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            Key Points

                	
                  One goal of using pharmacogenomics in the drug development process is to determine genotypeâ€“phenotype correlations for drug responsiveness and adverse events.

                
	
                  An ideal future aim of pharmacogenomic profiling in clinical trials is to eventually develop therapies that are customized or tailored to individuals.

                
	
                  Although the objectives of pharmacogenomics are attractive, they raise a host of scientific, ethical and social concerns.

                
	
                  In anticipation of further scientific evidence for pharmacogenomics-based predictors of drug responsiveness, it is important to examine issues of ethical concern that are related to the use of pharmacogenomic profiling in clinical trials and the drug development process.

                
	
                  This paper addresses some of the ethical concerns that are raised by the integration of genotyping into the drug development process from four perspectives: clinical-trial design; subject stratification; some new social risks; and economic issues.

                
	
                  Some recommendations for future research, bioethical analysis and policy planning are proposed.

                


              

Abstract
Pharmacogenomics, which is a field that encompasses the study of genetic polymorphisms that underlie individual differences in drug response, is rapidly advancing. The potential for the widespread use of pharmacogenomics in the drug development process merits an examination of its fundamental impact on clinical-trial design and practice. This article provides a critical analysis of some of the issues that pertain to pharmacogenomics in the drug development process. In particular, four areas will be discussed: clinical-trial design; subject stratification; some new social risks; and economic concerns. Recommendations are offered for addressing the issues that are discussed and anticipating the regulatory needs for pharmacogenomics-based trials.
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                    Figure 1: An ultimate clinical goal of pharmacogenomics.
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