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Under pressure to overcome the ongoing global
pandemic, the United States government faces
political pressure and is motivated to take any and
all measures to facilitate the dissemination and use
of innovation related to the diagnosis, treatment and
prevention of COVID-19. There are various paths
by which the federal government might seek to
accomplish such goals, including via:

» Compulsory licensing;

* March-in rights under the Bayh-Dole Act of
1980; or

e The Defense Production Act.
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As discussed below, the conditions under which
the U.S. government can pursue one of these paths
and the likelihood that it will pursue it may vary.
As such, companies possessing patent rights in
COVID-19 innovations should be mindful of the
circumstances under which the government might
interfere with patent rights to private commercial
developments, the consequences of such interfer-
ence, and the ways in which it might be able to
avoid such government interference.

COMPULSORY LICENSING

The United States, along with other World
Trade Organization (“WTO”) member countries,
is permitted to issue compulsory licenses accord-
ing to the Agreement on Trade Related Aspects of
Intellectual Property Rights (“TRIPS Agreement”)
to use, produce, or import a patented product or
process, typically a generic pharmaceutical drug,
without the patent owner’s permission.'

Although the circumstances in doing so are
not explicitly defined in the TRIPS Agreement, a
national emergency like the COVID-19 pandemic
is a recognized justification.? Compulsory licenses
do not require that the product was federally
funded, and the government can use a compulsory
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license after it has made an effort to obtain a volun-
tary license from the patent holder on “reasonable
commercial terms.”

If a voluntary license is unsuccessful, then the
government can grant a compulsory license, though
it must be non-exclusive.

In exchange for the compulsory license, the pat-
ent holder is entitled to “adequate remuneration”
and can continue producing its product.* While it
is unclear what constitutes “reasonable commercial
terms” or “adequate remuneration,” patent holders
can generally expect low royalty rates.’

Compared to march-in rights, discussed below,
the use of compulsory licensing in the face of a
global health crisis has been more widely used by
the United States and other countries alike. The U.S.
government successfully used compulsory licensing
in the 1950s to import an antibiotic from Italy that
Pfizer was selling at what was considered an unrea-
sonably high price.®

Furthermore, during the 2001 anthrax scare,
the U.S. government nearly used compulsory
licensing to obtain the drug ciprofloxacin until
Bayer decreased its prices to a level considered
“reasonable commercial terms” and increased its
production.’

In the wake of the current pandemic, many
countries are already planning on using compulsory
licensing, and Israel has already issued a compul-
sory license to import a generic version of an anti-
viral drug, which could be a possible treatment of
COVID-19.#

Currently, both Pfizer/BioNTech and Moderna
are under review for emergency authorization of a
COVID-19 vaccine in the coming weeks. Moderna
have pledged not to enforce their vaccine-related
patents during the COVID-19 pandemic; however,
Pfizer/BioNTech have not done so. In order to pre-
vent potential vaccine shortages, the U.S. govern-
ment may consider using compulsory licensing in
order to bypass Pfizer/BioNTech’s vaccine-related
patents.’

MARCH-IN RIGHTS UNDER THE
BAYH-DOLE ACT

Pursuantto the Bayh-Dole Act of 1980,the United
States government also has “march-in” rights, which
requires companies owning patents for inventions
developed using federal funding to license those pat-
ents to a responsible third party — non-exclusively,

partially exclusively, or exclusively under reasonable
terms.'’ However, it should be noted that the Bayh-
Dole Act also grants the United States government
a “nonexclusive, nontransferable, irrevocable, paid-
up license” for the government to practice federally
funded patents under 35 U.S.C. §202(c)(4)."

The two most relevant conditions for the
march-in rights include when: (1) “the contractor
or assignee has not taken, or is not expected to take
within a reasonable time, effective steps to achieve
practical application of the subject invention in
such field of use,” and (2) when it is “necessary to
alleviate health or safety needs which are not rea-
sonably satisfied.”!?

“Practical application” means to manufacture,
practice, or to operate the invention, and to establish
that it is being used and that its benefits are available
to the public on reasonable terms."? Ambiguity sur-
rounding the meaning of “reasonable terms” has led
to minimal success for petitioners requesting that
the government march-in during previous times of
perceived public need.

Petitions are generally filed when a company’s
production is not meeting public need and demand,
or a company has set a high price for a drug. The
NIH has received at least 12 such march-in peti-
tions, none of which it has pursued after a finding
that a company’s production plan was satisfactory,
and that controlling drug prices was outside its
scope of authority.'

Although march-in petitions have not suc-
cessfully been granted to date, the mere threat of
one was successful during the AIDS epidemic in
encouraging Abbott to lower the price of its HIV
drug ritonavir, at least for government purchasers
including federal Medicaid and state-run AIDS
drug assistance programs.'®

The U.S. Court of Appeals for
the Federal Circuit has held that
a manufacturer who is not the
patent holder will not be held
liable for patent infringement for
manufacturing products covered
under the government contract.

Moreover, the ongoing COVID-19 health cri-
sis has raised the prospect of march-in-rights being
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invoked beyond just an academic exercise as there
has been robust debate around the federal govern-
ment exercising march-in-rights to ensure ready
and affordable access to the vaccine candidate
being developed by Moderna'® and the potential
therapeutic Remdesivir manufactured by Gilead
Sciences."’

