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CHAPTER 11.1

Licensing Biotechnology Inventions

JOHN W. FREEMAN, Principal, Fish & Richardson PC., U.S.A.

ABSTRACT

After providing an overview of licensing in the field of
biotechnology, the chapter carefully examines the key
components of a license agreement, particularly in rela-
tion to the field’s unique concerns. The chapter raises a
number of issues that licensors and licensees should con-
sider when negotiating patent license agreements. It of-
fers precise definitions of key terms, points out areas of
the agreement that merit special attention (including the
relative merits of exclusive and nonexclusive licensing),
considers the difficult question of how to determine a
patent’s value (especially when the patent is being used for
screening purposes), and gives much-needed attention to
the complexities of confidentiality agreements, especially
those involving academic research institutions. To make
negotiations easier and more realistic, the incentives for
licensors and licensees are discussed, as are some of the
finer points of development collaboration. In addition,
the author offers some advice about how to define patent
misuse, offering some helpful suggestions about what to
do should things go bad. The goal of this chapter, how-

€Ver, is to ensure that agreements succeed.

1. BIOTECH LICENSING OVERVIEW

The issues raised in licensing patents are similar
to those raised when prosecuting and enforcing
biotech patents. In the case of licensing, however,
the process is somewhat of an art, and the char-
acteristics of the biotech industry are the artist’s
tools. No other industry requires so much time
and so much money to market a product. Indeed,
biotech patent applications typically are filed, and
biotech patent licenses typically are executed, well

before commercial goals are even in sight. This
is particularly true for inventions with important
medical applications that involve a drug or a di-
agnostic that will travel an extraordinarily long
road before being manufactured commercially
and used clinically. Even for inventions that are
not related to medicine, extraordinary amounts
of money are likely to change hands long before
commercial goals are reached, if they ever are.
Often, patent licenses play a key role in the devel-
opment of biotech inventions.

Indeed, the likelihood of successfully com-
mercializing any medical application embodied
in a patent is a battle against the odds. According
to an article by Henry Grabowski, professor of
economics at Duke University, less than 1% of
compounds examined in preclinical studies makes
it into human testing, and only 20% of the com-
pounds entering clinical trials survives and gains
marketing approval." Thus, less than one-fourth
of 1% of newly developed compounds makes it
to market. Once the product achieves market-
ing approval the task does not get much easier.
The product will face enormous pressures from
competition and will have significant difficulties
establishing an infrastructure to manufacture and
commercialize the drug product.

This is not to say that a biotech patent license
needs to address all of these issues in detail. That
would be impossible. These issues are raised to
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suggest some of the ways biotech patent licenses
differ from patent licenses in other industries.
Moreover, knowing that a biotech invention is
unlikely to succeed should heighten the license
drafter’s sensitivity to the kinds of reasons permit-
ted for terminating the agreement, as well as what
the impact of that termination would be. Other
industry characteristics that the license drafter
should keep in mind include:

* long, costly lead times to market that can
result in limited patent life remaining after
commercialization

* process of discovery, proof, and develop-
ment into a product that requires a synergy
of complex operations

* very high risks combined with high (often
deferred) reward

2. KEY COMPONENTS OF THE LICENSE
Given the inherent complexities, in terms of busi-
ness and science, of biotech patent licensing, it
is easy to forget that a biotech patent license is
merely a contract. All of the basic principles of
contract law apply. The license drafter must take a
step back from business terms and scientific sub-
ject matter to consider how the document will
stand up to questions of enforceability, breach,
and so forth.

A patent license, like other contracts, is en-
forceable in a legal action seeking either (a) dam-
ages for the aggrieved party in an amount cor-
responding to the benefit of the bargain that was
breached; or (b) equitable (injunctive) relief giv-
ing the aggrieved party the benefit of its bargain.
To withstand the scrutiny that a license will face,
particularly if there is legal action for breach of
contract or patent infringement, the licensing
document should be precise and written in com-
plete, clear sentences without errors in grammar,
use, or syntax that could make interpretation dif-
ficult. Above all, the license should use terminol-
ogy consistently (as is true for a patent claim) and
avoid using different words for the same thing or
using the same word to indicate different things.

Completeness and clarity are important
goals, but some ambiguity is unavoidable. The
parties need to use good judgment in tolerating
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ambiguities that cannot be resolved at the con-
tracting stage.

The license document governs the parties’
rights over a substantial period of time during
which unforeseen events very likely will occur.
The license cannot address explicitly all of the
possibilities.

During the negotiations, it is important to
consider, along with their consequences, events
that are unlikely to occur. However, attention
to these unlikely events can easily consume a
disproportionate amount of time and effort and
can sidetrack progress toward agreement on core
issues. Thus, care should be taken to devote an
amount of attention that is proportional to the
potential cost or benefit associated with such an
unlikely event. Keep in mind that alternate ways
of mitigating the risks may be equally appropri-
ate. For example, excessively negotiating over
the division of risks and liabilities, and trying to
structure the language of the agreement accord-
ingly, may be less efficient than agreeing on insur-
ance coverage to address those risks. This chapter
will review some key components of the license to
identify issues that recur during the negotiation
and enforcement of biotech patent license rights.

2.1 Background

The background section of a license agreement
identifies the factual predicates (or basis) for the
license, including the parties, the effective date,
and the parties’ motivations and expectations.
Definitions of critical terms may also appear in
the background section.

Certain types of problems commonly arise
when drafting this section. One type involves the
identification of participants. Because corporate
structure can be extremely fluid in the biotech
industry—companies are acquired and spun off,
and they frequently collaborate—and because
small companies may have key personnel whose
participation in product development is more im-
portant than the other assets of the licensee, care-
ful attention must be paid to the identification of
the party who is obligated to perform under the
contract. The parties would be wise to consider
the following questions:

* Does the obligation carry over to affiliates?



* Is the term affiliates defined in a way that
meets expectations about who the other
party should be? Does the term include a
well-capitalized corporation that can be ex-
pected to survive other less well-capitalized
affiliates?

* Could a competitor be defined as party
to the license through its affiliation with
another company that is more directly in-
volved in your negotiation? (For example,
does the definition of parties include com-
panies that could sell to your customers or
to the customers of your affiliates?)

¢ Should the flow of confidential information
be restricted to certain affiliates in the family?

* Is a competitor company a shareholder in
the licensor?

* Does a competitor company have a right of
refusal in the commercialization of certain
technologies or in certain territories based
on previous agreements?

Terms such as net sales, net profits, and li-
censed product will likely appear and need to be
defined in the background section. The following
list presents a few of those terms and some notes
on how they are likely to be treated:

* Net Sales. Includes deductions from gross
sales before figuring royalty. Typical exclu-
sions from net sales can include transporta-
tion costs, returns, bad debt, actual trade,
quantity or cash discounts, broker’s/agent’s
commissions, credits or allowances made or
given on account of rejects or returns, and
so on.

* Net Profits. Can be used instead of net
sales but can be problematic as a basis for
calculating royalty because profit figures
can vary tremendously depending on ac-
counting practices.

e Licensed Product(s). Identifies the
product(s) whose sales constitute the royal-
ty base. Include(s) any product covered by
the licensed patents, or any product made
by a method covered by the licensed pat-
ents. The scope of licensed products should
be limited by field in accordance with the
license grant.

* Licensed Patent. Usually includes particu-
lar patents identified by number. Problems
may arise over patents issuing on applica-
tions that are continuations, divisionals,
foreign counterparts, reissues, reexamina-
tions, and continuations-in-part of known
patents. Another issue is whether the license
covers all of the licensor’s patents that could
ever be used in conjunction with the tech-
nology of the licensed patent. For example,
the licensee may want to license “all patents
covering a licensed product.” Such a defini-
tion is unclear, because the applicability of
other licensor patents would depend en-
tirely on what embodiment(s) the licensee
chose to practice. For an academic institu-
tion with wide-ranging patent positions in
many fields, this type of open-ended license
is likely to raise problems and should be
avoided. An even worse definition would
sweep in “all patents necessary to practice
the licensed invention.” In addition to the
problem of not knowing exactly what em-
bodiments the licensee will practice (and
therefore not knowing which patents are
being licensed), this definition is circular
when combined with the standard defini-
tion of licensed products: products licensed
are those covered by the licensed patents,
and the licensed patents are those necessary
to make, use, or sell the licensed product.
Further, this definition is problematic be-
cause it implies a license to patents belong-
ing to third parties. Finally, a license to
“improvements” can raise problems (see
also sections 2.5 and 5. below).

Seemingly innocuous definitions in the back-
ground section of the license agreement may de-
cide key issues, including the scope of the license
and the nature of the parties.

2.2 Grant

The grant section of a license establishes whether
the license is exclusive to the licensee or whether
others (including the licensor) may practice the in-
vention. The grant section establishes limitations
on the grant, such as restrictions on the technical
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or commercial fields or on the geographical areas
within which the license may be practiced. The
grant section may set out rights to sublicense or
assign, or it may say that there are no such rights
under the license.

The right to allow sublicensing or a prohibi-
tion on sublicensing should be explicit, as should
be a right to assign or a prohibition on assigning.
A party can retain some level of control on future
events by using provisions allowing for the assign-
ment of the license only with the consent of that
party. The licensor should be aware that with-
holding the right to sublicense or even to assign
does not guarantee that the nature and character
of the licensee will remain constant. In one case,
a very large player in HIV diagnostics purchased
controlling stock in a relatively minor player that
had a license under a key patent from a third party
licensor, with no right to assign or sublicense. The
licensor’s intent in making the license personal to
the minor company was to avoid competition
from a large competitor. By purchasing control-
ling stock in the small licensee, the large com-
petitor frustrated the licensor’s purpose (/nstitut
Pasteur v. Cambridge Biotech Corp.).*

In certain cases, it may be desirable to allow
an assignment of interests without consent when
a significant change in control occurs (for exam-
ple, a merger or acquisition of a party) provided
that the surviving entity assumes all of the obliga-
tions and benefits of the merged/acquired party.
This can be advantageous to a corporate entity
considering merger or spinout scenarios because
it can simplify such transactions. This may be ac-
ceptable when a licensor is more concerned about
income and less concerned about who is paying
(and getting access to the license) and what future
research/development interactions may arise with
a partner.

Biotech licenses frequently are limited to
specific medical indications, treatment modali-
ties (for example, route of administration) or
diagnostic formats (for example, screening ver-
sus confirmatory diagnosis). One reason for this
might be that the technology is in a very early
stage and substantial resources are needed to com-
mercialize the technology, even in one limited
field. Many biotech inventions feature basic ideas
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or technologies that may be used for a number
of different medical indications, and the licen-
sor may seek to increase its chances of success by
establishing different licensees in different fields,
particularly if no one licensee is likely to have
the resources or interest to give top priority to all
fields. Examples of such basic or platform tech-
nologies include viral constructs to deliver genes
to a patient for gene therapy, diagnostic formats,
and methods of screening.

Another reason the parties may prefer to ne-
gotiate a license with a limited field of use is to tai-
lor the field of use to the strength of the licensee.
Even large pharmaceutical companies generally
specialize to some degree in certain medical indi-
cations. One may have made a strategic decision
to invest in cystic fibrosis therapies; another may
favor clotting disorders. A company with ongo-
ing research projects related to both indications
may decide to prove the technology in one area
first before trying it in a second.

For these and many other good reasons, the
licensor may want to license a number of compa-
nies exclusively, but in different fields. Some cau-
tions are appropriate. Some biotech patent claims
define the invention functionally (for example,
by molecular mechanism). While claim language
that relies heavily on functional limitations should
generally be avoided, if possible, or supplement-
ed with narrower claims that avoid descriptions
of events at the molecular level (for reasons ex-
plained elsewhere in these materials), such func-
tional language does have a place in patent claims
when there is no other way to broadly express the
inventive contribution. That does not mean that
similar functional expressions are suitable to de-
fine license fields. No matter how certain scientists
are about the molecular mechanisms, nature has a
way of foiling neat pigeonholes. Functional limi-
tations in patent claims can cause problems for
patent claim interpretation and validity.> When
it comes to licensing, functional descriptions in
fields of use can be the seeds of a major disaster, in
effect granting the same rights to multiple licens-
ees, each of which was thought to have a distinct
field. For example, it might seem safe to license
a broad patent on administration of substance X
exclusively in each of two fields (say, protection



of central nervous system neurons and relaxation
of blood vessels) thought to be distinct when the
two licenses were executed. Should the data indi-
cate that the substance helps glaucoma patients
both by relaxing blood vessels to reduce intraocu-
lar pressure and by protecting the retinal ganglion
from damage due to hypoxia, then which licensee
is authorized to treat glaucoma may become a hot
topic of dispute. The point is simply that fields
of use typically should be defined according to
medical indications so that licensees are less likely
to trip over each other.

One problem with licenses limited to treat-
ing certain medical indications concerns so-called
off-label uses. If the license is limited to a par-
ticular one of several uses of a patented drug, the
licensee will want to consider procedures that can
be put in place in the contract to prevent, or at
least limit, the extent of overlapping sales by the
products of other licensees. The licensee should
also consider ways to avoid a possible charge of
infringement if it allows its products to be sold
for other uses. Even careful labeling of the drug
for use in the licensed field does not ensure that
doctors will not prescribe it for off-label uses, or
that the product from the licensee will not be
used outside the licensee’s field.

Licensors may also grant multiple exclusive
licenses based on geographic territory. The ad-
vantages to the licensor include: having access
to multiple research and development partners,
(thus tapping additional expertise as well as ame-
liorating the risk of a single development partner),
allowing the selection of a partner with particular
sales/marketing expertise in that geographic area,
and allowing the selection of a partner with regu-
latory agency experience in a particular territory.

A note of caution about the decision to grant
multiple licenses, whether exclusive in a field or
nonexclusive: it is important to establish a finan-
cial incentive for at least one party to defend the
patent. A licensor who is not prepared or able to
spend the money and effort to defend its patent
is well advised not to establish a nonexclusive li-
censing program. Nonexclusive licensees rarely, if
ever, have an incentive to defend the patent, which
leaves enforcement solely to the licensor. If the
licensor lacks the resources, or will be unwilling

to enforce the patent for some other reason, its
licensing program may stall at the starting gate.
Believing the patent will not be enforced, poten-
tial licensees may have no incentive to accept fair
license terms.

Indeed, situations justifying nonexclusive li-
censes as a purposeful strategy from the outset (as
opposed to a basis for settling legal actions) are
rare. One such exceptional situation was a license
to a family of the early patents on manipulating
genetic material—Stanford University’s so-called
Cohen/Boyer patents on gene splicing. Stanford
sought to make this technology available through-
out the industry under nonexclusive licenses. This
strategy was highly successful, in part because the
license fee was fixed very low, but perhaps also
because it was the first of its kind. Companies
were willing to accept the first such license, but
they soon drew the line and refused to spend
money for nonexclusive licenses to later patents
from other licensors, complaining that their frag-
ile commercial beginnings would be substantially
jeopardized by the multiple royalty burdens im-
posed by licenses for such broad-based patents.
Of course, when dealing with federally funded
or co-owned inventions, political considerations
may rule out exclusive licensing, even if exclusive
licensing represents the best business strategy.

2.3 Fixed payments, royalties, or both?

Nearly every license negotiation involves a trade-
off between risks taken for a large sum in the fu-
ture (for example, getting a percentage of sales)
and the more-certain enjoyment of a smaller, up-
front sum. This choice is particularly significant
in biotechnology, where both the upside poten-
tial and the risk are enormous. Licensees may
wish to save the upside for themselves and not
share it. On the other hand, they face substantial
expenditures for commercializing the technology,
and they may not want to add to their cash-flow
burden in the near term, particularly in view of
the low probability that a marketable product will
result from the technology. From the licensor’s
standpoint it may be hard to accept the idea that
someone else stands to realize more from devel-
oping and commercializing an idea than those
who originated it and obtained patents.
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Royalties are typically calculated as a percent-
age of a royalty base (such as net sales). Where
the license is exclusive (and therefore the licen-
sor gives up the opportunity to commercialize
the invention itself or through other parties) the
agreement typically provides minimum annual
royalties, or at least reversion to nonexclusivity if
a minimum royalty is not paid in a given period
of time. The problem with the latter provision is
that the licensor can no longer grant an exclusive
license to another party, so long as the original
licensee retains any license rights. Thus, diligence
provisions, coupled with a complete reversion
right for failure to meet those provisions, are de-
sirable to ensure that a technology moves through
the development stage, either with another part-
ner or alone.

In return for an exclusive license, the licensor
should place contractual requirements to ensure
that the licensee exerts sufficient efforts to com-
mercialize the invention. In addition to rather
vague efforts requirements, such as “reasonable
efforts” or similar language, the licensor should
consider easily measurable requirements, such as
minimum sales amounts or clinical achievement
milestones. Conversely, if the licensor requires
a minimum annual payment, the licensee may
want to specify that the minimum annual fee is
in lieu of best (or other) efforts, so the licensee
retains the exclusive rights by paying the annual
minimum fee, even if it sits on the technology
and develops a competing product.

Milestones at which additional fixed pay-
ments may be due from the licensee (for example,
selection of a clinical candidate, initiation of a
clinical trial, completion of a satisfactory clini-
cal trial, and filing of a nondisclosure agreement)
provide a convenient middle ground for the risk/
reward trade-off. The licensee with commercial-
ization rights should be able to obtain additional
financing at that milestone. Moreover, some of the
risk of project failure at the clinical-trial stage is
shifted to the licensor, justifying higher payments
than would have been due at the license signing
date. Other common milestones that indicate
progress in accordance with the business plan
and that are likely to bring funds to the licens-
ee include U.S. Food and Drug Administration
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(FDA) marketing approval, the execution of an
agreement with a marketing partner or some oth-
er collaborator, the first commercial sale, and/or
the creation of a joint venture.

A common licensee complaint in the biotech
field is royalty stacking, which is the need to pay
royalties to multiple parties for commercializing
a single product. For instance, a pharmaceutical
company that screens a combinatorial chemistry
library for compounds that bind to and block a
particular neuronal receptor might owe royalties to
the various owners of patents covering the library,
the general screening assay, the isolated receptor,
a cDNA encoding the receptor, and an expressed
sequence tag (EST) derived from the cDNA (if
the EST patent claim is written in open-ended
‘comprising” language). Stanford University met
with success in its Cohen/Boyer patent license
program, in part because Stanford University was
the first with a broad biotech patent. Afterward,
biotech companies were heard increasingly to say
that they would not pay multiple royalties for a
single product.

