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THE PRACTICE OF LAW IN THE TIME OF COVID-19

Litigating Intellectual Property Rights
Created in Response to COVID-19

BY FREDERICK L. COTTRELL Ill, ESQUIRE, AND VALERIE CARAS, ESQUIRE

s companies race to develop vaccines, medical
products, and other treatments to combat the

COVID-19 pandemic, these advances will likely

engender litigation related to the protection of

intellectual property rights. Given the District of Delaware’s
national prominence as a preeminent patent litigation venue,
a sizeable portion of such litigation may proceed in a Dela-
ware courtroom. A few of the IP issues that may arise in the
pandemic’s wake are previewed below.

Exclusivity Terms

Under the United States’ patent regime, the price of inno-
vation is rewarded by the promise of exclusivity, with a typical
patent term lasting 20 years.! In March, U.S. Senator Ben
Sasse (R-NE) introduced a bill extending that term by 10
additional years for patent owners who develop “a new
or existing pharmaceutical, medical device, or other
process, machine, manufacture, or composition of
matter, or any new and useful improvement there-
of used or intended for use in the treatment” of
COVID-19.? The patent term for such an innova-
tion would not begin until the national emergency
concludes.? Such a bill could, ata minimum, spawn
litigation as to what constitutes an improvement
of an existing product for purposes of treating

COVID-19.

Compulsory Licensing and March-In Rights

Related to the question of exclusivity is the extent
to which governments may require the compulsory
licensing of patents to make medical devices and treat-
ments widely available so long as the national emergency
persists. Such schemes typically permit the government
or private entities to produce patented inventions. In re-
sponse to the pandemic, this approach has been adopted
internationally by countries including Canada, Germany,
France, and Israel.’
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To date, the United States has not taken such an approach. To
the extent statutory authority for compulsory licensing exists, 28
U.S.C. § 1498 permits the federal government to produce a pat-
ented invention without a license so long as it provides “reasonable
and entire compensation for such use and manufacture” to the
owner.’ Additionally, 35 U.S.C. § 203 gives the federal govern-
ment so-called “march-in rights™ if the patented invention was
developed with federal dollars, the government may either take
a license on the patented invention, or otherwise grant a license
to a third-party. Against a 200-year-old backdrop reinforcing IP
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as a constitutional property right, the government’s use of com-
pulsory licenses has been called “rare” by the Supreme Court,’
and it does not appear that the federal government has ever used
its march-in rights.

The recently-passed COVID-19 relief bill — the CARES Act
— does not address compulsory licensing or march-in rights, but
rather broadly permits the Secretary of the Department of Health
and Human Services to “take such measures authorized under
current law to ensure that vaccines, therapeutics, and diagnostics
developed from funds provided in this Act will be affordable in

the commercial market.”®

PREP Act Immunity from Patent Infringement
Claims

Another issue that could be litigated in the pandemic’s wake
is the extent to which the Public Readiness and Emergency Pre-
paredness (‘PREP”) Act creates immunity for patent infringement
claims arising from products used in fighting COVID-19.” The
PREP Act generally immunizes “from suit and liability under
Federal and State law” losses incurred by “entities and individuals
involved in the development, manufacture, testing, distribution,
administration, and use of medical countermeasures.”'’ The Sec-
retary of the Department of Health and Human Services recently
invoked the PREP Act to fight COVID-19, conferring immunity
upon companies for losses arising from producing qualifying
medical devices and treatments." No court has addressed whether
“losses” under the PREP Act include patent infringement claims.

Why Delaware?

Given that the judges within the District of Delaware have
accumulated the kind of expertise in patent litigation respected
by both sides of the bar, and given that multiple pharmaceutical,
medical device, and life sciences companies are incorporated in
Delaware, it is unlikely that patent litigation will slow in the First
State any time soon. As the fight against COVID-19 concludes,
new fights related to IP rights are likely to begin. @
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