Assay Validation

Dr. Jeff Connell
UCD National Virus Reference Laboratory
University College Dublin
Belfield
Dublin 4




Whatisithe purpese el assay Validatieon: 2

 To confirm published reports and observations

 To show comparability with existing techniques

 To ensure accuracy within the laboratory system

 To ensure accuracy with an automated |aboratory system
* To prove clinical value of the results generated
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FactorsWhichrdetermine a geoed diagnestic
teEchnigue
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Wiy select a " new assay/

Prepare alist of assay requirements (User Specification

DDDDDD




Hew deryeu seukce Iiormation on a - Reww:
LESIL

Research literature

Comparisons reported by commercial companies????

DDDDDD




You haveudenuiied the assay.:
What st the pnexit step 2

Convene an evaluation team
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Prepare a panel of well characterised samples
- based upon sequential samples, alternative assay results

Usually on approximately 200 samples

Try to obtain evaluation kit FOC from company




Hew s therevaltuation panel conhigureds?

- Pregnant women
- Poor samples
- RF samples
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Evaluation el a - ReVvelrassay

Chlamydia PCR

Potential problem - New assay POS, old assay NEG
- False Pos, more sensitive

aaa Previousresults and detailed clinical information are required to
R5R 'determine the accuracy of the assay
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Periormance ol the evaltuation
“\What te ook er 2




Performing the evaltation

Prepare final report —
signed off by QA
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Does the modification impact on

/ the accuracy of the assay

YES

Ask company for FOC
kit and perform
evaluation-
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Prove comparability with previous technique

1. 50% of plate - routine samples recently tested

2. Use remaining assay to investigate truncated panel
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Do NOT assume that the assay can be put on an automated platform even
though the equipment has been validated — CE issues

Validation is parallel with “manual procedure” — extensive panel

Review data — write report and sign off that assay with that equipment only

Review performance -PQ




Assay Validation- Summary

* Creates confidence that the validated assay performs well in
your laboratory

» Become aware of the limitations of the assay

* Review performance of the assay in the laboratory

* Review the clinical impact of the assay

* Introduce assay on an automated platform only after validation
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Assay Validation

Thank-you for your attention

Any Questions ?