One compromise on stacking is to permit an
offset to royalties up to but not more than some
percentage (say, .5%) of the nominal royalty, if
the accumulated nominal royalties add up to
more than a set percentage of sales. In effect, the
licensor is funding one-half of the cost of obtain-
ing licenses under additional patents.

2.4 Confidentiality

Depending on the extent to which the parties
exchange confidential information and biologi-
cal materials, confidentiality provisions can be
extremely important in the agreement. In some
cases, patent protection may be narrowly limited
to biological material that is not reproducible,
and that alone is important confidential informa-
tion, at least until the patent issues.” In such cases,
the applicant may decide to abandon allowed but
extremely narrow claims instead of making avail-
able the key biological deposits required for those
claims to be issued.

Nucleic acid and amino acid sequence in-
formation is another type of confidential infor-
mation. With modern sequencing technologies,
however, such information arguably becomes



nonconfidential when materials become available
in a form pure enough to sequence easily.

In any confidentiality provision, it is impor-
tant to spell out how long each type of informa-
tion and materials remains confidential under the
agreement, the disposition of written informa-
tion and materials when no longer needed, and
ownership of inventions made when the recipient
makes authorized use of the materials and infor-
mation internally.

One particularly important implication of
confidentiality provisions is that they hinder a
party’s freedom to look for another partner should
the collaboration fail. Having been “contaminat-
ed” by the first partner’s confidential information,
a licensor or licensee may be unattractive to future
partners who are risk averse and do not want to
have to deal with the possibility of a legal action
for “misappropriation” of that information.

One solution is to limit the time period of
confidentiality and to provide (in a sort of pre-
nuptial agreement) an understanding that if cer-
tain milestones are not reached, the parties may
collaborate with others on the same subject mat-
ter. Of course, such an understanding does not
amount to a license under improvements that
one or both parties may have made during the
collaboration using confidential information. If
the agreement does not specify who owns such
improvements, there may need to be inordinate
emphasis on murky and contentious ownership
and inventorship issues related to improvements
that are made after the license is executed.

2.5 Enforcement against infringers

As with payment terms, the decision about which
party shoulders the burdens and realizes the ben-
efits from enforcing the licensed patent against
infringers often involves allocating the risks and
rewards of the overall success of the venture. The
party standing to make the most money from
the operation typically wants (and should have)
the right to enforce the patent against infringers.
Litigation strategy (particularly settlement) of
expensive and protracted patent infringement ac-
tions should be guided by proper business incen-
tives and not by an entity on the financial sidelines
of the litigation. For example, it is undesirable to

have a licensee who can maintain unreasonable
positions in patent enforcement litigation when
the licensor is paying for the litigation, directly
or indirectly (for example, with an offset to royal-
ties that is carried forward to future years when it
exceeds current-year royalties due). To the extent
that the license provides a total offset to royalties,
the licensor is, in effect, partially financing litiga-
tion it doesn’t control, which is a very frustrating
position to be in. Even deferral (as opposed to
permanent offset) of guaranteed minimum roy-
alties increases the licensor’s risk, because if the
patent is struck down or narrowed, those deferred
royalties probably will never get paid.

One solution is to allow the licensee commer-
cializing the invention to control litigation and to
defer some portion (not all) of the royalties due
each year, down to some minimum amount that
is due no matter what legal expenses the licensee
incurs. The offset ceases when the licensee’s legal
expenses in a given royalty period fall below a cer-
tain level. A variation on this theme allows the
licensee to deduct a certain percentage of legal
expenses due in a given year. If the total royal-
ties owed in the year are less than the amount of
that deduction, the question is whether any legal
expenses from that year can be carried forward
to reduce royalties in future years. While the fact
patterns and license provisions vary tremendous-
ly, it is generally a good idea to set up the license
so that the licensee will experience at least some
significant nonrecoverable legal expenses and
thus will have an appropriate economic incentive
(litigation cost) to conduct and/or settle the liti-
gation efliciently.

On the other side of the table, the licensor
who wants to reduce or eliminate any risk of liti-
gation expense should understand that its valu-
able patent property is at risk. It may make sense
for the licensor to at least partially fund and fully
control the litigation, as a strategy for avoiding
an inept defense of the patent by the licensee.
This is particularly true if the patent represents
an important asset for the licensor in the form of
income from other sources, such as royalties from
other licensees or increased licensor profits due to
the licensor’s enhanced market position under the
patent outside the licensee’s field. Moreover, to
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give a licensee responsibility to fund and control
litigation, with no offset or deferral of royalty pay-
ments, may deprive the licensee of the resources
and incentive to defend the patent properly.

One important incentive for the licensee is
exclusivity under the patent, at least in one im-
portant field. In general, only an exclusive licens-
ee has a strong interest in maintaining the patent.
A nonexclusive licensee is likely to face competi-
tion with or without the patent. Moreover, as far
as the nonexclusive licensee is concerned, a roy-
alty is owed so long as the patent is valid, yet the
validity of the patent does not give the licensee
a significantly better market position. In some
cases, the nonexclusive licensee may have a sub-
stantial incentive to invalidate the patent, so it is
unwise to place such a licensee in control of pat-
ent enforcement. Indeed, nonexclusive licensees
lack standing to enforce the licensed patent, so
even if the parties want the nonexclusive licensee
to enforce the patent, the infringement action
will probably be brought in the licensor’s name
(Ortho Pharmaceutical Corp. v. Genetics Institute).”
Moreover, even when the licensee is the enforcing
party, the licensor may be a necessary party under
the Federal Rules of Civil Procedure, so the ac-
cused infringer can force the licensor to be joined
in the action.

In sum, when negotiating the terms of pat-
ent enforcement, one should keep an eye on the
business incentives that are created. Obviously,
these questions depend on the context of a given
license, such as the relative financial strength of
the parties and their relative interest in maintain-
ing the patent.

2.6 Term and termination
As with most licenses, the biotechnology license
will often have a term that coincides with the pat-
ent term. Also, the right to premature termina-
tion for material breach typically includes a grace
period for correcting the breach after notice.
One common provision is that a bankruptcy
filing by either party constitutes termination. It
is unlikely, however, that courts will uphold such
provisions when the licensee declares bankruptcy
under chapter 11. This is because the license is
viewed as an executory contract under 11 U.S.C.
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§ 365, with substantial performance remaining
due on both sides (/nstitut Pasteur v. Cambridge
Biotech Corp).® Therefore, the trustee in bank-
ruptcy has the option to assume the rights and
obligations under the license.

3. INCENTIVES FOR LICENSING
As with any contract negotiation, it is important
to know how the deal will benefit both parties.
Without knowing both parties’ incentives, it is
difficult to negotiate effectively.

Biotech patent owners grant licenses for a
number of reasons:

* to trade long-term risk and the possibil-
ity of substantial income for the certainty
of a, perhaps more modest, short-term
payoff

* to obtain development and marketing as-
sistance beyond the owner’s abilities

* to obtain clinical development for applica-
tions of academic discoveries

* to obtain funding for further research

* to exploit areas that would not be devel-
oped in-house by the patent owner

* to enhance reputation in a field by collabo-
rating with a well-known company

In granting licenses, the owner is exposed to
several risks:

* adding a competitor if the product is in an
area the licensor already exploits

* having to depend on the choice of the li-
censee to realize the value of the discovery
(if the licensee fails, the opportunity may
be lost)

* having to share profit in the long run if the
invention succeeds

* losing control over information that could
be kept secret if development were done
in-house

The licensee takes a license for any of several
reasons, such as:
* to ensure freedom to use a product line
* to obtain exclusivity for a product line
* to become current quickly without the cost
of internal research



* to gain access to technology from a leader
* to gain access to trained personnel

In exchange, of course, the licensee:
* adds to costs and reduces profit margin
* undertakes potential liabilities associ-
ated with
agreements

long-term  confidentiality

* undertakes a long-term obligation to share
internal financial information with the
licensee

Understanding the balance of pros and cons
in a given situation is critical for assessing how
much the opposite party will be willing to pay
and what other terms are critical for them. Not
surprisingly, the balance the parties strike will be
different in different licensing contexts.

4. DEVELOPMENT COLLABORATION
Usually a great deal of work with uncertain suc-
cess remains to be done between the time the
license is signed and the date that the biotech
product reaches the market. Unless that work is
carried out entirely by the licensor or handed off
entirely to another entity, collaboration will be
necessary. The licensor has made the initial dis-
coveries and knows their nature and promise best.
The licensee, however, generally is best equipped
to develop those discoveries further to the point
of marketability. The synergies achieved by com-
bining these disparate strengths are the rationale
for the collaboration of licensee and licensor, at
least in theory. Such collaborations, however, of-
ten raise additional licensing issues.
4.1 Confidentiality in the context
of collaboration
We have already discussed some of the confiden-
tiality issues raised in nearly all biotech-licensing
situations. Where there is a genuine collabora-
tion, in which employees of each company share
ideas and information, confidentiality provisions
become even more important.

Confidentiality provisions in a collaborative
license should address several points. First, they
should forbid any use or disclosure of confidential

information by the recipient for any purpose oth-
er than the furtherance of duties under the col-
laboration. Second, if each party brings existing
expertise (and confidential information) to the
collaboration, the agreement should be two way,
with each party disclosing and receiving informa-
tion solely pursuant to confidentiality provisions.
Third, it is important not to give either party an
excuse to create a confidentiality obligation for
information that was never intended to be con-
fidential. To avoid doing so, it helps to identify
in the background section of the license agree-
ment the technical expertise of each party and the
technical nature of each party’s expected contri-
bution. This information may also be helpful for
sorting out inventorship.

While the following points apply generally to
confidentiality agreements, they take on particu-
lar significance when the information at issue is
disclosed as part of a long-term mutual exchange
of information and skill. In effect, nonemployees
are given the type of information and access to in-
formation usually reserved for employees. These
long-term exchanges make the confidentiality is-
sues extremely important.

411 The nature of confidential information

Put simply, any information that gives a com-
mercial advantage over those not possessing the
information can be a trade secret. The authors
know of no meaningful distinctions between
trade secret versus proprietary versus confidential
information. Regardless of the label used, infor-
mation that is valuable and obtained as part of a
confidential relationship is in theory protectable.
The ability to recreate information by combining
numerous public sources does not necessarily es-
tablish that the information was readily available
to those outside the confidential relationship.
The standard for considering information confi-
dential is not nearly so high as it is for nonobvi-
ousness, and analysis akin to a patent obviousness
test has no place in determining whether some-
thing is confidential. Items of commercial value,
such as customer and vendor lists, price lists, and
selection of certain specific combinations of steps
out of a large number of known alternative ways
of approaching each step, may in some cases be
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protected. Typical exceptions to confidentiality
include information that has been

* published

* independently developed by the recipient
of the information (sometimes limited to
information developed before receipt of the
confidential information)

* independently learned by the recipient
from a third party not obligated to the dis-
closing party

* ordered to be disclosed by a judicial- or
regulatory-body process (subject to no-
tice and best efforts to oppose such a
process)

It makes sense to put the burden on the
recipient of the information for invoking one
of these exceptions. They should document
the factual basis for the exception and notify
the disclosing party before the recipient’s dis-
closure or use of the information. The key is
to avoid letting these exceptions become after-
the-fact justification for improper disclosure
or use.

4.1.2 Duration of obligation from
time of disclosure

What is, or will be, the value of the lifetime of the
information? Information that is about to be pub-
lished will be confidential for only a short time.
On the other hand, biological materials that can-
not be duplicated may retain value indefinitely.
It is important to be realistic about the length of
time, so as not to provide a wide-open opportu-
nity for a dispute on this subject.

Of course, there should be no obligation to
maintain confidence for information that has
been published or otherwise made public. This
principle is easily stated, but not easily applied,
because the typical fact pattern does not involve
a wholesale publication of all information on a
given topic. Instead, the information may dribble
out over time in many publications, and a uni-
fied knowledge of the entire process, from start to
finish, may continue to be valuable business in-
formation that is not generally available to com-
petitors or other members of the public without a
great deal of work.
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413  Survival of obligation

Parties may be bound to maintain confidence for
at least some period after the collaboration ends
(so long as the information still qualifies as con-
fidential information), and this obligation may
affect the parties’ ability to work on the subject
matter alone or with others. The confidentiality
obligation therefore creates a disincentive to ter-
minate the collaboration because the parties’ free-
dom to develop the technology separately is in
doubt. This doesn’t mean one has to avoid post-
collaboration confidentiality obligations. In fact,
the client may want such obligations to protect its
own information.

4.1.4 Recordkeeping for confidentiality

Often the agreement requires the disclosing
party to label information as confidential, if that
party wishes it to be treated as such. Because of
the proof issues raised about the content of the
information disclosed, information disclosed
orally with no written record before or after the
disclosure generally is not treated as confidential.
In this situation, the one making oral disclo-
sures of confidential information has the burden
of following up with a written disclosure. That
procedure may seem unnecessarily cumbersome,
but the alternative is to seek protection of orally
disclosed information, which entails the burden
of proving in detail the nature and full content
of the information disclosed (along with the con-
fidentiality of that information). Thus, sound
business practice dictates making a record of the
disclosure. A requirement to put a legend on the
written disclosures is useful, but it should not
apply when the nature of the information and
the context of the disclosure make clear that the
parties’ understanding is that the information is
confidential.

4.2 Ownership of inventions resulting
from collaboration

Deciding who owns inventions is the hardest
part of any collaboration negotiation. Without
a contractual arrangement, ownership will de-
pend on inventorship. Inventorship decisions
can be contentious, and the law can be difficult
to apply to individual facts. Therefore, consider



avoiding the standard solution, for which each
side owns its inventions and joint inventions
are jointly owned. One option is to put owner-
ship of all inventions in the field of the collabo-
ration in a single party, with the other party
having exclusivity in its field. Alternatively,
ownership can be divided by field or geogra-
phy. The parties’” inability to agree on these is-
sues may indicate that they want to keep open
their option to compete and that the collabo-
ration is not really a long-term arrangement.
The inability to agree on ownership issues may
reflect an inability to decide at an early stage
about the relative sharing of risk and reward
that is implicit in every license. A party may
want to share in the ultimate success of the ven-
ture, even though the party’s near-term contri-
butions (capital plus IP plus commitment to
use resources) are not commensurate with the
other party’s contribution.

Finally, ownership of an invention at the time
the invention was made can determine whether
commonly owned patents or inventions are pri-
or art under 35 U.S.C. § 102(e), (f) and (g) as
those sections are applied through § 103. A well-
thought-out collaboration agreement should ad-
dress ownership in a way that will minimize or
avoid serious prior-art problems arising from in-
ventions and patent applications that the parties
bring to the collaboration. This issue had been
quite a thorn in the side of biotech-patent license
drafters for many years. Fortunately, however,
with the passage of the Cooperative Research
and Technology Enhancement (CREATE) Act
in December 2004, the scope of common own-
ership was expanded. The existence of prior art
under 35 U.S.C. § 102(e), (f) and (g) does not
preclude patentability where the related inven-
tions were made pursuant to a joint research
agreement (in addition to the already existing
safe harbors under 35 U.S.C. § 103[c]). New
terms in the amendment, such as joint-research
agreement, are certain to go through some inter-
pretive growing pains. Still, it is interesting to
note that the CREATE Act was pushed in large
part by the biotech industry. This change recog-
nizes the realities of collaborative practices in the
biotech industry.

4.3 Collaborators’rights to

practice and sublicense
An exclusive license is presumed to prevent even
the licensor from practicing the invention. If the
licensor intends to practice the invention, even in
a narrow field, the license must explicitly reserve
or grant that right.

In the United States, each joint owner may
practice the invention without authorization
from the other owner(s), and the licensor/owner
need not account to other owners (35 U.S.C.
§ 262). In the absence of an agreement, there-
fore, joint owners can compete with each oth-
er. Indeed, a prospective licensee may force the
owners to compete each other. Also, by defini-
tion, neither joint owner can unilaterally grant
an exclusive license, because the other owner and
the other owner’s licensees are free to practice the
invention.

Japan and Europe also permit each owner to
practice the invention, but the countries differ
from the United States when it comes to licens-
ing. A licensee of a European or Japanese patent
position must have authorization from all owners
in order to practice the invention. If your busi-
ness plan calls for licensing overseas, and your co-
owner’s plan calls for practicing the invention on
his or her own, you should obtain the co-owner’s
agreement that you can license for both parties.

5. LICENSING FROM
ACADEMIC INSTITUTIONS

Academic institutions pose special licensing is-
sues. Part of the academic mission is to make
worthwhile technology available to the public,
particularly medical technology. Of course, mon-
ey helps to do that, but other factors are equally,
if not more, important. The licensee’s stability,
competence, incentive, and willingness to use its
resources, technical expertise, and business skill
to achieve this end are critical to the academic
licensor’s goal of bringing the invention to the
public. Another factor in achieving this goal is the
relationship between the licensee and the investi-
gator. Cooperation between the parties increases
the chances that the licensee will be able to de-
velop clinical applications of the invention.
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Many academic research institutions depend
heavily on federal government funding. In com-
parison, licensing revenue is relatively minor.
Under the terms of most government research
grants, the licensing of inventions made with
grant funding is controlled to some degree by
the government. The key tool for control is leg-
islation known as the Bayh-Dole Act.” The terms
of the research grant typically follow that legis-
lation, providing that the recipient of the grant
(usually the academic institution as the grantee
under the grant) must retain title, so that the gov-
ernment can regain title if certain conditions are
not met. These conditions include a requirement
that the academic institution or its licensee make
reasonable progress toward commercialization of
inventions resulting from funded research. Also,
the government must have advance notice of the
abandonment of patent applications in time to
take over ownership and prosecution of those ap-
plications. In either case (failure to make progress
or abandonment of the application), the govern-
ment may take over. The government also has a
royalty free, paid-up license to practice the inven-
tion—for example, to use such medical inven-
tions as vaccines for military personnel.

In addition to the government’s residual
rights, certain other provisions are generally es-
sential in an academic license. First and fore-
most, the inventors must retain the right to
publish, although the licensee often is given the
right to review manuscripts to identify potential
inventions prior to submission or publication of
the manuscript. In addition, the academic insti-
tution will require indemnification and insur-
ance covering legal actions (for example, work-
ers’ compensation, commercial general liability,
umbrella liability, product liability, or personal
injury) growing out of development activities,
sometimes naming the licensor as an insured
party. There should, however, be flexibility in
the insurance requirements depending on local
regulations and customary business practices in
the territory.

