided by Bill Brady; 

2. A protocol for the TFF filtering process was needed for concentration of the HEK cells.  This must 
be reviewed by lead prior to initiation of the procedure; 

3. A decontamination protocol for the 75L of VLPs after infection was also requested. 

Theresa Bell motioned to conditionally approve the registry and defer review of the aforementioned 
questions to the lead reviewers for final release of approval.  Scott Jendrek seconded the motion.  (For: 11; 
Against: 0;  Abstain: 0) 

Teizo Yoshimura 10‐19:  Generation of mice deficient of cathelin‐related antimicrobial peptides (CAMP or CRAMP)   
This is a breeding only protocol for the generation of conditional KO mice.  No other procedures were outlined by 
the PI for this protocol.  Serguei Kozlov motioned to approve as written.  Bruce Crise seconded the motion.  (For: 11; 
Against: 0;  Abstain: 0) 

RENEWALS 

Giovanni Melillo  10‐08 (08‐08; 06‐52; 06‐62; 06‐63; 06‐64):  Use of human and animal cell lines in animal 
study….Use of recombinant DNAs   
This registry was previously deferred because it was not clear as to what lentiviral system was in use and 
what inserts would be used with the system.  The committee had the following comments: 

1. B3 / B5a:  The committee still is not clear as to what recombinant inserts will be used for shRNA/siRNA 
studies in the context of lentiviral vector‐mediated delivery.  What are the “genes of interest” / “specific 
DNA sequences” that will be used? 

2. B5f: should be YES.  If using lentiviral vectors, then it is mobilizable. 
3. C3‐C3a:  Clarify what type of antibiotic resistance is conferred to the target cells by lentiviral vectors.   

Steve Hughes motioned to defer approval to the lead reviewers pending sufficient response to the 
aforementioned questions.  Lucein Winegar seconded the motion.  (For:  11; Against: 0; Abstain: 0) 

Shyam Sharan  10‐11 (07‐13):  Functional Analysis of Breast Cancer Susceptibility Genes   
This renewal is to continue studies on the BRCA1 and BRCA2 genes.  The research involves the creation of 
shRNAs and introducing them into mouse embryonic stem cells using lentiviral vectors.  The research also 
involves the creation of chimeric‐transgenic mice.  A purchased siRNA library is being used for the studies.  
Additionally, there was some initial concern regarding diphtheria toxin and how it was to be used; 
however, the PI clarified that it is only being used for counter‐selection purposes and addressed the 
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further safety concerns the lead reviewers had.  Stephen Hughes moved to approve the registry as written.  
Dan McVicar seconded the motion.  For:  11; Against: 0; Abstain: 0 

Joseph Kalen 10‐18 (07‐31):  Small Animal Imaging Program(SAIP)/LASP   
This is a renewal for a “blanket” IBC registry for the PI to perform animal imaging as a service to other 
investigators at NCI‐F.  The PI provided a copy of the service request form that is completed by each 
investigator when requesting the service and also advised that the form would be available electronically 
for EHS to access in the event of an exposure.  To ensure the safety of the imaging technicians, the 
committee wanted the imaging technicians to ensure that transductions have occurred more than 72 
hours before they would be handing the animals.  If the animals were not transduced more than 72 hours, 
then the PI must discuss any additional handling precautions that should be taken and any additional 
questions SAIP may have could be directed to Theresa Bell.  This information would be obtained from the 
PI when discussing the protocol face‐to‐face with the technicians.  Theresa Bell moved to approve the 
registry with the inclusion of the new question to the questionnaire used when meeting with the PI.  
Serguei Kozlov seconded the motion.  For: 11;  Against: 0;  Abstain: 0 

S. Perwez Hussain 10‐12 (07‐24):  Effect of C. parvum on tumorigenecity in P53/NOS2 knockout   
This research involves the used of heat inactivated C. parvum to induce the immune response and 
production of nitric oxide in knockout mice.  The lead reviewers stated that the protocol was straight 
forward and the PI addressed initial concerns regarding how the pathogen was heat‐inactivated.  Steve 
Hughes motioned to approve the registry as written.  Serguei Kozlov seconded the motion.  (For: 11; 
Against: 0; Abstain: 0) 

Lino Tessarollo 10‐14 (05‐44 & 06‐09):  Generation and analysis of genetically engineered mouse models   
This renewal is to continue work with generating and analyzing mouse models.  Part of the research 
involves generation of standard knockout mice as a core service to NCI‐F and the lab’s own research is 
focused on the analysis of murine models relevant to study the function of neurotrophins and their 
receptors in vivo.  Lead reviewers concurred that the research was low‐risk and had no further concerns 
with the registry.  Dan McVicar motioned to approve the registry as written.  Steve Creekmore seconded 
the motion.  (For 11; Against: 0; Abstain: 0) 

OUTSTANDING ITEMS   

Sandra Ruscetti  10‐21 (09‐55):  Development of Animal Models for Xenotropic MuLV‐Related Virus 
(XMRV) ‐ ASP 09‐065   Animal SOP was developed  and was approval released.  