DEFENSE PRODUCTION ACT

The Defense Production Act (“DPA”) also grants
the executive branch of the United States broad
authority to circumvent patent rights, which could
have significant implications for patent holders and
manufacturers of COVID-19-related products.

In particular, the executive branch can require
that federal government contracts are prioritized by
private companies, or require that a company accept
and perform government contracts to ensure ade-
quate production of materials necessary for national
defense (which could include, for example, pat-
ented products related to the diagnosis, treatment,
or prevention of COVID-19), regardless of whether
such performance would infringe on a third party’s
patent rights.'

The executive branch can exercise this broad
power upon a finding “(1) that [a] material is a
scarce and critical material essential to the national
defense,and (2) that the requirements of the national
defense for such material cannot otherwise be met
without creating a significant dislocation of the
normal distribution of such material in the civil-
ian market to such a degree as to create appreciable
hardship.”"”

The U.S. Court of Appeals for the Federal Circuit
has held that a manufacturer who is not the patent
holder will not be held liable for patent infringe-
ment for manufacturing products covered under the
government contract.”’ Rather, the patent holder
can be remedied exclusively through action against
the United States in the Court of Federal Claims,*'
and the patent holder is entitled to “reasonable and
entire compensation” when the patented invention
1s used by or for the United States without a license,
while the United States is permitted to continue
its use.?

Historically, the DPA is used in response and
recovery efforts during disasters such as hurricanes,
and the Department of Defense has reported plac-
ing 300,000 rated orders a year under the DPA.*

More recently, the president invoked the DPA to
require the production of ventilators and protective
equipment® and to apply priority rated orders for
diagnostic systems and assays for COVID-19 testing
to be delivered to nursing homes. The DPA would
similarly permit the president to aid in the produc-
tion of vaccines and treatments for COVID-19, and
a new bill was introduced to require the president
to use authorities under DPA to require emergency
productions of the supplies necessary for distribut-
ing and administering the COVID-19 vaccine.?

CONSIDERATIONS AND
SUGGESTIONS

Under each of the paths discussed above, the
requirements and risks to private life sciences enter-
prises and their investors vary, but there are options
where the government can interfere in the private
research, development, or distribution of a patented
COVID-19 product, whether or not any aspect of
its development was federally funded.

As such, patent holders should be mindful of
when the government can interfere, and patent
holders and potential government contractors alike
must consider ways in which each can avoid this
interference or minimize the risks of having any
expected economic incentives forcibly adjusted.

If a patent holder used federal funding in the
development of its product, then the Bayh-Dole
Act would apply and the government can exercise
its march-in rights despite past reluctance to do
so. Unless a product is wholly unavailable to the
public, the risk to a company that the government
will pursue its march-in rights is very low, even for
pharmaceutical companies accused of high drug
prices.

Nevertheless, the patent holder should be aware
that if the government invokes the Bayh-Dole Act
or marches in, the consequences could be grave: the
patent holder will not typically receive royalties for
the government’s use although some restitution may
be recoverable, and the government could be able
to grant a license to the patent holder’s competi-
tor. For this reason, it would be beneficial for com-
panies to carefully consider when (and for which
projects) it accepts federal funding for, and when
federal funding is accepted, to consider proactively
licensing the resulting patent(s) to secure royalties
while meeting public health and safety needs.
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Where the Bayh-Dole Act does not apply
because the patented product was not federally
funded, or because a march-in petition was unsuc-
cesstul for other reasons, then the government can
instead utilize compulsory licensing or the DPA.

However, the threshold for invoking compulsory
licensing is a higher burden for the government in
that it first requires preliminary negotiations with the
patent holder before issuing a compulsory license.

Additionally, the conditions under which the
government can invoke compulsory licensing are
ambiguous. In contrast, the president can exercise
its power under the DPA without much hassle
in a time of national emergency to secure scarce
resources. The consequences of both paths also dif-
fer slightly. With a compulsory license, a competitor
1s introduced into the market by the government,
and the patent holder is compelled to license its
rights non-exclusively in exchange for a potentially
low royalty rate (e.g., when it cannot agree to “rea-
sonable commercial terms” for a voluntary license
with the government/competitor).

However, such licenses are subject to judicial
review. Under the DPA, either the patent holder
prioritizes its contract with the government, or a
direct competitor could similarly be introduced
into the market to manufacture the patent holder’s
product. In the latter scenario, the patent holder
must pursue litigation against the government
(not the competitor manufacturer) in the Court of
Federal Claims to recover reasonable royalties and
no direct recovery from the competitor is permit-
ted so long as it is performing under the govern-
ment contract.

To avoid inadequate compensation or the intro-
duction of competition on unfavorable terms, a pat-
ent holder should consider proactively licensing its
product under reasonable royalty terms or, in the
case of pharmaceutical companies, decreasing drug
prices to be more aftordable. These options avoid
or reduce the risk of government interference and
the legal fees that would be required of the patent
holder to sue for adequate compensation.

Furthermore, third party manufacturers that are
not the patent holders should be mindful that they
are only immune from infringement liability so
long as they are performing under such a govern-
ment contract, and a manufacturer that wishes to
manufacture a patented product (e.g., by voluntarily
producing more COVID-19 treatment products

beyond the government contract) should seek out a
license directly from the patent holder.
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