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Topics

 Rationale for a NGVB
 Available resources
 How to access
 Cost



Drug development in a research 
environment

 NIH study sections do not see development as research
 FDA regulations are inadequate for gene therapy
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Reagent Repository
 AAV vector plasmids (courtesy of Jude Samulski)
 Adenoviral vector stocks (Lowenstein/Castro)
 Retroviral vectors
 Retroviral and lentiviral packaging line (J. Gray)
 Certified Cell Lines

 HEK293
 HEK293T
 Phoenix cell lines
 PG13
 G7b-1 





Archiving Services
 Over 10,000 samples from GLP Pharm/Tox 

studies
 Back-up of GMP grade vectors and cell lines
 Archive patient samples to comply with FDA 

requirements for post-trial monitoring



Pharm/Tox Database
 Detailed description of Pharm/Tox studies 

submitted to the FDA in support of gene therapy 
INDs

 GLP and non-GLP studies eligible
 Foster letters of cross-reference
 Educational tool
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Post-Trial Monitoring
 RCR and RCL testing
 LAM-PCR or other insertion site analysis
 SeqMap 2.0



Submitted sequences are represented 
graphically

DNA sequences are displayed, colored to 
match the graphical representation to aid in 
distinguishing its sections

Each sequence is 
mapped to the genome, 
using the following 
three-step protocol:       
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How to access

 www.ngvbc c .org
 Reg is ter 
 S hop







Cost

Res ourc e Cos t 

Reagents FREE to academic investigators
Pharm/Tox Database Info FREE to all
Archiving Services FREE to academic US 

investigators
SeqMap FREE to all
Insertion Site (ex. LAM-PCR) FREE to academic investigators
RCR/RCL Testing Post-Trial 
Monitoring

FREE to academic investigators



NGVB Supports 65 Grants Across Many NIH 
Institutes 



www.NGVBCC.org
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