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APPEALS COURT INVALIDATES METHOD OF
MEDICAL TREATMENT PATENT FOR LACK OF
SCIENTIFIC SUPPORT
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The Court of Appeals for the Federal Circuit recently held claims to a method of
treating Alzheimer's disease with galantamine (commercially marketed as
Razadyne® by Ortho-McNeil-Janssen) invalid for lack of enablement. In the future,
such medical treatment claims may be challenged with greater frequency for lack
of enablement by third parties and the U.S. Patent and Trademark Office. Patent
applicants and drafters should carefully consider and explain in the specification
the scientific support for medical treatment claims prior to filing a patent
application.
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In /In re ‘318 Patent Infringement Litigation, slip nos. 2008-1594 and 2009-1070
(Fed. Cir. September 25, 2009), the Court noted that test results (such as human
clinical trials) are not necessarily required to patent a method of medical
treatment. The Court further stated that /n vitro testing may establish
enablement of the medical treatment. The patent at issue, however, did not
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include /n vitro or animal test results. Furthermore, during prosecution of the
patent, the patentee argued that the prior art did not provide an expectation that
galantamine would be effective in treating Alzheimer’s disease.
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Janssen, however, asserted that the utility of the medical treatment could be
established by “analytic reasoning”, and without testing the proposed treatment
in the claimed environment or a similar or predictive environment. Specifically, it
was asserted that the prior art tests summarized in the specification (none of
which were models for Alzheimer’s disease) would have led a skilled artisan to
infer that galantamine affected the ability of acetylcholine to bind to both
nicotinic and muscarinic receptors in the brain, and that the animal tests
proposed in the specification suggested that galantamine could have beneficial
effects on learning.
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The Court concluded that the patent “does no more than state a hypothesis and
propose testing to determine the accuracy of that hypothesis. That is not
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sufficient [to meet the enablement requirement].” /Id. at *16-17 (citing
Rasmusson v. SmithKline Beecham Corp., 413 F.3d 1318, 1325 (Fed. Cir. 2005) (“If
mere plausibility were the test for enablement ..., applicants could obtain patent
rights to ‘inventions’ consisting of little more than respectable guesses as to the
likelihood of their success. When one of the guesses later proved true, the
‘inventor’ would be rewarded the spoils instead of the party who demonstrated
that the method actually worked. That scenario is not consistent with the
statutory requirement that the inventor enable an invention rather than merely
proposing an unproved hypothesis.”).
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One judge, Judge Gajarsa, of the three judge panel dissented, arguing that “the
district court (1) did not undertake the required legal analysis to determine
whether an ordinarily skilled artisan reading the patent would understand it to
reveal a credible utility for the invention[, and] (2) failed to make the factual
findings necessary to support the ultimate Ilegal conclusion regarding
enablement.” Judge Gajarsa would have vacated the judgment of non-
enablement and remanded the case for the district court to make additional
factual findings and perform what he perceived to be the necessary legal analysis.
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