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INTELLEGTUAL PROPERTY .

By Ira A. Rosenberg and
Lori M. Waldron

ompetition in the life sciences sector is

fierce. In order to be successful, an

emerging life sciences company must
develop a portfolio of novel and innovative
patent and other intellectual property rights. In
light of the fact that many groundbreaking and
pioneering inventions originate on university
campuses in the laboratories of university-based
scientists, life sciences companies often seek out
licenses from universities. This article focuses
on some issues and concerns that are unique to
university licensing.

In the absence of a proper agreement
between the university and its scientific
inventor and depending on when and
where the inventions originated, partial
ownership of the underlying patent and
other intellectual property rights may
reside with the scientist. Typically, in
connection with the employment or other
agreement between the scientist and the
university, the scientist will assign all of
his or her ownership rights to the univer-
sity. This assignment of inventions
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The unique issues of negotiating a license agreement with a university

agreement is a critical foundation to the
license agreement between the life sci-
ences company and the university.

As a practical matter, company man-
agement should conduct thorough due
diligence regarding the identity and role
of the various inventors. This due dili-
gence should also include a review of the
university’s patent and other intellectual
property policies to make sure that no
obligations or potential issues arise by
virtue of those policies, which often con-
tain intellectual property ownership pro-
visions.

Often, because scientists sometimes
transfer their laboratories from institution
to institution over a period of time or
because two or more universities some-
times collaborate with respect to specific
areas of research, more than one univer-
sity may have ownership rights with
respect to particular inventions. Under
U.S. patent law, unless the parties other-
wise agree, co-inventors (in this case, the
separate universities) each generally
have the separate independent right to
commercialize jointly-owned inventions.
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Therefore, each university may enter into
its own license agreement with a third
party with respect to the subject inven-
tion. However, by virtue of the fact that
both universities may enter into such an
agreement with different third parties,
unless the universities otherwise agree,
neither license may be in the form of an
exclusive license.

In order to obtain the ability to grant
an exclusive (more lucrative) license
with respect to the subject inventions,
universities with co-ownership rights
often enter into an inter-institutional
agreement (IIA). Pursuant to an IIA, the
universities agree to work together to
seek and contract with appropriate
licensees of the inventions. The ITA will
also typically contain provisions regard-
ing sharing of revenue and expenses and
delineation of patent prosecution and
defense rights and responsibilities. By
agreeing to work together vis a vis the
licensee, the universities are better
equipped to enter into a more favorable
overall licensing arrangement.

In reviewing an underlying IIA,
management of the life sciences compa-
ny should be particularly aware of the
rights and powers of each university in
relation to the other (e.g., whether one
university has the right to negotiate
and/or execute the license agreement on
behalf of both institutions). Also, man-
agement should be mindful of termina-
tion provisions contained in the ITA and
be sensitive to any other provisions that
may negatively impact the company,
especially if there is a demise in the rela-
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tionship between the universities. In cer-
tain instances, the license agreement may
need to include or require one or more
amendments to the IIA in order to pro-
vide management with sufficient com-
fort that the company’s license will not
be jeopardized by any conflicts or other
problems between the universities, most
of which are beyond the control of the
company.

The development of university-
based inventions is sometimes funded, in
whole or in part, through the use of gov-
ernment funds. For instance, the univer-
sity may receive a research grant from
the National Institutes of Health or
receive funds pursuant to the Orphan
Drug Program. With respect to inven-
tions developed with U.S. government
funding, prior to 1980, the U.S. govern-
ment retained an ownership right in such
inventions. As a result, universities faced
many obstacles in their attempts to
license such inventions to third parties.
For example, because of the U.S. gov-
ernment’s rights, it was often difficult or
impossible for the universities to grant
exclusive licenses with respect to such
inventions.

Pursuant to the ground-breaking
Bayh-Dole Act of 1980, as amended,
ownership of university inventions that
result from federal government-funded
research vests, at the election of the uni-
versity, with the university. Therefore,
notwithstanding the use of federal funds,
the university is able to maintain owner-
ship and grant a license (even an exclu-
sive license) to the life sciences compa-
ny. Under the Bayh-Dole Act, however,
the U.S. government does retain certain
limited noncommercial rights with
respect to the subject inventions, includ-
ing a nonexclusive, nontransferable, roy-
alty-free right to use the inventions in its
government laboratories for noncom-
mercial purposes.

Although such noncommercial gov-
ernmental use is usually not problematic
to the company, careful consideration
should be given to any potential prob-
lems related to the company’s commer-
cialization plan as a result of the govern-
ment’s permitted uses. Additionally, in

extreme circumstances (for example,
where there is a danger to public health
or the inventions are not properly
exploited for the public good), the gov-
ernment may exercise its Bayh-Dole
“march-in rights” and, among other
things, force the university to grant a
license with respect to the subject inven-
tions to another third party. It should be
noted, however, that the government
very rarely, if ever, exercises these
march-in rights.

The university and the life sciences
company often have competing interests
with respect to the publication of results
of academic research activities related to
patent and other intellectual property
rights licensed to the company. The uni-
versity inevitably desires to exercise aca-
demic freedom and publicize explicit
results of the research and specific
details regarding the underlying labora-
tory testing, data and intellectual proper-
ty. Such publication may further two fun-
damental objectives of the university.
First, it may advance the university’s
mission to serve the public good and
educate the public. Second, it may
improve or sustain the university’s repu-
tation and prestige in the academic and
medical communities as a center of
knowledge.

The company, by contrast,
inevitably desires to preserve the confi-
dentiality of such research activities in
order to maintain a competitive advan-
tage. A common compromise in the
license agreement is inclusion of a pro-
vision pursuant to which the university
is required to provide the company with
an advanced copy of any proposed pub-
lication and the ability to require the
removal of any of the company’s confi-
dential or proprietary information. Also,
the license agreement should require
that the publication or presentation be
delayed for some period of time in order
to provide the company with the oppor-
tunity to obtain appropriate patent or
other intellectual property protection.

Patent prosecution is a very techni-
cal matter and it is crucial that a patent
portfolio is handled with extreme dili-
gence and care. Poor prosecution can

result in the loss or diminishment of
proper claim protection. Likewise, in
the event of an actual or possible claim
of infringement of the patent portfolio
or that the manufacture, use or sale of
the subject invention infringes the intel-
lectual property rights of a third party, it
is important that these claims are han-
dled in a manner that adequately pro-
tects the interest of the company and the
university.

In the context of an exclusive
license, both the university and life
sciences company often desire to con-
trol patent prosecution and defense.
The university, as the owner, has a
strong vested interest in protecting its
ownership rights. The company, as an
exclusive licensee with a substantial
financial investment in the patent port-
folio, has the same desire to control
the prosecution and defense. Often a
compromise can be reached pursuant
to which one party (often the universi-
ty) retains control of prosecution and
defense, but must provide the other
party (often the company) with oppor-
tunities to receive all material corre-
spondence and documents and provide
significant, though often nonbinding,
comments and input. Further provi-
sions may allow for one party (often
the university) to have first right to
prosecute or defend with an option to
opt out and allow the other party
(often the company) to obtain control.
Also, the parties may agree to retain
patent counsel mutually agreeable to
both parties or selected by one party
(often the university) and reasonably
acceptable to the other party (often the
company).

Universities can be a significant
resource for the life sciences company.
A successful licensing transaction
between a university and the company
is beneficial to both parties. By under-
standing the unique issues and con-
cerns that arise when analyzing and
negotiating a license agreement with a
university, management is better able
to advocate on behalf of the company
and achieve its ultimate goal of maxi-
mizing shareholder value. H



