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FDA's Role in a New Era of Medical Product Development » Effectiveness of Plavix depends on activation to an active metabolite
by the cytochrome P450 (CYP) system, principally CYP2C19. (5.1)

* Poor metabolizers treated with Plavix at recommended doses exhibit
higher cardiovascular event rates following acute coronary syndrome
(ACS) or percutaneous coronary intervention (PCI) than patients with
normal CYP2C19 function. (12.5)
Tests are available to identify a patient'sICYP2C19 genoﬂgeland can
be used as an aid in determining therapeutic strategy. (12.5)

Consider alternative treatment or treatment strategies in patients
identified as CYP2C19 poor metabolizers. (2.3, 5.1)
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patients with atrial fibrillation. Patients were genotyped for three single-nucleotide

Guideline on the investigation of subgroups in polymorphisms (*2, *3, *17) that define the major CYP2C19 alleles.
confirmatory clinical trials
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Treatment efficacy v.s. Correct and useful statistical
association detection inference
Testing for SNPs predictive of Strong control of FWER => correct
treatment efficacy is fundamentally inference
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