Many academic inventions are early stage
and based on work that will be or has been pub-
lished. Thus, confidential information generally
is not a long-term asset. In an academic context,
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the value of the license to the licensee lies in the
patents, and the value of the patents depends on:
¢ the likelihood of getting broad coverage
from early-stage patent applications that
will dominate later improvements
* the likelihood of getting patents on narrow
improvements after the original work has
been published
* recognition that the licensee is free to use
unpatented, published work without a
license
* the licensee’s ability to obtain an option
to license improvements under reasonable
terms

6. PATENT MISUSE

Patent misuse is a defense to patent infringement.
In asserting this defense, the accused infringer
takes the position that the patent owner has mis-
used its government-granted monopoly, thereby
forfeiting the right to enforce that monopoly in
a patent infringement action (C.R. Bard, Inc. v.
M3 Systems, Inc.®). A body of case law has evolved
to address the application of this doctrine to pat-
ent licensing practices, and in 1988, the Patent
Misuse Reform Act” was enacted to amend 35
U.S.C. § 271 (d) regarding certain aspects of pat-
ent misuse.

Unenforceability due to misuse does not
call into question the inventor’s entitlement to
a patent under the provisions of 35 U.S.C. It is
distinguished from a defense of invalidity, which
would require proof that the U.S. Patent and
Trademark Office (PTO) was not empowered to
grant the patent because the invention applica-
tion did not meet the statutory requirements for
patentability.

Most often, resolution of misuse issues in-
volves a balancing of the inherent tension between
patent law and antitrust law. To establish a claim
of patent misuse, it must be shown that the pat-
ent owner misused its government-granted right,
or in other words, used the patent to improperly
extend its power in the marketplace. Patent-mis-
use analysis is acknowledged to be somewhat
convoluted, due in part to its close interplay with
antitrust analysis, which makes it susceptible to



contemporary societal/regulatory pressures at the
moment of analysis, and also in that often such
analyses are particularly fact specific, leading to
narrowly applicable analyses. Historically, certain
activities were considered per se patent misuse.
Other activities, such as those governed by 35
U.S.C. § 271(d), were evaluated under a “rule of
reason” analysis similar to that in antitrust analy-
sis. (Virginia Panel Corp. v. MacPanel Co.").

Itis now abundantly clear that the mere existence
of a patent right does not establish market power
in the antitrust sense and that certain licensing
provisions that were once thought to unfairly
extend the patent monopoly do not constitute
patent misuse, per se. Rather, the courts require
a factual analysis (a rule of reason) of whether
the patent owner possessed market power, and
the patent is simply one factor in that analysis.
The Supreme Court dealt with an allegation that
a patentee misused its patent by tying sales of a
patented printhead and ink container to sales of
unpatented ink in /llinois Tool Works, Inc. et al.
v. Independent Ink, Inc.'' The court held that a
patent does not necessarily confer market power
upon the patentee in every case involving a tying
arrangement. The plaintiff seeking a finding of
illegal tying and monopolization in violation of
the Sherman Act must prove that the patentee
has market power in the tying product.

The United States Court of Appeals for
the Federal Circuit relied on the linois Tool
Works decision when it recently held that vari-
ous Monsanto marketing practices for sales of
seeds resistant to its Roundup® pesticide did
not constitute patent misuse (Monsanto Co. v.
Scruggs et al.'?). The facts in that case involved a
complex marketing scheme that included flex-
ibility to react to FDA approval of competitive
products.

CSU, LLC, et al. v. Xerox Corporation™
raised the basic issue of whether a refusal to li-
cense is anticompetitive activity under § 2 of the
Sherman Act (15 U.S.C. § 2). CSU brought an
antitrust action charging that Xerox had engaged
in anticompetitive behavior when it tried to mo-
nopolize markets for sales and service of Xerox
high-volume copiers and printers. Xerox counter-
claimed for patent infringement, and CSU raised

a misuse defense. The Kansas District Court de-
nied Xeroxs motions for summary judgment,
in part based on the conclusion that CSU may
have a valid defense of misuse (/z re Indep. Serv.
Orgs. Antitrust Litig."* and In re Indep. Serv. Orgs.
Antitrust Litig."®). The Federal Circuit, however,
ultimately supported the notion that although
a patentee’s right to exclude is not without lim-
its, a unilateral refusal to sell or license a patent
does not exceed the scope of the patent grant and
does not rise to patent misuse (CSU LLC, et al.
v. Xerox'©).

A per se rule on whether refusal to license
always (or never) amounts to misuse seems un-
likely. Such a rule would eviscerate the patent
system and exceed judicial authority to compel
patent owners to license in all situations. On the
other hand, it seems artificial to ignore a patent
owner’s licensing activities (or lack of them) when
viewing the overall picture of monopolization.
The practitioner is left to exercise judgment in the
vast middle ground.

One interesting aspect of the CSU case in-
volves the accused monopolists state of mind
(“intent”). In concluding that it must take evi-
dence on the misuse issue, the Kansas District
Court expressly declined to follow the Federal
Circuit’s subjective intent standard for evaluating
misuse. The Kansas District Court also refused
to adopt a per se rule on the ground that refusal
to license violates the Sherman Act. This trend
away from per se rules has been going on for a
long time (Eastman Kodak Co. v. Goodyear Tire &
Rubber Co.V).

Another example of potential patent misuse
is a license requiring royalty payments after ex-
piration of the patent of the licensed technology.
Case law that has not been explicitly overruled
holds that such license agreements are illegal and
unenforceable and are per se misuse (Brulotte v.
Thys Co.'%; Scheiber v. Dolby Laboratories, Inc.”).
Conditioning a license grant upon the payment
of royalties on unpatented products has also been
found to be a per se wrong (Zenith Radio Corp.
v. Hazeltine Research, Inc.”®). Another example is
charging royalties twice (PSC v. Symbol Tech.?").
This example was analyzed under a rule-of-rea-
son analysis. It is open to question whether any
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such license arrangement will be misuse, per se
(that is, without an analysis of market power).

A federal district court addressed the issue of
whether a license requiring reach through royal-
ties to products (for example, drugs), discovered
using patented screening tools, constitutes patent
misuse in Bayer A.G. v. Housey Pharmaceuticals,
Inc.,”* afhirmed on other grounds,” further pro-
ceedings on other grounds,* affirmed by the
Court of Appeals of the Federal Circuit.”> Bayer
first alleged that misuse arose because the li-
cense contemplated royalties on products and
activities not covered in the licensed patents by
claims relating to screening. As Housey offered
alternative compensation structures to licensees,
for example, lum-sum payment, royalty based
on discovered-product sales, or royalty based on
licensee’s total R&D expenditure (the selection
of which was explicitly stated in the agreement
as the “most appropriate” and “convenient” ap-
proach), the district court found that Housey did
not “condition” the license on products/activities
outside the patent, and therefore there was no
misuse. Bayer next alleged that misuse arose be-
cause the agreement imposed a requirement of
royalty payments beyond the term of the patent,
which was a per se misuse under Brulotte. The
district court, also finding no misuse by Housey
on this issue, held that collection of royalties af-
ter expiration of a patent was not per se misuse.
The district court reasoned that a patentee can
charge a royalty for practicing an invention prior
to the expiration of the patent covering the in-
vention and that payment for such can be post-
poned beyond the expiration date of that patent.
Whether the payment is for pre- versus post-pat-
ent expiration use appeared to be determinative
to the district court. Thus, agreement language
explicitly delineating that payment is “time-
shifted” for the convenience of the parties, and is
not for post-patent expiration use, seems to be an
important factor in this district court’s analysis of
patent misuse.

In sum, it remains risky for a patentee that
has external (nonpatent) market power to engage
in the above licensing practices, but it is likely
that the rule-of-reason analysis will be required
to find misuse.
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7. SPONSORED RESEARCH

Sponsored research, for example, at an academic
institution, should not be viewed as a typical col-
laboration but as a special case. The sponsor will
nearly always want exclusivity over the fruits of
the research, regardless of inventorship. Also, dis-
putes about confidential information may arise
should the sponsor want to establish a competi-
tive advantage by maintaining confidence, at least
until a patent application is filed, and maybe for
some time thereafter. The researcher will want
freedom to obtain future funding from others,
given that current funding will be limited in
amount and duration. If the researcher is an aca-
demic, he or she will want the freedom to publish
without interference, though he or she may be
willing to delay publication for a short period to
give the sponsor an opportunity to prepare and
file a patent application. In a highly competitive
field, however, even a month can give another
laboratory a chance to scoop the researcher in
print. The researcher is unlikely to cede any con-
trol over the content of his or her publication,
with the exception of information that originated
with the sponsor.

The extent to which the issues discussed above
will present serious problems for any given spon-
sored research arrangement depends on specific
circumstances, particularly the extent and dura-
tion of the funding. A researcher whose entire
operation is funded to a substantial extent by a
single sponsor obviously will have fewer problems
with such issues as the right to collaborate with
other companies. Ideally, a sponsor desires a rep-
resentation and warrant from the researcher that
no confidential information of a third party or
proprietary material or process of a third party is
utilized in the sponsored research. In reality, par-
ticularly with the multiple funding scenarios from
both institutional and government sources, such
representation and warrants cannot be made.

Maintaining the confidentiality of sponsors’
confidential information can also be a challenge.
Some institutions may not allow some of their
researchers to be a party to confidentiality agree-
ments. In such instances, it is necessary to iden-
tify the specific researchers (in addition to the
principal investigator) and what their exposure



to confidential information will likely be.
Mechanisms for protecting information should
be carefully considered. Representations and war-
rants that the materials will not be used other
than as agreed and that the materials will specifi-
cally not be analyzed or reverse engineered, may
also be appropriate.

One common problem when drafting a spon-
sored research agreement in an academic setting
is the “mobility of funding” culture. Typically, a
principal investigator has the freedom to move
his or her operation, funding and all, to another
institution. If the sponsor wants to remain with
a particular investigator should the investigator
move from one institution to another, the agree-
ment must be clear on this point. Otherwise,
if the principal investigator moves, the sponsor
could be left in the position of being obligated to
fund other researchers at the original institution.
One solution is to clearly state that the sponsor’s
funding obligation terminates if certain named
individuals (usually just the principal investiga-
tor and perhaps one or two others) cease em-
ployment. The sponsor then has the freedom to
decide whether to continue funding the project
elsewhere.

Another problem arises from the culture of
authorship and even ownership of technology as
discretionary privileges to be controlled by the
principal investigator. It is common for a princi-
pal investigator to assume that he or she has the
right to determine the inventorship and content
of a patent application, just as he or she has the
power to control content and authorship of jour-
nal publications. Obviously, these decisions must
instead be controlled by inventorship law, patent
prosecution strategy, and the sponsored research
contract. For these reasons, the sponsor may want
to control the prosecution of patent applications
arising from the research.

A similar problem arises from multiple grants
for a single laboratory. Investigators are used to
deciding to some degree how grant funds will
be allocated among a number of projects. Here
again, the agreement should contain a carefully
drafted statement of the work and the field of the
research, coupled with clear entitlement to exclu-
sivity in the investigator’s work in the field.

8. LICENSING TOOLS FOR DRUG
SCREENING AND DEVELOPMENT

Even biotech discoveries that are too fundamen-
tal to support a patent claiming a clinical thera-
peutic or diagnostic use may support a patent on
screening. Driven by the rapid increase in knowl-
edge about molecular (including DNA) bases for
diseases, coupled with automated equipment for
synthesis, screening, and analysis, the interest in
rational drug design and screening has explod-
ed. Indeed, licensing inventions featuring drug
screening and development are all the rage.

8.1 The computer software component

The computer software developed in connection
with rational drug design and screening can be
protected by patent, copyright, and/or trade se-
cret. The particular form of protection will depend
upon the ability to reverse engineer the software,
and/or the effect upon the company of making
the software public, as will happen in connection
with patent protection. No matter what form(s)
of protection are selected, the license agreement
will include several elements that are unique to
the software environment.

For example, various limitations upon the
use of the software, and the availability of the
software (in source code or object code form)
need be addressed. Further, will the licensee, if
he or she is able to obtain source code, be permit-
ted to modify and improve the software, and if
so, which of the improvements, if any, will low
back to the licensor? Will the use of the software
be limited to a particular database, CPU, physi-
cal location, number of users, simultaneous users,
and/or application?

If the license is for object code only, will the
licensee insist, as well he or she might, that the
source code be placed in escrow in case computer
software bugs develop that are not corrected by
the licensor? (The nature of the escrow agree-
ment, and who shall hold the escrow, is typically
the subject of yet another agreement.)

If software is provided, will it be subject to a
maintenance agreement, that is, an agreement by
which the licensor submits to providing improve-
ments, fixing problems if they develop in the
software code, and in return receiving an annual
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maintenance fee? If maintenance is provided but
not taken by the licensee, will the licensor dis-
claim all responsibility for operation of the soft-
ware after a fixed period of time, for example, one
year?

If the software being provided is experimen-
tal software and there is a software bug, the licen-
sor will likely limit his or her liability to either a
return of any monies paid or to using reasonable
efforts to correct the code. On the other hand,
most academic institutions provide software code
“as is,” without any obligation on the institution’s
part to provide any further help. (As a result,
there is often a consulting arrangement with the
developer of the code to aid in fixing problems or
improving the code, if improvements are allowed
under the license agreement.)

One should also consider the distinction
between providing the software code, the tech-
nology, and the license to develop similar func-
tionality under a patent license. With respect to
the latter, no technology may be transferred at all,
only the license to use the technology as covered
by the patent claims. The provision of technol-
ogy invokes many of the elements noted above
with regard to protecting the technology being
transferred.

8.2 Controlling the reagents used to screen

The reagents used for screening typically are pro-
tectable trade secrets. For example, monoclonal
antibodies, specific peptide fragments or DNA
fragments, and cellular components that are used
in a screen may not be publicly known or avail-
able. When licensing others to perform the screen,
the agreement should be clear that the license is
limited (for example, in time or in the number
of compounds that can be screened) and that the
materials are to be returned when that license has
run out. At least, the license should provide (as
do software licenses) that the reagents can only be
used in limited ways (for example, on the prem-
ises in certain types of screen formats) and can
be duplicated only to provide a secure backup in
case the primary reagent is lost or damaged. The
reagents (or their derivatives) should not be du-
plicated and used in additional screens at other
sites or by other companies. In cases where the
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PTO is unlikely to grant broad protection, this
type of contractual protection may be the only
meaningful protection available.

8.3 Valuation of screening patents

Assessing the value of screening patents poses
special issues. Because screening patents specifi-
cally focus on research activities and do not cover
commercial products or manufacturing process-
es, and, indeed, by their nature are practiced be-
fore any product is identified—much less ready
to market—traditional valuation techniques
(discounted stream of sales over time) may be
inappropriate.

One way to evaluate screening patents is to
estimate the amount of research expense saved
by licensing the screen from outside rather than
engaging in an in-house project. Another way is
to consider the screen in view of its proportion
to the total R&D budget or to the appropriate
program or screening budget. As discussed below,
however, other factors come into play.

8.3.1 Concerns about screening preissuance
Since in the United States there can be no in-
fringement until the patent issues, screening
preissuance cannot give rise to damages absent
an issued patent having claims covering the
screening.”* However, the American Inventors
Protection Act” provides provisional rights. If the
application is published, a resulting patent will
include the right to a reasonable royalty for the
period between the date of publication and the
date of grant, if: (1) notice of the published ap-
plication is provided, and (2) the patent claims
are substantially identical to the claims of the
published application. Given the ordinary course
of at least two years pendency for biotech patent
applications, the potential licensee should evalu-
ate the likely duration of its screening project to
determine how long, if at all, screening will con-
tinue after patent issuance.

8.3.2 Damages for unlicensed use

For screening that is likely to be conducted after
issuance, the question remains of how much to
pay for alicense. Of course, the licensor would like
to have a percentage of sales of drugs discovered



using the screen, but there is no reason to believe
that measure is common in the industry, or that
it would be used by a court in fixing “reason-
able” royalty damages for infringement. More
typically, screening assays will produce a royalty
based on the length and intensity of use and the
noninfringing alternative screens available. Thus,
a screen used occasionally to confirm results of a
noninfringing screen would be compensated at a
much lower rate than a screen so well accepted
that it is effectively required to get approval for
human clinical trials.

Finally, use of a screen to generate data for
submission to the FDA may not constitute in-
fringement at all. It may be difficult for many
reasons to obtain suitable value when licensing
screening technologies.

8.3.3  Compositions used for screening

In general, licenses of patents covering composi-
tions used for screening are subject to the same
considerations as those discussed above. To take
into account the situation in which the reagents
may have some other, more valuable use, the li-
cense should restrict use of the reagents to screen-
ing (for example, as a field of use) and should ex-
plicitly exclude clinical uses.

9. CONCLUSION

Licensing of biotech inventions requires special
considerations and specialized license drafting
with clear provisions that unambiguously detail
the obligations of the licensors and licensees. In
large part, this attention is needed because of the
nature of biotech inventions and the risks and
uncertainty that are integral to the biotech busi-
ness. For example, development of an invention
into a product requires a synergy of complex op-
erations. Hence, the biotech invention may be
unlikely to succeed, or may entail long, costly
lead times to market, resulting in limited patent
life remaining after commercialization. Such high
risks are combined with high (often deferred)
rewards. Therefore, licenses are structured to re-
flect this risk/reward reality of the biotech busi-
ness. Key considerations include: fees and royal-
ties, royalty stack ceilings, fields of use, setting

milestones, mergers and acquisitions, exclusivity
of licenses, patent maintenance, patent enforce-
ment, confidentiality, patent misuse, and issues
relating to collaborations. Notwithstanding this
rather daunting list of considerations, there are
many incentives that drive successful licensing of
biotech inventions.
For the licensor, incentives include obtaining:
* development and marketing assistance be-
yond the owner’s abilities
* clinical development for applications of
academic discoveries
* funding for further research
* assistance in areas that would otherwise not

be developed

For the licensee, incentives include:
* ensuring freedom to use a product line
* obtaining exclusivity for a product line
* becoming current quickly without the cost
of internal research
* gainingaccess to technology fromaleader and
accessing or developing trained personnel

Hence, by balancing the inherent risks and
potential rewards, properly structured biotech li-
censes serve to coherently actualize the incentives
of licensors and licensees, such that all parties
are winners, and biotech R&D advances toward
commercialization for the benefit of all. m

JOHN W. FREEMAN, Principal, Fish & Richardson PC.,
225 Franklin Street, Boston, MA, 02110-2804, U.S.A.
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CHAPTER 11.2

Licensing Agreements in Agricultural Biotechnology

RICHARD S. CAHOON, Executive Director, Cornell Center for Technology, Enterprise ¢ Commercialization
and Senior Vice President, Cornell Research Foundation, U.S.A.