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)   

AMENDMENTS 
Twenty‐two amendments were processed and approved between the March and April meetings; while 
seven were processed but remained outstanding as of the IBC meeting date. 
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OTHER BUSINESS 

Randall Morin informed the committee that once the new Advanced Technology Research Facility (ATRF) 
opens, that the SAIC‐F/NCI‐F IBC would be responsible for the oversight of the research.  Dr. Morin also 
discussed waste handling from the new facility, and it was determined that the committee would only be 
responsible for ensuring that protocols/SOPs are established and adequate for properly disinfecting the 
research waste. 

Theresa Bell informed the committee that the IBC was offered to include information in the ACUC spring 
newsletter.  Any comments could be forwarded to Kim DiGiandomenico and they would be routed 
accordingly. 

ADJOURNMENT 

The meeting was adjourned at 1:20 pm. 

 
Next meetings:    May 18, 2010 (426 Training Room)   June 15, 2010 (549 Executive Board Room) 
 
 
 





NCI-Frederick


Institutional Biosafety Committee


Minutes


April 20, 2010   

Call to order / Announcements
The NCI-Frederick Institutional Biosafety Committee was convened at 12:07pm in Building 549 Executive Board Room with the following members in attendance:

Voting 


 FORMCHECKBOX 
 Michael Baseler (regrets)

 FORMCHECKBOX 
 Theresa Bell 


 FORMCHECKBOX 
 Stephen Creekmore 

 FORMCHECKBOX 
 Bruce Crise 

 FORMCHECKBOX 
 Eric Freed (regrets)

 FORMCHECKBOX 
 Melinda Hollingshead (regrets)

 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 (regrets)

 FORMCHECKBOX 
 Kim DiGiandomenico


Other


 FORMCHECKBOX 
 Scott Keimig


 FORMCHECKBOX 
 Karen Barber 

 FORMCHECKBOX 
 Bill Brady 


 FORMCHECKBOX 
 Robert Thomas 

 FORMCHECKBOX 
 Peter Alexander (left at 12:30 pm)

As noted last month, additional IBC members were having issues with needing to enter multiple log-ins using SharePoint when accessing documents for review.  Theresa Bell and Kim DiGiandomenico said they would follow-up with tech support to determine if a cause could be found.

Approval of minutes from March 16, 2010 Meeting 
The March 16, 2010 meeting minutes were approved as written.  
(A motion and second were made.  (For: (11) Against: (0) Abstain: (0))

Accident Reviews
Theresa Bell informed the committee of a needle stick that occurred with an LASP employee who was working in Bethesda at the time of the incident.  Upon investigation, it was determined that the technician was stuck with a needle that had tattoo ink in it while dumping used needles onto a sheet of paper for counting and sorting so that they could be sent back to the vendor for recycling.  EHS and Occupational Health is still investigating the incident and researching whether the same practice is used at NCI-Frederick.  Serguei Kozlov told Ms. Bell he would assist her with determining the practices at NCI-F.

Review of Protocols

New Registrations

Criss Tarr 10-16:  Use of HEK293 Cells for Chikungunya Virus Vaccine Production  

The lead reviewers noted that clarification prior to IBC was made regarding the maximum volumes that would be produced – initially it was listed at 400L but it should have been 75L.  In addition, the reviewers confirmed that an IBC amendment would be filed when the ChikV VLPs would be purified, as this registry does not cover that work.  Steve Hughes requested that with the future amendment, documentation for the filtration process should be provided.  The following items still needed to be addressed as identified by the committee:  


1. Revisions to the Spill Procedure (WP-002) were needed and would be provided by Bill Brady;


2. A protocol for the TFF filtering process was needed for concentration of the HEK cells.  This must be reviewed by lead prior to initiation of the procedure;


3. A decontamination protocol for the 75L of VLPs after infection was also requested.


Theresa Bell motioned to conditionally approve the registry and defer review of the aforementioned questions to the lead reviewers for final release of approval.  Scott Jendrek seconded the motion.  (For: 11; Against: 0;  Abstain: 0)

Teizo Yoshimura 10-19:  Generation of mice deficient of cathelin-related antimicrobial peptides (CAMP or CRAMP)  

This is a breeding only protocol for the generation of conditional KO mice.  No other procedures were outlined by the PI for this protocol.  Serguei Kozlov motioned to approve as written.  Bruce Crise seconded the motion.  (For: 11; Against: 0;  Abstain: 0)

Renewals


Giovanni Melillo  10-08 (08-08; 06-52; 06-62; 06-63; 06-64):  Use of human and animal cell lines in animal study….Use of recombinant DNAs  


This registry was previously deferred because it was not clear as to what lentiviral system was in use and what inserts would be used with the system.  The committee had the following comments:


1. B3 / B5a:  The committee still is not clear as to what recombinant inserts will be used for shRNA/siRNA studies in the context of lentiviral vector-mediated delivery.  What are the “genes of interest” / “specific DNA sequences” that will be used?


