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The recent U.S. Supreme Court case of Hikma Pharmaceuticals v. Amarin Pharma considered
whether a generic drug manufacturer (Hikma) could be liable for inducing infringement of
method of use patents owned by the branded drug manufacturer (Amarin) through seeking FDA
approval of its product for a use not covered by the patents. U.S. medical providers are free to
prescribe approved products for uses beyond the use approved by the FDA, and are known to
regularly prescribe generic drugs for uses that are beyond those of the generic approval and
infringe method of use patents. Nevertheless, the Court found that Hikma could not be liable for
induced infringement under 35 U.S.C. 271(b) due only to their knowledge of customers’
infringing activities. Amarin needed to establish that Hikma actively encouraged the infringing
uses for Hikma to be liable as an inducer of infringement.

This parallels the Court’s treatment of induced infringement for copyrights in Cox
Communications, Inc. v. Sony Music Entertainment, 146 S.Ct 959 (2026). In Cox, the internet
service provider was aware of end users’ infringing activities but was not liable for inducement of
infringement for simply failing to police the infringing activities.

The Court’s aggressive position about the nature and level of activity necessary for inducement of
infringement makes enforcement of rights under theories of induced infringement more difficult.
U.S. patent owners may need to look more closely at enforcing patents against end users rather
than the producers of the products used in the infringing activities.

Limiting the scope of enforcement available to intellectual property owners in Amarin and Cox is
generally consistent with Impression Products v. Lexmark International, Inc., 581 U.S. 360
(2017). There the Court agreed that patent exhaustion precluded patent owners from using U.S.
patent rights to prevent marketing in the U.S. of imported goods that were the subject of an earlier
authorized sale outside the U.S.

The current Supreme Court justices do not exhibit the overt hostility to intellectual property rights
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seen in some Supreme Court justices from decades past. However, they seem to be willing to limit
the scope of enforcement of intellectual property rights to promote competition.

The views expressed are those of the author and are not attributable to HSML P.C. or its clients.
The information is for general purposes only and is not advice for handling specific issues.