ABSTRACT

Though similar in many ways to other kinds of license
agreements, agri-biotech licenses have some unique ele-
ments that require special attention. Considering first
the similarities, this chapter looks closely at the typical
boilerplate language that all license agreements share
and outlines the basic structures and concerns of all such
agreements. The chapter then turns to the singularities of
agri-biotech licenses, focusing on such issues as multiple
property types that often cover a single technology and/or
product, freedom to operate issues that drive anti-royalty-
stacking provisions, philanthropic- and humanitarian use
clauses, and stewardship obligations.

1. INTRODUCTION

“Agricultural biotechnology” is a relatively broad
term that can include cell culture, fermentations,
bioprocessing, breeding and animal husbandry, di-
agnostic methods and apparatus, and biocontrol of
plant disease and pests. An important, challenging
area of IP management and licensing in agricul-
tural biotechnology relates to the genetic engineer-
ing of plants and animals through applied nucleic
acid chemistry and related technologies. These
technologies include methods and materials for
isolating functional pieces of DNA (for example,
genes and promoters), creating genetic constructs
(that is, functional packages of DNA sequences),
and stably inserting genes into plants and animals.
This chapter focuses on these issues (the terms
agricultural biotechnology and agri-biotech will be

used synonymously to describe this area of genetic
engineering). Since the largest amount of genetic
engineering activity in agriculture to date has in-
volved plants, the discussion focuses on plant-re-
lated technology. But many of the principles of
intellectual and biological property-based man-
agement and licensing in plant-based agri-biotech
apply equally to animals and microbes.

This chapter’s topic is license agreements. It
explores the basic nature and purpose of a license
agreement: the definition and transfer of certain
property rights between two or more parties un-
der a specified sharing of rights and obligations
between those parties. A license is distinguished
from a “sale” in that ownership of the property
does not transfer but remains with the original
owner. In a license, the owner, called the Zcensor,
transfers certain rights of possession and use (but
not ownership) to the recipient of those rights (the
licensee).

As in any area, the process of creating a license
agreement in agri-biotech involves the precise def-
inition of the property of interest, an articulation
of the exact rights of the licensor and licensee in
the property after the agreement is signed, and the
ongoing rights and obligations of each party. The
elements of this process are defined below, and
the attendant issues in agri-biotech licensing are
described. Preferred licensing methods are also
suggested.

Cahoon RS. 2007. Licensing Agreements in Agricultural Biotechnology. In Intellectual Property Management in Health and
Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K., and

PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.

© 2007. RS Cahoon. Sharing the Art of IP Management: Photocopying and distribution through the Internet for noncom-
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2. BACKGROUND ISSUES IN
AGRI-BIOTECH LICENSING
A decision about whether to license an agri-bio-
tech invention is typically based on a few impor-
tant background issues:
* the significant cost to create, develop, and
commercialize agri-biotech products
* the critical role of government regulations
in testing and commercializing products
* the importance of public perception and
acceptance of agri-biotech products
* the necessity of using numerous, different
(and often proprietary) technologies to cre-
ate agri-biotech products

This last issue leads to the following related
problems:

* the “tragedy of the anticommons” problem,
which creates different technology owners
with respect to a single product

* the challenge of obtaining freedom to op-
erate (FTO) for agri-biotech technologies
and products

* the royalty-stacking problem, in which each
owner of a proprietary technology expects a
significant royalty on sales

* the existence of multiple forms of property
that can exist simultaneously in any one
technology or product, namely:

- utility patents

- plant patents

- plant breeder’s rights (for example, plant
variety protection based on the UPOV
Convention)

- trade secret

- trademark

- tangible biological property

* the unique attributes of the agricultural in-

dustry, that is:

- low profit margins

- commodity economics

- national food security issues

- humanitarian concerns over hunger and
malnutrition
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3. OVERVIEW OF AGRI-BIOTECH LICENSES
The factors described above combine to con-
figure and constrain agri-biotech license terms
and conditions. For example, the multifaceted
aspects of possible property instruments in agri-
biotech require the type and scope of property
rights contained in the license to be carefully
described. Does the license include a patent and
a plant variety protection certificate on a new
plant variety? Does the license include limited
rights of possession of tangible materials such as
seeds, vegetative cuttings, or tissue cultures?

Similarly, the precise nature of the rights
granted to the licensee must be clearly stated.
Is the grant limited to a nonexclusive, freedom
to operate for testing only or an exclusive right
to make, use, and sell? Does the grant include
rights in improvements to the technology or
product and to related future inventions (for
example, does the right to make, use, and sell
a transgenic plant include rights to all crosses
made with that plant using traditional breeding
techniques)? And does the grant of rights per-
mit ownership of further developments by the
licensee? For example, does the grant of rights
to a transgenic plant include the right to use
individual components of the genetic construct
(individually or in combination) in other con-
structs and “transgenic plant events” made by the
licensee? Agri-biotech licenses should also define
the precise rights of sublicensing granted to the
licensee. For example, is sublicensing limited to
specific transgenic events or to genetic compo-
nents? Finally, what is the geographical scope of
these rights? Are certain rights granted in one
country but not in another? Breeding rights, for
example, could be limited to one country and
sales to another.

The low profit margins typical of com-
modity agriculture naturally depress the royalty
rates that a technology owner can expect. For
similar reasons, the large up-front license fees
more typical of pharmaceuticals are unlikely.

The flipside of rights is obligations, and
several sections of the license will define the
obligations of the licensee. The most obvi-
ous are the financial obligations. Licensee
payments will be defined, which may include



license fees, royalty on product sales, mile-
stone payments, and IP expenses. Such ob-
ligations can be defined in many different
structures, schedules, and unique terms. In
agri-biotech licenses, milestones may include
the achievement of successful field tests, regu-
latory approval, and first product sale. Other
obligations of the licensee are likely to include
adherence to applicable laws, assumption of
business risk, and product quality assurance.
The license may also include licensee obliga-
tions for mandatory sublicensing, diligence
in commercial development, labeling require-
ments, trademark use, confidentiality, and
requirements for certain philanthropic and
humanitarian uses, especially in developing
countries.

The license is also likely to contain obliga-
tions for the licensor. For example, the licensor
may be obligated to provide a specified amount
of biological material over a certain time period.
Similarly, the licensor may be required to pro-
vide know-how, and/or access to proprietary
data, documents, and related information. On
occasion, licensors will be obligated to perform
certain tests or laboratory work or to provide
access to future inventions and improvements.
Almost certainly, the licensor will be obligated
to guarantee its ownership rights and perhaps
also product performance, noninfringement of
licensed IP, and so on.

Of course, the parties to the license will be
obligated to adhere to a set of legal requirements
that are standards of contracts, such as formal
notifications, protocols for contract amendment,
dispute resolution, use of names, and the delin-
cation of legal remedies and venues. Although
each part of a contract has importance, one of
these sections of legal boilerplate, warrants and
representations, is especially critical. This lan-
guage exactly defines the commitments being
made by the parties and must always be scruti-
nized carefully.

The important sections of an agri-biotech
license are described in more detail below, and
some of the implications unique to licensing in
this area of technology are discussed.

4. IMPORTANT SECTIONS OF
AGRI-BIOTECH LICENSES

4.1 The preface

The preface sections, which precisely define the
parties and provide background and context for
the agreement, are not unique to agri-biotech li-
censes. Like any license, the WHEREAS clauses
of an agri-biotech license provide a good back-
ground to the terms and conditions of the agree-
ment—when they are written well.

4.2 Definition of property rights

It is particularly important in agri-biotech li-
censing to precisely define the property rights
contained in and transferred by the agreement.
Biological materials should be described pre-
cisely. For example, complete lists of named
plant-breeding lines, cell type sand lines, plas-
mids, and the like should be attached to the
agreement. All patents, patent applications, and
plant protection certificates should be listed in
an attachment that includes serial numbers and
their applicable countries. It should also be clear
what derivates of patents and applications are
to be included in the grant of rights, including
continuations, continuations-in-part, division-
als, and reexaminations.

4.3 Grant of rights

This section of the license agreement precisely de-
fines the rights conveyed by the owner-licensor
to the licensee. In agri-biotech, there will likely
be a mix of such rights granted. For example, the
licensee may receive an exclusive right to sell a
specific line of transgenic plant but not to make
variants of the line. The grant of commercial ex-
clusivity to a transgenic plant line will very likely
not include the right to make, use, or sell any of
the components of the genetic construct alone or
in combination, but only as an inextricably linked
part of the specific transgenic plant.

The grant of rights should also define any ter-
ritorial limitations. As with any ID agri-biotech
patents are country-specific. But in agri-biotech
this might include limits on export from countries
where the right to make and sell has been granted.
In addition, licensors in agri-biotech will frequently
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provide incentives for licensees to sublicense, es-
pecially when the sublicense will cover markets in
which the licensee may not be strong or even have
a presence. The grant of sublicensing rights and its
scope, therefore, is often an important issue.

It is particularly important in agri-biotech
to define whether the licensee may use the tech-
nology to create new variants. For example, will
the licensee have the right to make crosses of the
exclusively licensed plant line with its own pro-
prietary germplasm? If so, will this affect other
license terms, such as the royalty rate owed?

The grant of rights will define the nature of
rights exclusivity and whether there are any time
limits to the exclusivity. For example, some exclu-
sive licenses provide only an exclusive lead-time
of five years or so, after which the license reverts.
Nonexclusive licenses are common in agri-bio-
tech licensing, but sole, exclusive, and co-exclu-
sive licenses are also often granted.

Finally, agri-biotech licenses are relatively
unique with regard to the scope of rights concept
field-of-use. In agri-biotech licenses, field-of-use
typically refers to a crop type that may be broadly
or narrowly defined. For example, the grant of
rights may broadly include the right to make, use,
and sell all monocots and dicots created using the
technology. Or, the field-of-use might grant only
monocots, or only corn. The field-of-use grant
is particularly prevalent in the licensing of agri-
biotech genetic construct components, such as
genes, selectable markers, translation enhancers,
or promoters. This is due to the technologies’ fre-
quently broad applicability.

4.4 Consideration

The consideration section of the agreement is one
of the most familiar. It is common to all licenses,
including agri-biotech. What did the license cost?
How valuable is the license? These are standard is-
sues dealt with in the consideration. This section
is designed to deal with the opportunity cost to the
licensor and to account for the potential value, cost
to develop, and market potential of the licensed
rights. Agri-biotech licenses may provide for ex-
changes of germplasm and access to other technol-
ogy owned by the licensor. For example, the licens-
ee may provide the licensor of a genetic construct
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access to the licensee’s valuable germplasm for
future transformations. As mentioned above, agri-
biotech licenses have typically lower license fees
and are often characterized by milestone payments
at critical commercial development stages.

4.5 Royalty payments

Like most licenses, agri-biotech agreements con-
tain provisions for a royalty payment linked to
sales volume. Frequently, this link is a percentage
of net sales. Due to low profit margins in agricul-
ture, this percentage is almost always much less
than 10%. In fact, royalties of between 1% and
5% are common.

A relatively unique aspect of agri-biotech
royalty rate setting is the important problem of
royalty stacking. This problem arises when several
different owners of intellectual or tangible prop-
erty components in an agri-biotech product all
expect a reasonable royalty on each sale. All of
the owners will then “stack” their royalty expecta-
tion on the sale of each product. While this may
be relatively manageable for two or three separate
stacked royalties, it is wholly unmanageable when
there are several and/or when any one of the com-
ponent owners expects a royalty that is too large.
For example, it is common for each of four or
five different owners of different proprietary
technical components to request half of the profit
margin. Obviously, that kind of royalty stacking
makes commercializing an agri-biotech product
economically unfeasible. The royalty stacking
provisions of agri-biotech licenses are designed to
mitigate this problem. Although such provisions
can be difficult to negotiate, when implemented
they can provide a pro rata sharing protocol that
self-adjusts as the technology-property-owner-
ship mosaic changes over time.

Other popular royalty mechanisms include
fixed-fee payments based on some type of add-
ed-value calculation. For example, in the United
States, royalty on the sale of transgenic corn
with lepidopteran and/or herbicide resistance
(that is, Bt corn or Roundup Ready® Corn) has
been based on a fixed zech fee on each bag of
seed. Rebates, trademark use, incentives, and
other mechanisms act to modify the fixed-fee
amount.



4.6 Minimum royalty payment

Minimum royalty payment obligations are not
unique to agri-biotech licensing. They are com-
mon in all exclusive licenses. In agri-biotech li-
censes, such payments are often linked to the
scope of rights granted, particularly territory and
field-of-use rights. For example, the licensor may
use increased or decreased minimum payments as
an incentive (or disincentive) for the licensee to
pursue commercialization in certain crop types or
countries.

4.7 Philanthropic and humanitarian use

There is often pressure to establish philanthropic-
or humanitarian-use provisions in agri-biotech
licenses, particularly if the crops are important
food staples (for example, rice or wheat) in de-
veloping countries. Such provisions are designed
to establish clear boundaries between the com-
mercial sphere and uses that directly impact a
country’s poor population. Although there are a
variety of ways to define these boundaries, they
are often based on the scale of production and the
scope of commercial activity. Such definitions de-
pend on the crop, the country, and the particular
socio-economic situation. For example, growing
three avocado trees would very likely be defined
as philanthropic use in Bangladesh. Growing
twenty-five trees there may or may not be philan-
thropic; a plantation of 500 hectares would most
certainly be considered commercial. However, if
the production of these 500 hectares was used
by a nonprofit organization to feed the poor, it
would likely be considered philanthropic use.
Carefully designing and implementing philan-
thropic-use boundaries is essential, as is ongoing
monitoring for compliance. Philanthropic use
should always be considered when staple crops
in developing countries are involved. However,
such provisions should not be used to disguise
commercial-scale use.

Philanthropic- or humanitarian-use pro-
visions of a commercial agri-biotech license
will often identify a third party responsible for
implementing the noncommercial provisions.
The license may also define certain protocols
for the interaction of the commercial licensee
and the philanthropic-use licensee. A separate

philanthropic-use license will be in place between
the technology owner and the noncommercial
partner. Such licenses usually would contain
royalty or other payment obligations. However,
stringent obligations for controlling and moni-
toring the technology and products may be im-
posed on the licensee to ensure the achievement
of philanthropic and commercial goals. Despite
the licensor’s waiver of royalty payments for phil-
anthropic use, nominal fees may be required by
the philanthropic licensees to support dissemi-
nation of the technology. Both commercial and
philanthropic-use licenses must be designed to
enhance—and not hinder—the respective pur-
poses of each agreement.

4.8 Stewardship of technology

The issue of stewardship arises frequently in agri-
biotech licensing. Although precise definitions
vary, stewardship generally refers to the ongoing
oversight and guidance of the commercial devel-
opment and dissemination of the new technology.
It typically refers to the importance of maintain-
ing a licensor’s overall interests in sustaining the
long-term use of transgenic crops. Stewardship
clauses in agri-biotech licenses have been particu-
larly concerned with smooth regulatory approv-
als, good government relations, effective manage-
ment of public relations, and mitigation of the
loss of product efficacy caused by inappropriate or
less-than-optimal implementation. For example,
stewardship clauses in an agri-biotech license will
most certainly obligate the licensee to actions that
will not harm regulatory approvals or relations be-
tween relevant government officials, the licensee,
and/or the licensor. These clauses may also pre-
scribe rights and obligations of the licensor and
licensee that are designed to allow the licensor to
maintain effective control over public relations
efforts. Finally, on the technical side, stewardship
clauses have been used to avoid the development
of pest resistance in transgenic crops by mandat-
ing certain crop management techniques, such as
rotations, buffers, and pest reservoirs.

4.9 Enforcement and litigation
Successful agri-biotech products have a history
of significant patent-infringement litigation. For
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example, large agri-biotech companies such as
Monsanto, Syngenta, Bayer, and Pioneer Hi-Bred
International Inc. (now a division of DuPont)
have engaged in numerous, complex patent in-
fringement actions against each other and their
sublicensees. Although litigation can be viewed
as generally undesirable, it may be unavoidable.
Therefore, agri-biotech licenses should contain
enforcement and litigation provisions that are de-
signed with this eventuality in mind.

5. PRACTICAL EXAMPLES

Cornell University’s long history of licensing its
agricultural intellectual property (IP) began with
veterinary vaccines. Cornell patented and licensed
these animal vaccines in the early 1930s after estab-
lishing its patent and licensing subsidiary, Cornell
Research Foundation (CRF). Years before this,
Cornell had an informal technology transfer pro-
cess through which it delivered new crop varieties
to New York farmers. Using this informal process,
Cornell transferred new seed varieties to the com-
mercial sector (farmers) through the New York
Seed Improvement Program (NYSIP), a function
of the New York Agricultural Experiment Station
within Cornell’s College of Agricultural and Life
Sciences. Although not a licensing process per se,
NYSIP provided farmers with Cornell-developed
seed under a long-held tradition in which farmers
paid a nominal fee to NYSIP in exchange for the
seed. And, following a practice that characterizes
Cornell’s IP technology transfer today, NYSIP
transferred these seeds from the University to the
private sector nonexclusively.

Nonexclusive licensing reflects Cornell’s
public mission and its fundamental desire to see
Cornell technology widely disseminated.

Given the long history of the NYSIP seed-
distribution program, it’s not surprising that after
vet vaccines, the next significant effort of Cornell’s
patenting and licensing in agriculture was a pro-
gram to transfer new varieties of tree, vine, and
other fruits through nonexclusive licenses. In the
early 1980s, Cornell began a program to patent
and license new raspberry and strawberry variet-
ies. This activity was driven, in part, by the ar-
rival of a new generation of plant breeders who
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saw patents and licensing as an important part
of the mission for plant breeding at a land-grant
university. More-traditional breeders at Cornell,
responsible for Cornell’s apples and other tree
fruits, were resistant to the notion of such using
intellectual property to control dissemination of
new varieties. They preferred the traditional route
of placing new-fruit varieties in the public do-
main, involving no intellectual property, no con-
trols over distribution, and no financial return to
Cornell or its breeding program.

This traditional view of public domain releas-
es began to change with the release of Cornell’s
“Jonagold” apple variety. Although this variety
was a modest success in the United States (often
labeled as other, more common apples), Jonagold
was hugely popular throughout Europe. For many
years, it was the most popular European apple.
But, because Cornell had not sought protection
for the variety, there was no intellectual property
in place, and this marketplace popularity did not
translate into financial benefit for Cornell. This
fact, coupled with a decline in state and federal
support for apple breeding, changed the tradi-
tional “public domain” mind-set among certain
groups at Cornell once and for all.

