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Basic Approach

Generate prototype Reference Material (RM) in one of four different
formats

= Cell lines
= Genomic DNA
= PCR Products
= Plasmids

Send prototypes to partner labs for testing

Optimize prototypes based on these pilot studies

Run field trials in parallellwith EMON PT/EQA schemes
Study stability, homoegeneity, presentation; ISSUes
Progress to certification as CRM

Develop long-term bank of raw materals for RV development
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The CRMGEN project - RMs

Disorder RMs to be developed RM Type*
Cystic Fibrosis CL
Haemochromatosis PCR
Fragile X syndrome CL, gDNA
Sickle cell anaemia PCR

Beta thalassaemia PCR
Factor V. Defect rDNA
HNPCC gDNA
DMD rDNA

*KEY: CL, cellfline; gDNA, genomic DINA
rDNA; recombinant DNA; PCR; pelymerase chain reaction product



Example: Plasmid-based RM for DMD

Francesco Russo & Bert Bakker, Leiden

ich RIVIF/- 200 ngigenomic DNA




Cross-cutting Activities

Stability & homogeneity studies

Presentation and packaging issues
« Liquid/freeze-dried, additives, etc.

Decontamination protocols

Carrier DNA
« Salmon sperm, yeast, hexamers, UV cross-linking

Cell line banking andi validation
Eield tralldesign

Market surveys

Study ofi patent Implications
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Future Prospects

Taking HFE RM (and others) through certification
Completion of field trials
Development of guidelines

Euroegentest activities in RM development

= Identify needs

= Set priorities

= Support traceability

« Harmonization/Guidelines

« Build enduring network

« Extend CRMGEN activities

Series of Workshops on aspects ol RViidevelopment
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