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Control of Biologicals - Life-Cycle

Regulations

Science

QA / QC

Implementation

- Batch testing
- Case study
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EA-Testing Case Study (1/4)
Gumboro Vaccine
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EA-Testing Case Study (2/4)
NAT positive for NDV
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EA-Testing Case Study (3/4)
LOT_B  in Chicken
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Molecular Typing
NDV - Nucleic Acid Sequencing (4/4)
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Optimization of  PCR - Protocols

   0   -1  -2   -3  -4   -5   C+  C- b l    - 0   -1  -2   -3  -4   -5  C+  C- b l 

Standard assayOptim ized  assay

NDV



14

27IVI

References

28IVI

Transfer of Technical Know-How
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Biological Standardisation Programme
(BSP)

„The EDQM invites [....]  to be participants in a
collaborative study on a voluntary basis.“

„In addition, usually all companies whose
product(s) are subject of the project, and whose
product(s) is (are) commercialised in Europe are
invited to participate in the collaborative trial. „

->     Donators of materials
-> Validation studies
-> Kick-off Meeting NAT-testing  planned in

2008 (involved stakeholders, OMCLs and
manufacturers)
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Summary & Perspectives

+ PCR assays are suitable for EA testing
(sensitivity/specificitity)

+ work on well known molecular basis
+ use of commercial reagents for

extraction and amplification procedure
+ standardized procedures

- need for further pre-validation studies
- need for suitable materials (vaccines

and field strains, etc)


