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Introduction and Background to 
Validation 

(„a Procedure which demonstrates that the 
test is fit for the intended purpose“:

OECD / IPTS / EuroGenTest
Surveys





OECD.int ; provides analysis, forecasts and guidelines to members
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QA Survery EuroGentest (2006)



CF ThematicNetwork + EuroGentest survey (2006)



www.oecd.org/sti/biotechnology

Structure 



EuroGentest Units 1 and 5:

an brief overview of activities
related to validation



Unit 1 



Compliance QA
requirements

Competence to
perform a test





www.cfnetwork.be

Disease specific best practice guidelines



www.eurogentest.org







Unit 5 





Evaluation of novel techniques



Alexandra Štambergová a Milan Macek
ÚBLG UK. 2LF a FN v Motole

Průběžná zpráva o pln ění projektu 6112 za 
rok 2006

FindBase – www.findbase.org

LSDB



Validation on CF Mutation Database in Toronto 

disappointment…www.europeancfconference.org 



www.lovd.nl/mutalyzer



Validation overview





However, these guidelines are „user hostile“…







The devil is in the detail and… statistics  



Phenosystems 



Practical examples:
MLPA and HRMCA









Technologies utilised 
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Sr Peak height

SR Peak height

Sr Peak area

SR Peak area

Repeatability Std (Sr) and Reproducibility Std (SR)
1 sample 10 replicates, 34 probes (P002 BRCA1 kit)

Pooled data from collaborators



eMLPA

emlpa.lf2.cuni.cz





FRET artefacts: 





Thank you for your attention !

milan.macek.jr@LFmotol.cuni.cz


