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Conclusions of Clinical Trial

African American patients with heart failure
experienced a 43% improvement in survival, a 33%
reduction in first hospitalization for heart failure and an
improvement in quality of life after taking BiDiIl.
Adverse events reported in the trial included
symptoms of headache and dizziness, which were
significantly more frequent in the group given BiDil,
and exacerbations of congestive heart failure (both
moderate and severe), which were significantly more
frequent in the placebo group. Bidil on track for FDA
approval in mid-late 2005.
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Patenting Racial Drugs

1. Nitromed’s patent is the first of a preexisting drug
for a new, race-specific use.

2. The patent pushed back market entry of generic

sellers of the fixed-dose combination from 2007 to
2020.

3. However, Isosorbide dinitrate and hydralazine are
available separately in generic formulations, making
it possible to closely approximate NitroMed's
combination at a cost of about 44 cents per dose.

Is there a market for Racial Drugs?



Controversies

Will race-based medicines provide a cure for
healthcare disparities?

If not a cure for healthcare disparities, will race-
based medicines be better or worse than
conventional therapies?

Will race-based medicines drive genetically
individualized medicines, or will genetically

individualized medicine drive race-based medicine
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A thing of the past?...
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...0r, are genetic differences the real
cause of racial variation in disease
predisposition and drug responses?

Caucasian  African-American  Asian

NAT2 40-70% 50-60% 10-15%
CYP2D6 poor metabol. 6-10% 59 1%
CYP2C19 poor metabol, 2%, 4-18% 12-23%
CYP2C9 poor metabol. 14-37% 0-8% 0-1%
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