Since the mid-to-late 1980s, Cornell has had
a comprehensive program of patenting and do-
mestic licensing of apples, cherries, plums, grapes,
apple rootstocks, raspberries, and strawberries.
These licenses are nonexclusive, simple, two-page
contracts that provide for a royalty to be paid to
CRF on sales of plants. These licenses have no
up-front fees or minimums. While these licenses
have accomplished the goal of widespread use
of Cornell varieties, they have also been a disap-
pointment because nonexclusive licensees provide
little or no incentive to invest in developing the
market for the licensed variety. So, sales volume
per licensee stays small.

In one rare instance, Cornell decided to li-
cense a raspberry variety, “Watson,” exclusively,
with significant license fees, minimum royalty
payments, and higher royalty amounts per sale.
The license proved to be a financial success for
Cornell and its fruit-breeding program and one
that catalyzed significant market development for
Watson. But this exclusive license was a political



failure. Various political constituencies at Cornell,
including farmers, nursery owners, state legisla-
tors, and others, protested this license. Thus, until
recently, all domestic licenses for Cornell fruit va-
rieties have been nonexclusive. And, although the
royalties gained from these nonexclusive licenses
have provided significant support for Cornell’s
fruit breeders, one wonders if Cornell fruit variet-
ies might have been even more successful in the
market if exclusive licenses had been allowed to
incentivize market development.

Despite this adherence to nonexclusive li-
censing in the crop sector, Cornell continued
to license veterinary technology on an exclusive
basis. This was in consideration of the large in-
vestment necessary by the licensee to bring the
product to market, but also the lack of political
resistance to exclusive licenses in the animal-
health area. These conditions likewise existed in
the food-process and agricultural-device fields.
Throughout the seventies, eighties, and nineties,
Cornell patented and exclusively licensed several
food-manufacturing processes including: egg pas-
teurization and vegetable blanching, as well as the
supercritical CO2 fluid extruder. The latter was
unique in that the licensed device required a roy-
alty payment on sales of food product made using
the patented machine.

During this same period, a number of bio-
logical control technologies were patented and
licensed, all exclusively. Two of these are notable
because the technologies were commercialized
through start-up companies. In both cases, CRF
took an equity stake in the companies. One com-
pany, Bioworks, sells a patented fungal species for
control of plant disease. Bioworks is privately held,
and Cornell retains strong ties to this New York
company. A second company, Eden Bioscience
trades on NASDAQ and was responsible for one
of the largest equity-liquidation events realized by
Cornell for its patented inventions.

The policy decision to allow CREF to take eq-
uity in start-ups as part of a patent license was a
watershed event. That decision, made in the late
1980s, was driven by one of the first and most
important inventions in plant biotechnology—
the “gene gun.” The gene gun, which is based
on a biolistics process, was invented by Cornell

professors, John Sanford and Edward Wolf. CRF
patented the invention but was unsuccessful in
licensing it to existing agriculture-related com-
panies. Sanford and Wolf founded a company,
Biolistics, which was ultimately purchased by
DuPont, that actively commercialized the device.
CRF had founder’s equity in Biolistics and real-
ized significant benefits on the sale of the com-
pany to DuPont.

Although the Biolistics story was a technology
transfer success in many respects, the early partici-
pants were not fully aware of certain implications
of some of the intellectual property aspects of the
license arrangements. In particular, Cornell failed
to retain its own right to use the invention for re-
search and technology transfer purposes and also
failed to carve out certain philanthropic or human-
itarian uses from the commercial license. This has
presented problems for some who wish to use the
technology without having to abide by constraints
imposed by DuPont and its sublicensees. Cornell
has been criticized for this lack of foresight and,
perhaps, rightly so. However, at the time, few peo-
ple understood the full implications of licensing
agri-biotechnologies that were largely unproven.

There was one, very positive outcome of the
gene-gun experience. After the gene gun, every
invention licensed by CRF was also made avail-
able for philanthropic and humanitarian purpos-
es. Furthermore, all licensing by CRF contained
explicit conditions that would ensure diligent use
of Cornell technologies for any and all crops and
in any geographical region.

After the gene-gun experience, Cornell and
CRF actively pursued a two-pronged approach
in agri-biotech licensing: nonexclusive and ex-
clusive. Nonexclusive licensing is more common,
and when exclusive licenses are granted, they con-
tain quite stringent requirements for diligent de-
velopment in all applications, as well as carve-outs
for philanthropy and orphan crops. For example,
the “harpin” technology was licensed to Eden
Bioscience under two different sets of terms: one
for topical applications of the harpin proteins (for
plant-disease control and yield enhancement),
and the other for transgenic expression of the
harpin genes. This provided for two sets of dili-
gence requirements and financial terms.
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A good example of Cornell’s nonexclusive li-
censing strategy in agri-biotechnology has been
the licensing of the rice actin promoter. This pro-
moter, discovered in rice, has widespread utility in
monocot crops. It has particular utility in trans-
genic corn and has been used in corn lines with
stacked traits of herbicide and insect resistance.
Use of the rice actin promoter in corn has stimu-
lated widespread interest in licensing. Cornell’s
strategy of nonexclusive licensing has successfully
disseminated the invention while providing rea-
sonable compensation to Cornell. However, the
licensing effort has been complicated by the var-
ied business models of the various nonexclusive
licensees. Although Cornell attempted to main-
tain a standard set of license terms, each succes-
sive licensee asked for variations that were tai-
lored to their particular business models. In order
to maintain fairness to all licensees, this tailoring
of license terms required Cornell to adjust the
balance of rights and obligations. For example,
significant adjustments have been required in the
sublicense provisions. Of course, no sublicensing
of the promoter, per se, was allowed. However,
the extent to which sublicensees could develop
new crosses has been a frequent area of license
negotiations.

An aspect of the nonexclusive rice actin li-
censing strategy has been the development of a
hybrid of paid-up and royalty-bearing licenses.
The agri-biotechnology industry has demanded
paid-up licenses. The industry’s complaint was
that royalty on each sale was too much of an ac-
counting burden. But, such terms make it diffi-
cult for the licensor to realize a significant return;
unless the paid-up amount is very, very large. So,
Cornell developed a hybrid for which the licensee
would not pay an ongoing royalty on each sale;
rather, lump-sum payments (of a predetermined
amount) are owed upon reaching certain defined
milestones. For example, payments are owed on
signing, first successful field trial, first regulatory
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approval, first sale, third anniversary of first sale,
and so on.

Today, Cornell uses a variety of licensing
strategies to accomplish the privacy goal of assur-
ing delivery of Cornell technology to the market-
place. This practice relies heavily on nonexclusive
licenses, but exclusives are more readily accepted.
Cornell continues to try new and innovative licens-
ing strategies to satisfy its multifaceted mission.

6. CONCLUSION
Agri-biotech license agreements share many simi-
larities with other types of intellectual-property-
based technology licenses. Much of the standard,
legal boilerplate will be similar to that of any other
license technology agreement. However, there are
unique aspects of agri-biotech that set its licenses
apart. Those differences include:
* multiple property types often covering a
single technology and/or product
* freedom-to-operate issues that drive anti-
royalty-stacking provisions
* philanthropic- and humanitarian-use clauses
* stewardship obligations.

Common themes, structures, and contract
conventions are part of this technology domain,
but the complex nature of agri-biotech and its
industry requires each license agreement to be
unique, with special, built-in mechanisms that fos-
ter the mutual agreement of licensor and licensee.
Hopefully, this overview will take us a step closer
to a greater understanding of both the common
and the unique aspects of agri-biotech licensing. m

RICHARD S. CAHOON, Executive Director, Cornell Center
for Technology, Enterprise & Commercialization and Senior
Vice President, Cornell Research Foundation, Cornell
University, 20 Thornwood Drive, Suite 105, Ithaca, NY,
14850, U.S.A. rsc5@cornell.edu



CHAPTER 11.3

The In- and Out-Licensing of Plant Varieties

MALIN NILSSON, Marketing Manager, Value Chain Cereals and Oilseeds, Svalof Weibull AB, Sweden

ABSTRACT

Variety licensing is a tool for plant breeding companies
and institutions to commercialize their varieties and to
transfer technology to farmers efficiently. As the seed
industry becomes increasingly privatized, interest in in-
licensing new varieties, both from national and interna-
tional sources, is likely to increase. Likewise, financial
pressure on public sector breeding will increase the need
for the targeted commercialization of varieties through
out-licensing. As the seed sector becomes more transpar-
ent, the market should see more foreign investment from
companies who wish to make their varieties available
through licensing. That, in turn, should promote local
seed production and variety testing. The licensee and the
licensor should focus primarily on the practical content
of the license agreement, specifically, exclusivity to plant
material and territory, plant variety protection, variety tri-
als, national registration, royalty payment, and informa-
tion transfer. The purpose of this chapter is to provide
guidance for prospective licensors and licensees in the
practical issues of in- and out-licensing of varieties.

1. INTRODUCTION

Variety licensing allows breeding companies
or institutions to commercialize their products
(plant varieties) and is also an efficient tool for
technology transfer. New technology in a variety,
represented by improved genetics and expressed
mostly through improved agricultural perfor-
mance, can be transferred to farmers by licensing
out seed production and distribution rights to
seed companies. The variety license itself consists

of an agreement between the owner of the variet-
ies, or an authorized representative, and a legally
eligible person who wishes to commercialize the
variety.

As described by Louwaars,' the first problem
in seed policy development is the dual function of
seeds. Seeds are a method of technology transfer,
and each seed itself is a commercial commodity.
These two functions are among the most impor-
tant issues to address in establishing long-term
success in variety in- and out-licensing. The tech-
nology embedded in the seed of a new variety is
easily transferred to farmers on a large scale and
can be used instantly. In many countries, pub-
lic breeding has supplied varieties for use by seed
producers and farmers at no cost. This free shar-
ing of varieties makes it difficult to give recogni-
tion, in terms of royalty payments, for the variety
improvement work.

Further use of the technology—and its im-
provements—depend on the seed’s other func-
tion, that of a commercial commodity. The seed
must be used in trade. Once the seed is circulat-
ing in the marketplace, a portion of the profits
can be re-invested in further breeding and the de-
velopment of new technology and plant varieties.
This is possible because the incentive, especially
for the private seed business, for continued crop
development lies in the possibility of getting a re-
turn on the investment.
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Development of the private seed sector will
increase competition and could speed up efforts
to reach a larger part of the farming community.
Small- and medium-sized seed companies need
to develop their product portfolios through in-
licensing of varieties (whereas public institutes
could increase profitability by out-licensing their
varieties). The privatization and increased trans-
parency of the seed sector could promote foreign
investment from companies wishing to make
their varieties available through licensing, which
in turn would promote local seed production and
variety testing.

Access to new varieties requires proper
handling of intellectual property (IP). This
can be accomplished through variety license
agreements, which also provide a strategy for
developing and introducing new varieties. A
variety license agreement can be divided into
two main parts: first, those clauses describing
the key rights and obligations of the parties and
the conditions that make the framework of the
license—these clauses will set the standards for
cooperation and outline what the parties wish
to achieve—and second, “boilerplate” clauses
that are not specific to the agreement but are
legally relevant (for example, processes for deal-
ing with arbitration, relevant law, legality, as-
signability, warranty, and force majeure). The
purpose of this chapter is to provide guidance
for establishing the first part of a variety license,
and the key elements have been divided into the
following sections:

* exclusivity

* territory

* evaluation of the licensed material

* protection of germplasm

* national registration and plant variety
protection

* royalties

¢ effect of termination

* reporting to licensor

In this chapter, the words breeder and vari-
ety owner will be used interchangeably, to mean
a breeding company, an individual plant breeder,
or a person with the legal rights of ownership to a
licensed plant material.
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2. THE DRIVING FORCES
BEHIND LICENSING

2.1 In-licensing
In-licensing plant varieties can raise market share
or offer competitive advantages by increasing
the ability to meet customer demands. The most
obvious reason for in-licensing varieties is to en-
hance or complete a company’s variety portfolio.
This applies both to companies with their own
breeding programs and to companies working
exclusively with in-licensed varieties. Those spe-
cies for which a company has existing breeding
programs—or other species that may be of in-
terest to the market—are potentially subject to
in-licensing. Demand for certain products from
farmers, the processing industry, or consumers
could be met by a company obtaining a license
from the variety owner to supply the market with
seed of that variety. These parties may demand
things such as a species not available on the exist-
ing market, varieties with improved agricultural
characteristics, or improved nutritional value.
In-licensing gives breeding and seed compa-
nies access to new technology (like hybrid vari-
eties); breeding companies may profit from this
new technology without obtaining a license to
use the hybrid system itself in variety develop-
ment. Another advantage, or, rather, side effect, is
the possibility for breeders to compare their ma-
terial with that of their competitors in the early
stages of variety development.

2.2 Out-licensing

The most common reason for a company to out-
license its varieties is to maximize the return on its
investment by allowing others to produce and sell
its varieties in markets that the company cannot
reach. Small- or medium-sized breeding compa-
nies, for example, may not have the resources to
establish their own sales organization either within
their own country or in different countries. Thus
the companies will use out-licensing to fully ex-
ploit the potential of their breeding program.

2.3 Plant variety protection
The importance of plant variety protection (PVP)
legislation as a driving force for successful variety



licensing cannot be stressed enough. PVP confers
IP rights, known as plant breeders rights (PBR),
which provide an incentive to plant breeders for
the development of new varieties of crops. This,
in turn, fosters progress in sustainable agriculture
and generally improves the economic circum-
stances of farmers and growers, since it gives them
access to new and improved varieties. However,
without the legal framework for acknowledging
the ownership of the licensed varieties, the variety
owner will have difficulty getting a return on in-
vestments made in variety development. Effective
PVP legislation supports the interests of both the
variety owner and the farmer. It will also facilitate
the transfer of technology and provide incentives
for further investments in the development of
new plant varieties. In many countries, PVP leg-
islation is based on the International Union for
the Protection of New Varieties of Plants (UPOV)
Convention, which exists in three revised versions
(adopted 1961, 1978, and 1991, respectively).
Currently, 61 countries® have ratified the UPOV
Convention. This makes it the most widely ad-
opted form of a sui generis IP protection system
developed specifically for plant varieties. The latest
revision of the Convention has not been ratified by
all member countries; however, all new members
are required to ratify the Convention of 1991.
Major differences in the conventions will af-
fect the approach to licensing. These differences
include the species and genera for which PVP
provides IP protection, exemptions from PBR
(that is, the plant breeder’s exemption and the
farmer’s, or crop, exemption, also known as the
“farmer’s privilege”), the period of protection,
and the scope of protection under PBR. The lat-
est UPOV Convention strengthens the rights of
the breeder: member states are obliged to provide
protection to all botanical genera and species
(Chapter II, Article 13(1-2)); the Convention
also extends the duration of the breeder’s right
by five years (Chapter V, Article 19(2)), and ex-
tends the scope of protection to include condi-
tioning for the purpose of propagation, export,
import, and stocking (Chapter V, Article 14(1)).
The farmer’s privilege is an optional exemption
from the PBR (Chapter V, Article 15(2)). It may
limit the farmer’s rights to use on-farm harvested

material—obtained from a protected variety on
the same farmer’s holdings—as propagating ma-
terial. This propagating material is commonly
called farm-saved seed (FSS), and this exemption
stems from the basic rights outlined in the 1961
and 1978 UPOV conventions (though the ex-
emption is not optional in either and is not as
clearly defined as in the 1991 version).

The PVP legislation of the UPOV members
is well documented and should not pose any large
problems for prospective licensors and licensees.
An awareness of the differences will facilitate the
development of the variety license agreement.
On the other hand, it may prove more difficult to
influence PVP legislation in nonmember coun-
tries, and licensors are strongly advised to gather
as much information as possible about the PVP
system in a new territory so that they can adapt
their licensing strategy accordingly.

3. KEY ISSUES IN VARIETY LICENSING
When establishing a license agreement, whether
for in- or out-licensing, it is important to discuss
and agree upon those issues that will constitute
the spirit of the agreement and set the foundation
for good cooperation.

3.1 Exclusivity

The following section on exclusivity has been di-
vided into two parts. The first section discusses
the rights granted under the license. The second
defines the material for which an exclusive license
is granted.

Nonexclusive licenses are rare, and experience
has shown that breeders grant exclusive licenses
more willingly than nonexclusive ones. Exclusive
licenses are preferred because breeders believe that
the mutual commitment will be stronger when
working exclusively. A good variety provides a
competitive advantage and will thus create rev-
enue for the company with the exclusive rights.
It is in the best interest of both parties to make
the variety as profitable as possible, and the com-
mitment resulting from exclusive rights is consid-
ered to lead to the best market coverage possible.
Indeed, working on a nonexclusive basis is con-
sidered to have smaller market potential.
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The extent of exclusivity is defined by various
factors (such as the territory for which crop or va-
riety exclusivity is granted) that will be discussed
in greater detail later.

3.11 The rights granted
The exclusive rights granted to the licensee of-
ten correspond, either in part or in whole, to the
rights that can be obtained through the plant
breeder’s rights (PBR) protection for a variety.
As defined in the UPOV Convention Act of
1991%* (Chapter V, Article 14 (1)), the following
actions shall require prior authorization from the
breeder:
* production or reproduction (multiplication)
e conditioning for the purpose of
propagation
* offering for sale
* selling or marketing
* exporting
* importing
* stocking for any of the purposes mentioned
above

These provisions are recommended as a start-
ing point for discussions about what rights the
licensee will be allowed to exercise. The most im-
portant factors in determining the type of license
to grant include: former experience, seed produc-
tion and distribution infrastructure accessible to
the licensee, type of species to be licensed, and
plant variety protection.

There are two major types of licenses. The
first type is the distribution license, which includes
the rights to market and sell the licensed mate-
rial. The second is a production license, which in
addition to these rights includes the rights to seed
multiplication and production. For varieties that
are easily and rapidly multiplied, such as those of
species with small seeds and low sowing rates, the
licensor may prefer to keep all or most of the seed
production within its own control. This would
limit the exclusive rights for a distribution license.
For varieties of species with high sowing rates and
low multiplication factors (for example, cereals),
the transportation cost of the commercial seed to
the licensee is likely to be high, and so a produc-
tion license is usually preferred.
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Breeders can partially preserve variety pro-
tection by limiting access to seed for propagating
purposes. If the licensor allows only for marketing
and sales, the variety is better protected because
the licensor will not have to leave out early gener-
ations of seed for multiplication from its internal
control system. However, under certain circum-
stances, the final seed generation, or the commer-
cial seed, may be more expensive because the total
seed costs increase if the seed has to be transported
between countries or over long distances within
the same country. Giving the licensee responsi-
bility for seed multiplication and production will
decrease margins (actual sales revenue for the
seed itself) for the licensor because the income
will then be based on royalties (revenues derived
from licensed use, propagation, sales, and so on),
as opposed to sales margins and royalties, that is,
a more lucrative double revenue stream. Licensed
production may, however, be advantageous for
the licensor because risks in seed multiplication
will be spread, as will the costs for handling the
seed in the production chain.

