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According to the Food and Drug Administration [FDA], the
goal of pharmacogenomics or “personalized medicine” is to
tailor drug therapy to an individual’s unique genetic profile.'
In order to facilitate the scientific exchange of information
necessary to make advances in pharmacogenomic research,
and provide guidance to industry on submission of genomic
data, the FDA released the Pharmacogenomic Data
Submissions in March 2005.> Three months later, the FDA
approved BiDil, a heart failure medication marketed
specifically for African-Americans and indicated for patients
who “self-identify” as black,’ referring to it as “a step
toward the promise of personalized medicine”.* However,
the trial on which the drug was approved did not include any
genetic testing in an attempt to identify common genetic
traits among the participants, it used race, the only available
commonality.” While acknowledging race is an imperfect
surrogate for genetic variation, Drs. Temple and
Stockbridge, in their explanation of the FDA perspective,
maintain it is a “useful proxy until the pathophysiologic
bases for observed racial differences are better understood”.’

In approving BiDil on the basis of trials consisting only of
African Americans, the FDA has condoned the use of race
trials” and lends “the imprimatur of the state to the use of
race as a biological category.”® In allowing researchers to
utilize race as a convenient surrogate for genetics, the FDA
is facilitating a trend towards race-based clinical trials
resulting in the creation of “ethnic drugs” rather than
individually tailored therapy. There is evidence that while
initial research was aimed at tailoring drug therapy to
individual genetic profiles, investigators are increasingly
exploring group rather than individual genetic variability in
drug response.’ If drug approval can be obtained on race-
based clinical trials, there is no economic incentive to
undertake costly clinical testing to uncover the genetics
basis of differential response or to develop pharmacological
testing.

Pharmaceutical companies must abide by an elaborate FDA
approval process, or face the rejection of their new drug
application resulting in the loss of millions in research
dollars. As Reul comments: “[tlhe NDA [new drug
application] process inherently places drug makers at the
mercy of the FDA.”' The FDA can utilize this power, by
creating regulations which promote strides in pharmacology
while avoiding the creation of more “ethnic drugs”. Haga
and Venter suggest promotion of a groups-based approach,
in which the FDA refuses to accept race as proxy by passing
guidelines requiring genomic analysis of large admixed
populations to determine if distinct genetic variations
between groups exist.'' Alternatively, the FDA could
incorporate a policy in which new drug applications
utilizing race or ethnicity as “pseudo-biological variables”,
include an explanation of why the particular racial group
was selected and how classification was achieved.'” This
policy change is supported by the literature. According to
Khan, researchers will use more care in using race, ensuring
a distinction is maintained between the use of race as a
social category and a biological category. '° To justify the
use of race the researchers must first show it serves a
compelling interest, and then provide compelling scientific
evidence supporting their assertion that race-specific genetic
differences result in the relevant medical condition."
Finally, Ruel suggests regulations “explicitly authorizing
race for surrogate research” in instances where scientific
evidence supports using race as a proxy. ' These regulations
should specifically outline the uses of racial and genetic
data, and penalties for discriminatory behavior.'® In the case
of BiDil, the FDA could have insisted the label indicate
there appear to be more effective results in the specific
population. Rather than approving the race-specific label
and phase 4 post-marketing studies consisting of different
racial groups a to look for differences in outcomes, and
predictors of those differences such as genetic markers,"’
ensuring greater strides in pharmacologic research while
approving the drug.
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