2. B5f: should be YES.  If using lentiviral vectors, then it is mobilizable.


3. C3-C3a:  Clarify what type of antibiotic resistance is conferred to the target cells by lentiviral vectors.  

Steve Hughes motioned to defer approval to the lead reviewers pending sufficient response to the aforementioned questions.  Lucein Winegar seconded the motion.  (For:  11; Against: 0; Abstain: 0)


Shyam Sharan  10-11 (07-13):  Functional Analysis of Breast Cancer Susceptibility Genes  
This renewal is to continue studies on the BRCA1 and BRCA2 genes.  The research involves the creation of shRNAs and introducing them into mouse embryonic stem cells using lentiviral vectors.  The research also involves the creation of chimeric-transgenic mice.  A purchased siRNA library is being used for the studies.  Additionally, there was some initial concern regarding diphtheria toxin and how it was to be used; however, the PI clarified that it is only being used for counter-selection purposes and addressed the further safety concerns the lead reviewers had.  Stephen Hughes moved to approve the registry as written.  Dan McVicar seconded the motion.  For:  11; Against: 0; Abstain: 0

Joseph Kalen 10-18 (07-31):  Small Animal Imaging Program(SAIP)/LASP  
This is a renewal for a “blanket” IBC registry for the PI to perform animal imaging as a service to other investigators at NCI-F.  The PI provided a copy of the service request form that is completed by each investigator when requesting the service and also advised that the form would be available electronically for EHS to access in the event of an exposure.  To ensure the safety of the imaging technicians, the committee wanted the imaging technicians to ensure that transductions have occurred more than 72 hours before they would be handing the animals.  If the animals were not transduced more than 72 hours, then the PI must discuss any additional handling precautions that should be taken and any additional questions SAIP may have could be directed to Theresa Bell.  This information would be obtained from the PI when discussing the protocol face-to-face with the technicians.  Theresa Bell moved to approve the registry with the inclusion of the new question to the questionnaire used when meeting with the PI.  Serguei Kozlov seconded the motion.  For: 11;  Against: 0;  Abstain: 0

S. Perwez Hussain 10-12 (07-24):  Effect of C. parvum on tumorigenecity in P53/NOS2 knockout  
This research involves the used of heat inactivated C. parvum to induce the immune response and production of nitric oxide in knockout mice.  The lead reviewers stated that the protocol was straight forward and the PI addressed initial concerns regarding how the pathogen was heat-inactivated.  Steve Hughes motioned to approve the registry as written.  Serguei Kozlov seconded the motion.  (For: 11; Against: 0; Abstain: 0)

Lino Tessarollo 10-14 (05-44 & 06-09):  Generation and analysis of genetically engineered mouse models  

This renewal is to continue work with generating and analyzing mouse models.  Part of the research involves generation of standard knockout mice as a core service to NCI-F and the lab’s own research is focused on the analysis of murine models relevant to study the function of neurotrophins and their receptors in vivo.  Lead reviewers concurred that the research was low-risk and had no further concerns with the registry.  Dan McVicar motioned to approve the registry as written.  Steve Creekmore seconded the motion.  (For 11; Against: 0; Abstain: 0)

Outstanding Items  

Sandra Ruscetti  10-21 (09-55):  Development of Animal Models for Xenotropic MuLV-Related Virus (XMRV) - ASP 09-065   Animal SOP was developed  and was approval released. 

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)  

Amendments
Twenty-two amendments were processed and approved between the March and April meetings; while seven were processed but remained outstanding as of the IBC meeting date.

Other Business

Randall Morin informed the committee that once the new Advanced Technology Research Facility (ATRF) opens, that the SAIC-F/NCI-F IBC would be responsible for the oversight of the research.  Dr. Morin also discussed waste handling from the new facility, and it was determined that the committee would only be responsible for ensuring that protocols/SOPs are established and adequate for properly disinfecting the research waste.

Theresa Bell informed the committee that the IBC was offered to include information in the ACUC spring newsletter.  Any comments could be forwarded to Kim DiGiandomenico and they would be routed accordingly.

Adjournment

The meeting was adjourned at 1:20 pm.

Next meetings:

May 18, 2010 (426 Training Room)

June 15, 2010 (549 Executive Board Room)
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