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                Gene-activation technology involves introducing a DNA promoter upstream of an endogenous gene in a human cell line. This must be done at a precise location, chosen through knowing the sequence of the gene to be activated. There is an appealing simplicity to the idea of activating an existing gene, rather than the recombinant approach of cloning the gene and introducing it into a mammalian or bacterial cell line. Shire and its antecedents were not alone in pursuing this technology, raising the question of why gene activation has taken so long to translate through to the market.
The answer lies in a fiercely defended intellectual property estate in biotechâ€”Thousand Oaks, Californiaâ€“based Amgen's erythropoietin (EPO) patentsâ€”plus a couple of minor skirmishes with Genzyme of Cambridge, Massachusetts, over enzymes for treating Gaucher and Fabry diseases, and lastly, a US Securities and Exchange Commission (SEC) investigation.
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