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L+ 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

DQ217711.1Neuc§scle disease virus strain NDV03-046 fusion protein (F) gene, 119 159 26% 6e-24  100%
——————— partial cds —_—
D0217704.1Newc§stle disease virus strain NDV03-039 fusion protein (F) gene, 119 159 26% 6e-24  100%
—————— partial cds —_
DQ217594.1Newc§stle disease virus strain NDV03-029 fusion protein (F) gene, 110 159 26% Ge-24  100%
———————— partial cds —_—

AYZBQDDZJNev:ycast.le.d?sease wvirus :urkes.h’l.lSA/VG(.}A/BQ fusion protein and 118 150 26% Ge—24  100%
————— hem lutinin-neuraminidase bicistronic wRNA, complete cds f—
ngszsslll\leucascle disease virus strain Lasota fusion protein (F) gene, 119 159 26% 6e-24  100%
complete cds —_—
Newcastle disease virus isolate EZAOS95005 fusion protein (F) 119 159 26% 6e-24  100%

AY135740.1
——— wRNA, partial cds

Y Optimization of PCR - Protocols
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Transfer of Technical Know-How

and

KNOW-HOW TRANSFER AGREEMENT
between

Institut fir Viruskrankheiten und Immunpropnylaxe
Sensemattstrasse 293
CH-3147 Mittelhdusern (SWITZERLAND)

(hereinafter referred to as IVI)

Paul-Ehrlich-Institut =
Bundesamt fiir Sera und Impfstoffe
Paul-Ehrlich-StraBe 51-59
D-63225 Langen (Germany)

(hereinafter referred to as RECIPIENT)

Con

&, Paul-Enrlich-Institut
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U 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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Y 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)
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