High transaction costs in the chain from the
breeder to the farmer can present large problems
since many factors influence these costs.” High
transaction costs result in expensive seed, which
makes it difficult to realize sales on the market.
This is especially true for countries using large
amounts of farm-saved seed or for places that
market predominantly public varieties; these
countries have a hard time realizing sales because
both of these seed categories are chosen for their
low costs to farmers. Still, if the licensee has ac-
cess to the required seed production infrastruc-
ture (basically, farm capacity for growing, har-
vesting, processing, storing, and transporting
seed), costs can be kept low when incorporating
new varieties. This will increase the value of the
seed for the licensee and promote local agricul-
tural business. Still, as stated earlier, contracting
seed production to small-scale enterprises will
spread the risks in seed production and lower
transportation costs because the seed can be pro-
duced closer to the market.

The number of generations of seed the licens-
ee is allowed to multiply can also be a matter of
discussion. Generally, the number of generations



is decided on a case-by-case basis rather than reg-
ulated through the license agreement. National
legislation, as well as international rules and di-
rections (such as the OECD Seed Schemes,®” as
laid down by the Organisation for Economic Co-
operation and Development [OECD]®), should
be consulted during licensing, since they regulate
the number of generations that any seed may be
reproduced. Because the reproduction system
will influence the stability of a specific variety, the
number of generations varies between cross-pol-
linated and self-pollinated species.

The rights of the licensee to hybrid varieties are
most commonly restricted to marketing and sales
of the commercial seed. Hybrid seed production
is more expensive and considerably more complex
than the production of line varieties. The owner
control of the hybrid components may influence
the possibilities for out-licensing the production
of hybrid seed. Moreover, by keeping hybrid seed
production within its own control, the licensor, to
some degree, protects the hybrid components. In
addition, in some jurisdictions (for example, the
United States) inbred seed lines can be protected
as trade secrets. Or, to be legally, technically ac-
curate, the “information” embedded in the seeds
is protected as a trade secret.

The licensor may wish to restrict the rights
of the licensee to import seed from sources other
than the licensor. It may also wish to similarly
limit the export of seed from the defined terri-
tory. In contrast, the licensee may want to retain
these rights, and it is not always possible to re-
strict seed import and export, since this may be
prohibited by legislation. For example, accord-
ing to the [European] Community Plant Variety
Rights (Chapter III, Article 13(2)),” '* authori-
zation of the holder is required for export from
the European Community (EC) and format im-
port to the EC of a protected variety. Between
EC member countries, the export and import of
protected variety material can only be restricted if
the material is for propagating purposes (that is,
higher seed generations than certified seed).

3.1.2  Defining the licensed material
The second part of exclusivity deals with the defini-
tion of the licensed material. The access to varieties

a licensor is prepared to give a prospective licensee
depends on such factors as earlier experience, mar-
ket penetration ability, the licensee’s existing vari-
ety portfolio, and ongoing cooperation with other
breeders. The exact size of the material must also
be determined on a case-by-case basis. Exclusivity
to the licensor’s material may be granted on differ-
ent levels:

* single varieties

* selected crops/species

* all crops/species

The most common type of exclusivity at the
beginning of a partnership is likely to be first
right of refusal, or exclusivity based on single
varieties provided by the licensor. The licensor
provides a few varieties of its choice, or it may
allow the licensee to choose its candidates among
a number of varieties for commercialization. The
licensor may freely dispose of the remaining va-
rieties through other marketing channels within
the same territory. Exclusivity is maintained,
for single varieties only, and the licensor has the
opportunity to evaluate the licensee’s ability to
commercialize the licensed variety. This can also
be a strategic tool to distribute varieties among a
number of licensees, in the hopes of stimulating
competition and obtaining a larger total market
share in a particular market.

Granting a licensee exclusive rights to the
whole set of crops in a breeding program occurs
rarely, but this differs based on the number of
crops or species within which the licensor is ac-
tive. This kind of exclusive relationship between
the breeder and the licensee is likely to result from
strategic decisions concerning the long-term rela-
tionship between companies, a wish to strengthen
connections with key partners or between moth-
er/daughter companies, and so forth.

The other type of exclusivity is to grant exclu-
sive rights to selected crops or species. In a coun-
try with limited participants in the seed business,
participants will likely specialize in certain crops.
In such cases it could be appropriate to grant ex-
clusivity to all material from a breeding program.

In certain circumstances, exclusivity may
limit the work of a company or public insti-
tute. The public sector or other external funding
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source might support a company’s breeding pro-
gram in whole or in part. These funds may come
with provisions restricting the breeder’s options
to offer exclusivity in out-licensing. Public sector
breeding may also be unable to grant exclusivity
to selected licensees, because this may limit pub-
lic access to the varieties.

License agreements may regulate continued ac-
cess to new varieties from the same licensor. Where
the license agreement is limited to a single variety,
it is likely that continued access would require a re-
quest from either party and could be part of the
written agreement. For collaboration based on
more-extensive variety trials, it would be sensible to
settle an appropriate number of new breeding lines
or varieties to submit each year to the licensee, sub-
ject to availability and request from either party.

3.2 Territory

Territory defines the geographic area where the
licensee has the right to exercise its exclusive
rights. The territory is not necessarily restricted to
a country; it could be a part of a country, one or
more countries, continents, or even the world.

In variety licensing, however, the most com-
mon territory is that of a country. Depending on
the market coverage capabilities of the licensee, it
may also be suitable to instead define the territory
as a group of countries or established unions, such
as the European Union,"" the African Union,'? or
the Mercosur.” In places such as these, the com-
mon rules for PVP, seed trade, and other relevant
areas are more harmonized. Such territories have
a tendency to change over time, and so it is rec-
ommended that parties in a licensing agreement
consider defining a union as its member countries
when the agreement is signed.

Definition of the territory may be influenced
by existing PVP legislation. As discussed above,
not all countries are UPOV members, and even
UPOV members differ in PVP legislation depend-
ing on which version of the UPOV Convention
the country has ratified. Many countries, especial-
ly developing countries, are not UPOV members.
This should be taken into consideration when de-
fining the territory and the rights that the licensee
will be given by the licensor to exercise within
that territory.
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3.3 Evaluation of the local

adaptation of the varieties
The aim for both parties when in- and out-licens-
ing varieties is to select varieties for marketing
that show improved agricultural performance or
have other desired characteristics. Apart from the
market (end-user) demand, the value of a variety
is largely ascribed to its adaptation to local grow-
ing conditions. Depending on the plant species,
varieties can be transferred between geographic
areas and climatic zones. Introducing new vari-
eties usually requires the local confirmation of
agricultural performance, which is done for the
purpose of national listing and/or marketing ad-
vantages. Either the public system of variety test-
ing or private trials can be used to introduce the
new variety.

The trial strategy and the minimum require-
ments for assessing local adaptation should be
discussed and settled in the agreement, includ-
ing any decisions about cost sharing. Commonly,
the licensor will require the licensee to evaluate
the value of the varieties at its own cost, with
the aim of including them in the national list,
recommended list, or any corresponding list of
varieties officially registered for release in the ter-
ritory. These trials are often referred to as VCU
(value for cultivation and use) trials. Of course,
the trial strategy can also consider whether it
is necessary to have a variety officially listed in
the territory or not. For example, within the
European Union, varieties included on a na-
tional list in one member state or in any of the
European Free Trade Association (EFTA) coun-
tries can be marketed in any other member state
without any prior demand of inclusion on an
additional national variety list.

Plant variety protection has to be applied
for separately from the local adaptation trials. All
three versions of the UPOV Convention provide
the legal means to provisionally protect the va-
riety from the date of filing an application un-
til the grant of PBR. This gives the applicant the
right to enforce the provisional rights in case of
breach during the evaluation period, whether in
a private or an official trial network, provided an
application for PBR has been filed. If no such sys-
tem for provisional protection exists, the licensor



may add clauses in the license agreement that will
regulate the distribution conditions of the plant
material for trials.

3.3.1 Private trials

Private trials in this context are defined as all tri-
als that are not part of publicly performed trials.
The trials can be conducted by the licensee or any
other skilled partner equipped to perform them
(for example, other seed or breeding enterprises,
farmers’ cooperatives, universities, or agricultural
extension service centers). In countries without
an official trial system, the role of the private tri-
als can be significant.

Private trials are a potential tool for the li-
censee to test varieties and select the best candi-
dates for official trials. Some countries require a
minimum number of station data for entering a
variety into official trials. Collection of these data
can occur either in one year from the number of
stations required for the application, or on fewer
stations over a period of two or more years.

Unfortunately, breeders, either through ne-
glect, procrastination, or possibly selfish moti-
vation, might abuse the private trial system by
keeping varieties within the private trial system
until they are too old for market introduction.
This could either prevent competitors from in-
cluding the variety in their portfolio or prevent
breeding companies from entering the market
with that specific variety. In order to avoid this
abuse, it is necessary to limit the number of years
a variety can be tested in the private trial network
before it will be included in national list trials.
For annual crops, a maximum of two years or
two growth cycles should be sufficient for evalu-
ation unless some unpredictable event occurs, in
which case the period can be extended by one
year or growth cycle.

3.3.2 Official trials

Official variety trials, also referred to as nation-
al or recommended list trials, are carried out to
evaluate the candidate variety’s value for cultiva-
tion and use. This incorporates the varieties” agri-
cultural performance and quality characteristics.
Varieties that show an improvement compared to
standard control varieties qualify for inclusion in

the national list, a register of varieties approved
for release on the national market. A national list
or register of varieties does not provide any PVP
for the varieties included. Instead, it is a means of
safeguarding the quality of the varieties released
on the national market—they have been tested
and proved valuable in cultivation and use, in
comparison to the other varieties on the list.

The private sector can undertake VCU tri-
als in countries where the public sector does not
perform such trials. It is possible also to establish
private trial networks that will enable new variet-
ies to be independently evaluated.

3.4 Germplasm protection

It is important for a breeder to obtain protec-
tion for finished varieties and those still in tri-
als. Due to the importance of protection, it is
essential to include a section in the agreement
outlining the handling and supervision of plant
material before it has obtained plant breeder’s
rights (PBR) protection. If the production and
sale of a variety is initiated before PBR has been
granted, there is a risk that the variety will not
be eligible for protection. It is advisable to re-
strict the licensee’s distribution rights of the not-
yet-protected material to third parties and use
of the germplasm to the licensee’s own breeding
programs. This restriction could either be part of
the license agreement or part of a separate mate-
rial transfer agreement.

3.5 Plant breeder’s rights and
official variety registration

3.51 Plant breeder’s rights

Plant variety protection (PVP) is important when
granting access to new varieties. It provides pro-
tection of the proprietary rights of particular spe-
cies in a territory. There is no blueprint solution
for implementing PVP laws because the policies
between countries differ greatly. Europe and the
United States, both members of UPOV, are good
examples of public versus private responsibil-
ity systems. Both systems provide protection for
plant varieties and a legal means of enforcement
of the rights, and both seek to grant PBR based
on trials, usually referred to as DUS trials, that

CHAPTER 11.3

HANDBOOK OF BEST PRACTICES |1023



NILSSON

show that the variety is distinct, uniform, and
stable, and have received a novelty declaration
from the breeder. The European Union (E.U.)
has harmonized PBR legislation, and European
countries have generally adopted a system based
on testing and registration that is fully controlled
and performed by designated authorities. PBR
can be applied for at the community plant variety
office (CPVO) and will be valid throughout the
entire union. The system in the United States is
based on self-control. The plant variety protec-
tion office (PVPO) issues PBR certificates, and
the applicant is responsible for carrying out the
necessary trials and filing an application based on
forms and guidelines from the PVPO.'"

The PBR legislation in the defined territory
will determine two matters: the strategy chosen
by the licensor and the licensee to protect li-
censed varieties and what action to take if there is
a breach of rights of the protected varieties.

In the first case, the licensor and the licensee
can jointly decide on the appropriate way to pro-
tect the licensed varieties, as well as when to apply
for protection. In some countries, even though
there is PBR legislation in place, it may prove dif-
ficult to enforce the rights. Critics argue that, in
these cases, the PVP system is a way to finance
and maintain the bureaucracy rather than protect
IP. Others claim that using the system, despite
enforcement difficulties, is a way to ensure its
improvement. At any rate, the licensor and the li-
censee have to decide jointly on the best approach
for protecting the varieties under the current cir-
cumstances. This strategy should be clearly stated
in the agreement.

The use of hybrid technology can provide
additional IP protection in plants. Although
F, seed harvested from hybrid varieties can be
used as seed, the agronomic advantages from hy-
brid vigour and a homogenous crop cannot be
maintained in the second seed generation. This
provides a self-regulating kind of protection for
hybrid varieties and increases profitability for
the licensee and the licensor through repeated
seed sales. It should be noted that national PVP
legislations differ: some permit the use of farm-
saved seed of the E, seed from hybrid varieties,
others do not.
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3.5.2 Official registration of varieties

Many countries require that new varieties un-
dergo official trials following official registration
of the approved varieties. Official registration of
a variety results in its inclusion in a national list
of recommended varieties approved for market
release. As mentioned above, the official trial
system is one method of maintaining quality
control for a variety, since the listed varieties
have been tested for their agricultural perfor-
mance and quality. Release decisions are based
either on results from independent public trials,
on testing data supplied by the breeder, or on
both. The appropriate trial strategy for the of-
ficial registration should be jointly decided by
the licensee and the licensor and included in the
license agreement.

3.5.3 Responsibility and cost sharing

In addition to decisions concerning PBR and of-
ficial registration strategies, the licensor and the
licensee must agree upon who will be in charge
of applying for and maintaining the PBR and na-
tional list entries. It is also important that neither
party withdraw the PBR grant or the national
list entry without obtaining a written confirma-
tion from the other about the decision. Even if
the licensee wishes to stop marketing a variety,
continued protection may be required for other
purposes (for example, if the variety is used as a
hybrid component, for marketing it through an-
other channel or to allow for continued collection
of FSS royalties).

The application and maintenance of variet-
ies for protection or official listing has associ-
ated costs. If the licensee has exclusive rights to
the varieties in the territory, the licensee usually
carries the costs connected to variety protection
and the national list (including trials for either
purpose). However, if the licensee has nonexclu-
sive rights to the variety, the licensor will usually
carry these costs. In the European Union, where
it is possible to obtain either national PBR or
Community PBR (valid within the entire union),
the cost for maintaining national PBR protection
is commonly absorbed by the licensee, whereas
the licensor is responsible for the cost for com-

munity PBR.



Costs for trials, such as marketing or demon-
stration trials, are commonly paid by the licensee.
The licensor could make other contributions (for
example, providing promotional material, field
signs, technical support through information ma-
terial, or by attending field days, and supplying
seed bags with the licensor’s logotype).

3.6 Royalties

For the rights to commercial exploitation of the
plant varieties granted under the license agree-
ment, the licensee pays the licensor a royalty. A
royalty can include not only the fee agreed to by
the licensor and the licensee, but all fees connect-
ed with the use of the licensed varieties, such as
fees for FSS and acreage fees.

The royalty should be at a level acceptable to
the market. It must neither be so high that the farm-
ers cannot buy the seed, nor so low that the licensor
will not find it profitable. It is common practice for
the licensor and the licensee to split the collected
royalty. The proportions of the royalty paid to each
party are a matter of negotiation. The amount de-
pends on the structure of sharing costs related to
trials, maintenance of national list entries, PBR,
market support, and other factors. There is no blue-
print solution: for each variety license the royalty
has to be negotiated separately. Nevertheless, a few
royalty-calculation principles can be used on their
own or in combination: fixed royalty rate, royalties
connected to the seed price, minimum royalty rate,
royalty intervals and sold quantities, and multipli-
cation acreage and end-point royalties.

3.6.1 Fixed royalty rate

Setting the royalty at a fixed rate is the most com-
mon remuneration system. It requires knowledge
of the seed business in the territory and the farmers’
ability to pay for the seed. The fixed rate is indepen-
dent of the sales price and is calculated per weight
unit of seed bags containing a specified quantity.
One can also calculate a fixed royalty based on the
units of a specified number of seeds. The latter sys-
tem is used, for example, for winter oilseed rape
(Brassica napus) in Europe, where the seed is sold in
units of 1.5 or 2 million germinating seeds (hybrid
and line varieties, respectively, in Germany) and 2
million seeds (hybrid varieties in France).

Royalties can also be settled centrally in ne-
gotiations between breeder and farmer represen-
tatives. This is done, for example, by GESLIVE"®
in Spain and SICASOV'¢ in France. The royalties
are negotiated and fixed annually for each species
and seed generation—they could potentially be
settled for individual varieties.

3.6.2 Royalty connected to the seed price

A royalty level connected to the price of the seed
will instantly change as seed prices increase or de-
crease. The rate may be calculated as a percent-
age of the net sales price to the farmer, and since
the actual net sales prices may be difficult for the
licensor to verify, trust between the licensee and
the licensor is of great importance.

3.6.3 Minimum royalty rate

A minimum royalty rate paid annually is a less
common form of royalty and must be com-
bined with some other royalty system. In this
system, the royalty is calculated on one of the
calculation principles described above, but a
minimum royalty is added to it. For example, if
the royalty is calculated on a fixed rate and the
total royalty collected exceeds the minimum
royalty, the royalty based on the fixed rate will
be paid to the licensee. If the total royalty col-
lected is below the minimum rate, the mini-
mum rate will be paid regardless of the actual
total royalty.

3.6.4 Royalty intervals connected

to sold quantity
Royalties can also be connected to the seed quan-
tities sold. The royalty rates per unit can be fixed
at intervals of sold seed quantities. The licensee
either pays the royalty rate for the highest interval
achieved for all seed sold or for the royalty cor-

responding to each interval.

3.6.5 Multiplication acreage and

end-point royalties
There are royalty systems that are independent of
the actual seed sales. If sales volumes are difficult
to control, it might be more efficient to use a roy-
alty system calculated on the multiplication acre-
age with a fixed rate per surface unit.
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In countries or areas where much of the
agricultural produce is not used on the farm, a
so-called end-point royalty can be successfully im-
plemented. When the farmer delivers his or her
produce, a royalty based on the delivered quantity
will be charged, regardless of whether the farmer
has purchased the seed or used his or her own.
This royalty system can be based on variety, use of
certified seed, or other criteria.

