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		Abstract

		This paper challenges the global science standard for putting new drugs on pharmacy shelves.  The primary premise is that the ‘gold standard’ of group experimental design is an antiquated extension of the crude science past in drug development, which is inconsistent with the precision of contemporary genetics—the science that increasingly dominates today’s drug development pipeline.  The paper proposes a law-policy methodology based upon commercial incentives to raise the global gold standard to make drug development more closely parallel the reality of drug delivery in the practice of medicine.  A primary objective is to end the pattern of putting new drugs on the market with too much dependence on the medical profession to introduce meaningful understanding through patient use over time.  The proposal centers on raising the global, shared standard for clinical research in drug development through domestic U.S. law-policy reform driven by commercial incentives. 
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