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ABSTRACT

Reproducibility—the verification of scientific results by outside researchers—lies at the heart
of the scientific method. And yet, it forms little part of the law most connected with science
and technology: patent law. To the contrary, the most salient patent law doctrine in this area—
enablement—appears to mitigate or even actively dissuade litigation concerning
reproducibility. This is critically problematic in the context of pharmaceutical patents, where
some of the most valuable patents appear based on ultimately irreproducible data. This Article
attempts to reconcile the enablement doctrine with irreproducibility by assessing some of the
difficulties in enablement doctrine, generally, and exploring recent concerns with scientific
irreproducibility. It also provides several concrete examples of irreproducibility in patents on
blockbuster drugs— Prempro, Xigris, Plavix, and Avastin. Lastly, the Article provides several
suggestions for encouraging reproducible data in patents, including clarifying the enablement
doctrine, easing patent law’s statutory bars for empirically-based inventions, and mandating
open access to testing data. These modifications would align patent law, scientific practice,
and innovation policy, and prevent the current incentive structure of disenablement.
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