3.7 Effect of termination
Termination of the agreement will have both
immediate and long-term effects on the licensee
and the licensor. Controversy can be avoided by
defining the consequences of termination on the
licensed varieties and the remaining seed at ter-
mination. The varieties can be divided into three
groups:

1. Marketed varieties

2. Varieties to enter the market soon

3. Varieties in trials

The varieties of the second group usually in-
clude varieties in official trials and varieties that
recently have been officially listed but are not yet
marketed.

If the agreement is terminated for reasons that
allow for immediate termination, the licensor is
likely to require that all rights to all varieties be re-
scinded immediately and that any seed still in the
licensee’s possession be retuned to the licensor.

If the agreement is terminated for other rea-
sons, the licensor may want to treat the three va-
riety groups differently. Usually, the agreement
will continue for the lifetime of the varieties with
regard to the varieties in groups (1) and (2), but
will be terminated immediately with regard to the
those in group (3).

3.8 Reporting to licensor
It is recommended that the agreement specify the
information that should be transferred between
the parties (usually from the licensee to the licen-
sor) on a regular basis. This information could in-
clude anything relevant to the activities resulting
from the license agreement, such as:

* marketing plans and sales targets for the

season(s)
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* sales reports and forecasts throughout the
season

* royalty statements

* variety trialing plans

* variety trial results

* seed certification reports

* copies of documents connected to PBR and
a national list, such as application forms
and PBR certificates

Establishing such routines through the agree-
ment will facilitate establishment of a transparent
communication and relationship and will help
both parties achieve their goals and continue to
improve cooperation.

4. CONCLUSIONS

The seed sector in many developing countries
is moving toward decreased funding of pub-
lic sector breeding and increased privatization.
This trend is leading to a decrease in new variet-
ies entering the market on the one side and an
increased opportunity for introduction of new
varieties on the other. Seed companies need to
in-license varieties, while private sector breeders,
national and international, may need to out-li-
cense their products. The financial pressure on
public sector breeding makes it difficult to main-
tain development of improved varieties; thus,
incomes could be generated through variety
out-licensing. Privatization could further attract
foreign seed companies by making their variet-
ies available for local production and sales. This
would also provide local seed companies and,
presumably, farmers with access to new technol-
ogy. The development of new varieties—as well
as good geographic coverage of the private seed
sector—requires that breeders and seed com-
panies get a return on their investment. This is
achieved when farmers buy seed and a royalty
is paid to the breeder. It is also important for a
breeder to obtain proper protection for the IP
of a new plant variety. Proper PVP legislation is
also needed. Providing the legal framework for
breeders to get a fair chance to profit from their
breeding efforts will promote further incentives
for investments in variety development.



The discussions around PVP in this chapter
have dealt exclusively with PVP based on the acts
under the UPOV Convention. Granting PBR is
the predominant system for IP protection of plant
varieties; in most countries of the world where
plant varieties are not patentable, it is the only
system for such protection. The major difference
between PBR and patent rights lies within the
breeder’s exemption and the farmer’s privilege of
the PBR, as there are no similar exceptions from
the rights in the patent.

The license agreement is a written statement
of what the licensor and the licensee wish to
achieve together. The principal objectives of the
license must be clearly stated; otherwise, they will
never be achieved. This chapter has described the
key elements of variety licensing and how to ap-
proach them. The conditions of the license agree-
ment should set out the framework and the stan-
dards for cooperation, but it is also important to
recognize that a license agreement is not static.
There are certain provisions to follow, but these
provisions also need to be flexible. Changes in
the market, seed legislation, and PVP laws should
be reflected in the agreement, because it is partly
built upon them.

The issues discussed in this chapter should
make it possible for prospective licensors and li-
censees to focus on the part of a license agreement
that will have the largest impact on its successful
implementation. m
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ABSTRACT

Licensing between companies of both traits and varieties
is routine, and there is no reason that it should be any-
thing other than routine between companies and public
sector institutions, as well. Some public entities struggle
to gain experience in this area. This leads companies to
shun negotiations and, even, discussions. Yet opportuni-
ties for the public sector to in-license traits (in the form
of well-characterized and deregulated transgenic “events”)
and varieties are vast and could lead to eatlier access with
respect to transgenic events (through backcrossing into
local varieties) and to improved varieties for subsistence
farmers. In order to improve the ability of the public sec-
tor to both in-license and out-license germplasm, a test
version of a software program, the “Computer Generated
Contract Template System” (CoGenCo), was developed.
It aims to facilitate the exchange (or licensing) of com-
mercial varieties by “walking” potential licensors and li-
censees though a systematic list of questions and tested
parameters. CoGenCo is a pragmatic way of increasing
the licensing of both finished varieties and germplasm
containing transgenes for backcrossing, and its flexibil-
ity would make it especially suited for use in developing
countries. This chapter explains the concept behind the
software’s test version and leads the reader through its use.
The authors very much welcome comments and sugges-
tions about the software and look forward to collaborat-
ing with interested parties to further develop CoGenCo
into a comprehensive and widely available system.

1. INTRODUCTION
The international agricultural-development com-
munity, the crop industry, and various advocacy

groups disagree about how to transfer protected
varieties and biotechnological inventions to devel-
oping countries. Yet everyone agrees that access to
these inventions in developing countries should
be improved and accelerated, either through do-
nations or “open-source” licensing or through a
variety of other strategies. But too often this goal
is made complicated by too much industry in-
crementalism, or by activist demagoguery. From
a humanitarian perspective, such debates distract
from the only focus that matters—the urgent
need for farmers to access improved traits and
varieties.

There is no reason that the licensing of germ-
plasm and traits, particularly to meet the needs
of resource-poor farmers in developing coun-
tries, need be more difficult than out-licensing
for routine business purposes. Any plant-breed-
ing company that does the latter—virtually all of
them—considers out-licensing routine. Consider
Holden’s Foundation Seeds, a company now
owned by Monsanto, the sole revenue of which
comes from the out-licensing of its foundation
seeds. In terms of developing country licensing,
however, most companies are reluctant to even
enter into discussions, let alone negotiations,
partly because many variables are unknown or
lictle tested, and because few companies have any
experience in this area. For these reasons, a small
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project was undertaken to develop a test version
of a software program, the Computer Generated
Contract Template System (CoGenCo).

2. WHAT IS COGENCO?

CoGenCo was designed to contribute to facili-
tating the exchange (or licensing) of commercial
varieties by “walking” potential licensors and li-
censees though a systematic list of questions and
tested parameters. The word commercial here is
used because the licensor transfers commercial
varieties primarily for commercialization in de-
veloping countries (following appropriate back-
crossing, as necessary). Such commercialization
may be in the form of donations, through na-
tional agricultural-research systems, or directly
through seed companies.

CoGenCo is a concept proposed as a prag-
matic way of increasing licensing of proprietary
and finished varieties that may or may not in-
corporate proprietary technologies. Essentially,
CoGenCo facilitates the awarding of out-licenses
to developing country institutions, including
germplasm from the Consultative Group on
International Agricultural Research (CGIAR).
Under the legally binding terms of these license
agreements, several entities in a given country
could compete against one another on price in
poor (developing) countries but would not be al-
lowed to compete against the patent holder in de-
veloped countries, where revenues and incentives
for developing new varieties and new technolo-
gies would be undiminished. Under appropriate
circumstances, the germplasm and/or traits could
also be licensed royalty free. Such out-licensing
separates these fundamentally different markets
and promotes access to improved germplasm and
technologies, all by reaffirming various statutory
protections as indispensable for successful agri-
cultural research and development.

The CoGenCo system, therefore, is aimed
at establishing a certain international standard
license. The more institutions use the CoGenCo
template, the more the system becomes valu-
able. For this reason, we intend to make the
CoGenCo system available for free once it is fully

developed.
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3. THETEST VERSION

Based on discussions with several lawyers and li-
censing experts, we generated a basic license tem-
plate. First, we developed a set of key variables and
agreed on different options to choose from within
defined ranges. A software engineer translated the
concept into a “workable” software version that
would provide a feel for what a finished product
would look like. We selected Microsoft® Access®
as the backbone of the system because it provides
flexibility and easily expands into a version that
can be used via a Web interface. Users around
the world would thus be able to access the system
without having to invest in expensive database
software.

The primary objective of this test version was
to see how different types of potential users would
use it. The software allows for certain parameters
to be adjusted. For example, for “humanitarian”
licensing, a royalty of 0% could be specified,
whereas for larger farmers, a sliding-scale royalty
rate could be chosen. Depending on the option
preferred, a different set of follow-up options will
arise, such as liabilities, payment terms, audit-
ing requirements, and so on. The software will
be developed in such a way that individual users
may customize the software. For example, they
could include their own institutional standard
language where appropriate. It could also eventu-
ally be downloadable from the online version of
this Handbook.'

Figure 1 shows one of many screenshots that
allow users to input various parameters and select
from a range of options. For example, by selecting
the tab License, the user is offered a screen that
lists all the pertinent licensing details, including
the territory (countries), and many more. The
user basically walks through the different issues
that should be considered in a license and is pro-
vided with one, two, or more options.

The software thus presents users with an in-
teractive decision tree, which allows for multiple
choices or user inputs. The key factors included
are:

¢ country

* commodity/crop
* technology

* farm size



* material transfer/reach-through clauses
* farm income

* import/export matters

* cooperative farm issues

* sliding scale for royalties

* royalty stacking issues

® warranties

* liabilities

* third-party distribution issues

* farmer-seeds issues

For example, the software system will ask
the user whether tangible material is being trans-
ferred under the license. If NO is selected, then
the next options will be limited to IP licensing
aspects (including patents and/or know-how
and/or trademarks and/or copyrights). If YES is
selected under tangible material, then a specific
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question arises as to the conditions of the trans-
fer, primarily in terms of possible reach-through
clauses. To include reach-through clauses has cer-
tain advantages and disadvantages. If the user se-
lects YES, then he or she will be prompted with
different language and issues to consider. Also, if
the user selected YES, then later down the path,
an alternative liability clause will be offered that
is somewhat different from the scenario under
which no material transfer takes place.

To illustrate, if the user clicks YES under ma-
terial transfer, he or she will be offered options
such as these:

1. Is the licensor transferring the material with
certain claims of ownership on new inven-
tions based on the transferred material?

[ No, the licensor makes no claims on
ownership of new inventions.

-~

K Microsoft Access - [FrmSubmit : Form]

FIGURE 1: USER INTERFACE FOR THE SPECIFICATION OF LICENSEE,
LICENSOR, AND LICENSE DETAILS
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—» The software system will pro-
ceed to the next topic.
[ Yes, the licensor does make some claim
of ownership.
—» The software system will offer
some of the options illustrated
below:

First, the user will be offered some text about
reach-through clauses, their utility, and their ratio-
nale, and information about how common such
clauses are under different conditions. Basically,
licensors want to ensure that if the licensee makes
an improvement, the licensor is not prevented
from using/licensing the improved licensed tech-
nology and benefiting from the improvements.

There are several levels of ownership a licen-
sor may wish to exercise. Which one is chosen
depends on the commercialization strategies of
the licensor, including the symmetry of negotia-
tions. Generally, three levels are typical (whether
for commercial or humanitarian use). These will
be listed, together with a blank field for the users
to specify their own terms. For example:

Licensor gives the material, and if licensee
improves the invention or invents something
based on the transferred material, licensee will
give licensor one of the following:

1. an exclusive license in all Fields of Use
(crops or applications, that is, medical,
agricultural, environmental, and so on, as
defined above) in all territories (countries,
group of countries, as defined above) and
grant back a royalty-free nonexclusive li-
cense to licensee in Field of Use

2. a royalty-free nonexclusive license and a
right of first refusal to an exclusive license
(in some/all Fields of Use and in some/all
territories)

3. a first right of refusal to an exclusive license
(in some/all Fields of Use and in some/all
Territories).

4. other (specified by user)

Each such option will be linked to legal lan-
guage in plain English to be inserted into the li-
cense. For example, under 2. above, the following
language would be inserted:
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In consideration of Licensors contribution of
Materials (defined above), Licensee grants to Licensor
a paid-up, worldwide, nonexclusive license to make,
have made, use, have used, import, export, sell and
have sold products and processes developed from
Materials and an option to obtain a fee-bearing,
worldwide, exclusive license to make, have made ...
(terms to exercise option to be defined; software
will prompt user with a new screen on the ways in
which such options can be exercised; depending
on which is selected, the legal language and clause
will be amended accordingly).

For number 3. above, the clause could read:

In consideration of Licensor’s contribution
of Materials (defined above), Licensee grants to
Licensor an option, exercisable at any time up to
two years after expiration or termination to obtain a
royalty-bearing, worldwide, exclusive license with a
right to grant sublicenses to Company affiliates and
subsidiaries in the following Field of Use (defined
where freld of use refers to crops) in Ierritory (geo-
graphic region, limited or worldwide) or a combina-
tion thereof.

Other fields are diverse and include the type
of licensee institution, the countries, or the type
of license (Table 1).

As above, depending on which field is cho-
sen, other text in the database template will auto-
matically be inserted into the license agreement.

To generate the complete license in Microsoft®
Word®, the user now presses the tab Submit at
the bottom right corner. See Box 1 for an ex-
ample of the output ( see also the Appendix to
this Handbook for a comprehensive commercial
variety license).

4. CONCLUSIONS: IMPLEMENTING
COGENCO

CoGenCo has the potential to help public insti-
tutions license plant varieties and associated intel-
lectual property more easily than before. It offers
a very flexible, pragmatic approach to drafting
licensing agreements. A test version of CoGenCo
and a preliminary user’s guide, together with the
draft license, are available to interested parties.



It will require running Microsoft® Access® on
a Windows XP or higher system. The authors
very much welcome comments and suggestions
about the software and look forward to collabo-
rating with interested parties to further develop
CoGenCo into a comprehensive and widely

available system. m
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1 See www.ipHandbook.org.

2 This means that the LICENSOR shall be the first party
to which a worldwide exclusive license is offered. Only
after the LICENSOR has refused from such a license
may the LICENSEE offer the license to others.

LICENSE TYPE NoTE

Exclusive

Nonexclusive

intellectual property.

Coexclusive

TABLE 1: OPTIONS UNDER LICENSE TYPE

Exclusive license is a promise by the licensor not to practice under the licensed
intellectual property and not to grant any further licenses.

Nonexclusive license ensures that the owner of the licensed intellectual
property shall not sue the licensee with respect to acts done within the scope
of the license. The licensor can grant several nonexclusive licenses to same

Coexclusive license is otherwise similar to the exclusive license but the
licensor retains rights to itself practice the intellectual property.
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Box 1: SAMPLE NONCOMMERCIAL VARIETY LICENSING AGREEMENT

Underlined and bolded text means that these gaps will be filled in when completing the
agreement using the software.

Italicized and bolded text means that these are one or more alternatives to be chosen
depending on the parties, the circumstances, and so forth.

Bold indicates text that may not apply to given agreement.

Effective day of month, insert year (hereafter, the EFFECTIVE DATE) full name of organization

licensing out to the other, having a principal place of business at address (hereafter
LICENSOR) and full name of organization licensing in, having a principal place of business at
address (hereafter LICENSEE) agrees as follows:

I. PARTIES

LICENSOR being
a) a not-for-profit organization with the objective to
b) a not-for-profit company in business of
¢) a for-profit entity in business of

and LICENSEE being
a) a small farmer
b) a farmer’s association
c) a for-profit entity in business of
d) a not-for-profit organization with the objective to

have agreed to (for example, commercialize and produce seeds of the variety
ccc)

LICENSOR represents that it owns the rights to
patents
plant patents
trademarks
plant varieties
trade secrets
copyrights
in respect to which it is prepared to grant
nonexclusive
exclusive
coexclusive
license to the LICENSEE.

LICENSEE, wishes to acquire a license under selected
patents
plant patents
trademarks
plant varieties
trade secrets
copyrights
K for purposes of (for example, seed production, distribution, sale, to have sold, etc.)

/
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LICENSOR and LICENSEE are hereunder commonly referred to as PARTIES.

ARTICLE 1. DEFINITIONS
In this Agreement defined terms shall have the meanings set out below:

[optional] AFFILIATE of a PARTY means any person or legal entity that is a general licensee of
such PARTY in the field of this agreement and that has a contract with such PARTY entitling it to
receive continuing technical services from the PARTY, but any such person shall be deemed to be
an affiliate only so long as it has such a contract and continues to be such a licensee.

COMMERCIAL SALES means the sales made by LICENSEE in the TERRITORY.

COOPERATIVE means an enterprise or organization jointly owned or managed by those who use
its facilities or services.

[optional] COUNTRY means a country in which the LICENSEE makes EXPORT SALES. A list of
COUNTRIES is attached as an integral part of this license agreement. Such list may be updated
in writing by the parties from time to time by mutual agreement.

[optional] EXPORT SALES means the sales made by the LICENSEE in COUNTRIES.
FARMERS’ ASSOCIATION means an organized body of farmers.

[optional] GROSS SALES means income at invoice values received for goods and services over a
given period of time.

[optional] INVENTION means the invention, which is the subject matter of patents, PVP or any
other form of Intellectual Property Protection.

INTELLECTUAL PROPERTY means the patents, copyrights, trademarks, design rights, data
protectionrights,plant variety rights and any other statutory rights forinventions,improvements,
designs, and any other intellectual property rights in any territory of the world relating to the
INVENTION.

KNOW-HOW means all information, data, results and know-how (including without limitation
reports, notebooks, drawings, papers, documents, manuals and databases) but excluding
MATERIAL.

LICENSED CROP means the crop or crops listed in Appendix |, initially derived from the plant
variety XXXX.

LICENSED KNOW-HOW means KNOW-HOW relating to the INVENTION.
LICENSED
PATENTS

PLANT PATENTS
TRADEMARKS

(CONTINUED ON NEXT PAGE)
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PLANT VARIETIES
TRADE SECRETS
means

MATERIAL means all forms of living and nonliving biological material including without
limitation, strains, clones, antiserum, plants, parts of plants, cultivars, germplasm, genetic
material, gene constructs, and microorganisms.

[optional] NET SALES means gross sales reduced by customer discounts, returns, freight out, and
allowances

[optional] NONPROFIT CORPORATION means a corporation no part of the income of which is
distributable to its members, directors, or officers. Corporation organized for other than profit-
making purposes.

[optional] NONPROFIT ORGANIZATION means an organization for purposes other than
generating profit, such as charitable, scientific, or literary organization.

