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Highlights:
E Table of Utility — Sound Prediction Cases — On appeal,

Sandoz acknowledged that the Federal Court did not err
simply in failing to state that the threshold for a sound pre-
diction is a prima facie reasonable inference of utility.
However, Sandoz urged the Federal Court of Appeal to infer
that the Federal Court failed to apply this threshold because
the evidence could not support it. Justice Locke concluded
that the circumstances did not suggest that the Federal Court
applied a lower threshold for sound prediction than that
contemplated in Wellcome and Eli Lilly. Justice Locke did not
accept that, at the time of filing the application for the Pa-
tent, the inventors necessarily had no more than a promise
that a hypothesis might later prove useful. The fact that more
experimentation was required after the rat studies did not
necessarily take the utility of the invention outside the scope
of a sound prediction. The doctrine of sound prediction, in its
nature, presupposes that further work remains to be done. It
was up to the Federal Court to weigh the evidence and decide
whether the threshold for a sound prediction was met. Justice
Locke also did not accept that the Federal Court’s conclusion
that published long-term human studies were no more than
preliminary evidence that the combination of bosentan and
sildenafil would be effective in treating PAH was inconsistent
with the conclusion that one could draw a prima facie reason-
able inference of utility from rat studies measuring systemic
blood pressure. Justice Locke explained that the Federal
Court’s use of the term “preliminary evidence” was made in
the context of its analysis of obviousness, not sound predic-
tion, and was used to contrast “definitive evidence.” Read in
context, the Federal Court’s conclusion was that the human
studies did not provide definitive evidence that the combina-
tion of bosentan and sildenafil would be effective. Moreover,
the legal tests for obviousness and for sound prediction are
distinct and different. Common general knowledge may be
sufficient to support a sound prediction, but not sufficient to
find obviousness. Justice Locke was also not prepared to
conclude that the fact that the rat studies measured systemic
blood pressure rather than pulmonary blood pressure was a
difference sufficient to prevent a sound prediction of utility.
Sandoz acknowledged that animal studies can be the basis of
a sound prediction of utility in humans: Sandoz Canada Inc.
v. Janssen Inc., 2023 CarswellNat 4477, 2023 FCA 221
(F.C.A.).
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