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N = 3 patients, out of 76, with hypersensitivity reaction

Abacavir : Hypersensitivy Reaction in Phase II Trials



HSR to Abacavir : First Extensive Analysis



HSR to Abacavir : First Genetic Association



→ Replication in second, independent dataset

HSR to Abacavir : Second Report on Genetic Association
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Abacavir and HLA B*5701 : The Predict Trial



Abacavir and HLA B*5701 : FDA Change in Label
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The road to a new biomarker
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Distribution of 355 Gene-Drug Couples 
according to CPIC Level
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Cost-effectivenes for PGX Testing for 44 drugs
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PGX testing with costs PGX testing at no cost



Conclusion

1. Genetic association ≠ clinical utility

2. Strong evidence sufficient to modify medical

practice available only for a minority of drug –

gene couples 

3. Major concern for diagnostic lab : clinical-grade 

quality

4. Major need to invest into development (as 

opposed to discovery) of companion

diagnostics 

5. Evolution towards pre-emptive PGX testing →

Cost-effectiveness.
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