[optional] PATENTS mean any and all patents (including but not limited to patents of
implementation, improvement, or addition; utility model and appearance design patents; and
inventors’ certificates; as well as divisions, reissues, continuations, renewals, and extensions of
any of these), applications for patent, and letters of patent that may issue on such applications.

[optional] UNIT OF PRODUCT EMBODYING THE INVENTION means kg of seeds of the VARIETY or
number of fruits of the VARIETY.

PRODUCTS EMBODYING THE INVENTION means for example, fruit, seed or plant parts of the
PLANT VARIETY.

PROPRIETARY GERMPLASM means Germplasm, which in the relevant TERRITORY or COUNTRIES
is the subject of intellectual property protection owned or controlled by LICENSOR.

PRODUCTION COST means combined cost of raw material and labor incurred in producing
seeds.

[optional] PVP means Plant Variety Protection; the protection of varieties as a form of exclusive
ownership and use rights determined based on distinctness, uniformity, and stability of the
Plant Material.

SAMPLES means any samples or copies of the MATERIAL distributed to third parties for testing
purposes.

SMALL FARMER means a farmer
a) owning and operating a farm smaller than the area and growing the crop on at least

(percentage) % of the area

b) having yearly sell less than $amount

[optional] SUBSIDIARY of a PARTY means any corporation over 50% of the voting stock of which
is directly or indirectly owned or controlled by such a PARTY.

TECHNOLOGY means the INVENTION, LICENSED KNOW-HOW, LICENSED MATERIAL, and
INTELLECTUAL PROPERTY.

(CONTINUED ON NEXT PAGE)
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TERRITORY means the geographic territory of name of the territory (for example, Uganda).

[optional] VARIETY means plant variety as described in relevant certificate of Plant Variety
Protection.

VARIETY NAME means the name.

ARTICLE 2. LICENSE GRANT

LICENSOR grants to LICENSEE an
a) exclusive/nonexclusive license to produce and use PRODUCTS EMBODYING THE INVENTION
worldwide/throughout the TERRITORY and offer to sell and sell worldwide/ throughout the
TERRITORY/in the COUNTRIES

and/or
b) an exclusive/nonexclusive license to produce and use worldwide/throughout the TERRITORY
but not offer to sell and sell PRODUCTS EMBODYING THE INVENTION worldwide/throughout
the TERRITORY

LICENSEE

has

has not
a right to export the PRODUCTS EMBODYING THE INVENTION to the COUNTRIES. LICENSEE

has

has not
a right to sell the PRODUCTS EMBODYING THE INVENTION to a third party exporting or aiming
to export. LICENSEE

has

has not
a right to sell the PRODUCTS EMBODYING THE INVENTION through any third party, including
any FARMER’S ASSOCIATION.

[optional] The license granted in this article is subject to a reserved nonexclusive license to
the LICENSOR to produce, use, sell, offer for sale and import the PRODUCTS EMBODYING THE
INVENTION.
ARTICLE 3. OBLIGATIONS OF THE PARTIES
[optional] 3.1. RIGHT TO SAVE SEEDS

a) There is no limit to how much seed LICENSEE may save

b) LICENSEE may save enough seed to plant his/her own farm holding

¢) LICENSEE has no right to save seeds

[optional] If a or b was selected from above then 3.1.1. RIGHT TO SELL SAVED SEEDS

a) The saved seeds may not be sold without permission of LICENSOR
b) LICENSEE may sell the saved seed

(CONTINUED ON NEXT PAGE)
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a) but only by VARIETY NAME
b) but only under the LICENSED TRADEMARK

When this agreement is terminated LICENSEE

a) may not sell the saved seeds/

b) may sell the saved seeds

a) but only by VARIETY NAME

b) but only under the LICENSED TRADEMARK

c) shall sell the seeds to the LICENSOR at the production cost

[optional] 3.1 RIGHT TO GIVE SAMPLES
[optional] The LICENSOR reserves a right to give SAMPLES to

a) any third party for (e.g. research, testing) purposes/
b) to (e.g. research) institutes to (e.g. research) purposes

3.3 RIGHT TO GRANT SUBLICENSES

a) LICENSEE has not a right to grant a sublicense to a third party/

b) LICENSEE has a right to grant a sublicense to a third party. LICENSEE has such a right only at
such times, as it is not in material default with any of its obligations to LICENSOR under this
agreement. Any such sublicense should be in writing and shall be accepted in writing by any such
third party.

The operations of such third party shall be deemed to be the operations of LICENSEE, and LICENSEE
shall account therefore and be primarily responsible for the performance by such third party of all
of its obligations hereunder.

LICENSEE shall notify LICENSOR promptly in writing of any such sublicense.

Any sublicense granted by the LICENSEE shall be deemed to terminate upon termination of this
Agreement terminates.

3.4. ADVERTISING, MARKETING AND PROMOTION COSTS

LICENSEE shall bear all costs associated with the advertising, marketing, and promotion of
MATERIAL and TECHNOGIY covered by this license. [optional] LICENSEE shall make reasonable
efforts to share with LICENSOR details of such campaigns in advance of release.

3.5. GOVERNMENT AND REGULATORY APPROVALS

LICENSEE shall be responsible for adhering to all laws and regulations and for obtaining and
complying with all government and regulatory approvals, licenses, clearances and consents
pertinent to or required to cover its activities under this agreement.

[optional] 3.5. PLANT VARIETY PROTECTION

LICENSOR shall bear all the costs of seeking PLANT VARIETY PROTECTION in TERRITORY and/or

(CONTINUED ON NEXT PAGE)
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COUNTRIES when it is mutually agreed that the potential markets justify such costs.
3.6. INDEPENDENT ENTITIES

Each PARTY is acting as an independent entity. Nothing in this Agreement shall be construed
so as to constitute a partnership or joint venture of any kind between the PARTIES hereto. This
document merely serves to license MATERIAL and TECHNOLOGY from LICENSOR TO LICENSEE.

ARTICLE 4. ROYALTIES
4.1. RATE OF ROYALTIES

a) LICENSEE shall pay royalties to LICENSOR from COMMERCIAL SALES at the rate of number %
of a) the gross sales/ b) net sales of the PRODUCT EMBODYING THE INVENTION and/or

b) LICENSEE shall pay royalties to LICENSOR from EXPORT SALES at the rate of number% of a)
the gross sales/ b) net sales of the PRODUCT EMBODYING THE INVENTION and/or

¢) LICENSEE shall pay royalties to the LICENSOR from COMMERCIAL SALES at the rate of US$
the amount per UNIT of a) PRODUCT EMBODYING THE INVENTION sold/ 2) PRODUCT
EMBODYING THE INVENTION produced

d) LICENSEE shall pay royalties to the LICENSOR from EXPORT SALES at the rate of US$ the
amount per UNIT of 1) PRODUCT EMBODYING THE INVENTION sold/ 2) PRODUCT EMBODYIN
THE INVENTION produced.

[optional] In case the royalties paid do not aggregate a minimum of the sum US$ dollars for
the year ending December 31, the year, and for each succeeding calendar year during the
life of this agreement, LICENSEE will pay to LICENSOR, within thirty (30) days of the end
of such year, the difference between the royalties actually paid under this Agreement for
such year and such minimum sum.

4.2.REPORTING

a) LICENSEE agrees to a) report/ b) make written report to LICENSOR
i.) once a year
ii) twice a year during the life of this Agreement stating in each such report the number and
description of
a. net
b. gross sales of each PRODUCT EMBODYING THE INVENTION sold or otherwise disposed
of during the preceding
i. 12 months
ii. 6 months
b) LICENSEE agrees to report to LICENSOR once a year during the life of this Agreement the
amount of UNITS of PRODUCTS EMBODYING THE INVENTION a) produced/b) sold.

LICENSEE agrees to make a written report to LICENSOR within thirty (30) days after the date of
termination of this Agreement stating in such report the number and description
a) of net/gross sales of each PRODUCT EMBODYING THE INVENTION sold or otherwise
disposed
b) amount of UNITS of PRODUCTS EMBODYING THE INVENTION
¢) amount of UNITS of PRODUCTS EMBODYING THE INVENTION produced
and on which royalty is payable hereunder but that were not previously reported to
LICENSOR.

(CONTINUED ON NEXT PAGE)
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4.4. RECORD KEEPING

LICENSEE agrees to keep records showing the sales or other dispositions of the PRODUCTS
EMBODYING THE INVENTION in sufficient details and further agrees to permit its books and
record to be examined from time to time to the extent necessary to verify the reports provided
above. Any costs of the examination of the books are due to the LICENSOR.

4.5 TERMINATION OF OBLIGATION TO PAY ROYALTIES
The obligation to pay royalties shall terminate when this Agreement terminates.
[optional] ARTICLE 5._

The PRODUCTS EMBODYING THE INVENTION and aimed to COMMERCIAL SALES or EXPORT
SALES shall be

a) of high quality which is at least equal to comparable products produced and marketed by
LICENSEE and in conformity with a standard SAMPLE approved by LICENSOR/

b) of the quality of certified seeds/

c) shall have germination percentage of at least ___ (%)

If the quality of such PRODUCTS EMBODYING THE INVENTION falls below such quality as
previously approved by LICENSOR, LICENSEE shall use its best efforts to restore such a quality.
In the event that LICENSEE has not taken appropriate steps to restore such a quality within
number days after notification by LICENSOR, LICENSOR shall have the right to terminate this
Agreement.

Before selling PRODUCTS EMBODYING THE INVENTION, LICENSEE shall submit to LICENSOR, at
no cost to LICENSOR and for approval as to quality, number sets of samples of the PRODUCTS
EMBODYING THE INVENTION, which LICENSEE intends to sell and one (1) complete set of all
promotional and advertising material associated therewith. Failure of LICENSOR to approve
such samples within number working days after receipt hereof will be deemed approval. If
LICENSOR should disapprove any SAMPLE, it shall provide specific reasons for such disapproval.
Once such SAMPLES have been approved by LICENSOR, LICENSEE shall not materially depart
therefrom without LICENSOR’s prior express written consent that shall not be unreasonably
withheld.

The LICENSEE agrees to permit LICENSOR or its representatives to inspect the facilities where
the PRODUCTS EMBODYING THE INVENTION are being produced

and/

or
packaged.

[optional] ARTICLE 6. INVENTIONS

6.1. NOTIFICATION OF INVENTIONS, IMPROVEMENTS, OR DISCOVERIES

If during the term of this Agreement LICENSEE generates any INVENTION, improvement, or
discovery that improves the MATERIAL or TECHNOLOGY, it shall notify LICENSOR immediately
and the PARTIES shall meet to discuss the ownership and patenting of the NEW MATERIAL,

TECHNOLOGY, or INVENTION, and if appropriate the TERRITORY and COUNTRIES in which such
patent protection should be sought. Should such MATERIAL, TECHNOLOGY, or INVENTION be

(CONTINUED ON NEXT PAGE)
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patentable LICENSOR will be granted a royalty-free worldwide nonexclusive commercial license
thereunder including the right to sublicense for all applications and a first option' to negotiate
worldwide exclusive access or all uses.

6.2. LICENSEE’S RIGHTS TO NEW INTELLECTUAL PROPERTY

In any event LICENSEE shall retain royalty bearing nonexclusive licenses for use

a) in the TERRITORY

b) in country

of any such intellectual property generated by LICENSEE arising during the term of this
Agreement.

[optional] 6.3. LICENSEE’S OBLIGATIONS

LICENSEE shall not make or permit to be made by any employee, appointee, agent contractor, or
otherwise any publication or results, or data arising under or in connection with this Agreement,
nor disclose the existence or content of this Agreement without the prior written consent of
LICENSOR.

ARTICLE 7. CONFIDENTIAL INFORMATION

Any information provided under this Agreement to LICENSEE, which LICENSOR considers
confidential, will be provided in a written or oral form or in the form of a sample. LICENSEE agrees
that it will treat such information and material confidential and will not divulge or provide such
information and material to any third party. LICENSEE further agrees that it will not make any
use of such information or material except as required or authorized by LICENSOR.

ARTICLE 8. TERMINATION OF THE AGREEMENT

[optional] In case royalties paid through December 31, year or any subsequent full calendar year
do not equal or exceed minimum of amount in letters dollars $amount in numbers. LICENSOR
may at its option terminate this Agreement and the license granted to LICENSEE by thirty (30)
days’notice in writing to LICENSEE. Such termination shall not release LICENSEE from any liability
or obligations to LICENSOR, which occurred on or prior to the date of such termination.

This Agreement may be terminated by either PARTY upon written notice to the other PARTY
specifying a material breach by the other party of the provisions thereof. The nonbreaching
PARTY may terminate this Agreement in the event the specified breach has not been cured
within sixty (60) days after the written notice.

Unless earlier terminated, this agreement shall extend for number of years) years from the date
of execution of this agreement.
ARTICLE 9. LIABILITIES

LICENSOR shall in no event be liable for damages, whether direct or otherwise, arising out of the
use by LICENSEE or any third party of information or materials supplied hereunder.

In no event shall LICENSOR be liable for lost or prospective profits or special or consequential
damages, whether or not LICENSOR has been advised of the possibility of the damages, nor for

(CONTINUED ON NEXT PAGE)
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any claim by a third party against LICENSEE.

LICENSOR warrants that it is the sole owner of the (describe the IP) and that it has the right to
grant licenses.

ARTICLE 10. APPLICABLE LAW

This agreement shall be governed by and construed according to the laws of country or state.

ARTICLE 1. VALIDITY

If any of the provisions of this Agreement are held to be invalid or unenforceable, the PARTIES
will attempt to replace them with new provisions, which have the same force and effect and the
remaining provisions shall not be affected.

ARTICLE 12. DISPUTE RESOLUTION

In the event a dispute shall arise between the PARTIES to this Agreement, the PARTIES agree to
participate in at least four (4) hours mediation in accordance with the mediation rules of
.The PARTIES agree to share equally the costs of the mediation. In case the PARTIES are
unable to resolve the dispute in mediation they agree to submit the dispute to
a) final and binding arbitration under the arbitration rules of , [optional] and the
judgment upon the award rendered by the Arbitrator(s) may be entered into any court
having judgment thereof. The PARTIES agree to share equally the costs of the arbitration.
b) court decision

IN WITNESS WHEREOF, the PARTIES hereto have caused this Agreement to be executed by their
duly authorized representatives as of the dates below.

For Date

For Date

a Thismeans that the LICENSOR shall be the first party to which a worldwide exclusive license is offered.
Only after the LICENSOR has refused from such a license may the LICENSEE offer the license to others.

N
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CHAPTER 11.5

Trade Secrets and Trade-Secret Licensing

KARL F.JORDA, David Rines Professor of Intellectual Property Law and Industrial Innovation and Director,
Kenneth J. Germeshausen Center for the Law of Innovation and Entrepreneurship, Franklin Pierce Law Center, U.S.A.

ABSTRACT

Exploiting the overlap between intellectual property (IP)
categories, especially between patents and trade secrets,
is an important facet of IP management. Patents (which
require full disclosure) and trade secrets (which are kept
confidential) are not incompatible. On the contrary, they
can complement one another: patents protect inventions
and trade secrets protect collateral know-how. Using patent
and trade-secret protection together in a synergistic man-
ner results in a potent exclusivity. Moreover, as licensing has
become the preferred instrument for technology transfer,
most technology licenses are hybrids, covering both pat-
ents and trade secrets. This situation has evolved because
licenses that cover patents but do not allow access to col-
lateral know-how usually do not permit patented technol-
ogy to become commercialized. Despite the ease of obtain-
ing trade-secret protection—immediate efficacy and low
cost—this type of IP protection is too often neglected.

1. INTRODUCTION
‘The term trade secret refers to information that is
maintained in secrecy and has commercial val-
ue. World Trade Organization (WTO) treaties
(General Agreement on Trade and Tariffs [GATT]
and the Agreement on Trade-Related Aspects of
Intellectual Property Rights [TRIPS]), which have
150 nation-signatories, protect trade secrets. The
following is an excerpt, addressing the concept of
trade secrets, from the TRIPS Agreement:
Natural and legal persons shall have the pos-
sibility of preventing information lawfully
within their control from being disclosed to,

acquired by, or used by others without their
consent in a manner contrary to honest com-
mercial practices so long as such information:

(a) is secret in the sense that it is not, as a body or
in the precise configuration and assembly of its
components, generally known among or read-
ily accessible to persons within the circles that
normally deal with the kind of information
in question;

(b) has commercial value because it is secret; and

(c) has been subject to reasonable steps under the
circumstances, by the person lawfully in con-
trol of the information, to keep it secret.!

If national legislation is not already in com-
pliance, all WTO countries must adopt this trea-
ty provision. Although the provision eschews the
actual term trade secret, it certainly refers to what
are commonly known as trade secrets and follows
the definition of the American Uniform Trade
Secrets Act (UTSA) of 1985, cited below (section
2). The language of the North American Free
Trade Agreement (NAFTA), binding upon the
Canada, Mexico, and the United States also con-
forms closely with the definitions in the UTSA.

2. DEFINING TRADE SECRET
The UTSA, now in force in 45 U.S. states, defines

trade secret as follows:

Jorda KF. 2007. Trade Secrets and Trade-Secret Licensing. In Intellectual Property Management in Health and Agricultural
Innovation: A Handbook of Best Practices (eds. A Krattiger,RT Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K.,and PIPRA: Davis,

U.S.A. Available online at www.ipHandbook.org.
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A trade secret is any information, includ-
ing a formula, pattern, compilation, device,
method, technique, or process, that: (i) de-
rives independent economic value, actual or
potential, from not being generally known to,
and not being readily ascertainable by proper
means by, other persons who can obtain eco-
nomic value from its disclosure or use, and (ii)
is the subject of efforts that are reasonable un-
der the circumstances to maintain its secrecy.”

The most widely used definition, from 1929,
of trade secret is found in the Restatement of
Torts.? It reads:

A trade secret may consist of any formula, pat-
tern, device or compilation of information
which is used in one’s business, and which gives
him [or her] an opportunity to obtain an ad-
vantage over competitors who do not know or
use it. It may be a formula for a chemical com-
pound, a process of manufacturing, treating or
preserving materials, a pattern for a machine

or other device, or a list of customers.*

In applying this 1929 definition to determine
whether trade secrets exist, courts have relied on
the following criteria:

* extent to which the information is known
outside of the business

* extent to which it is known by employees
and others involved in the business

* measures taken to guard the secrecy of the
information

* value of the information to the business
and to competitors

* amount of effort or money expended in de-
veloping the information

¢ case or difficulty with which the informa-
tion could be properly acquired or dupli-
cated by others

The most recent and, in this author’s view,
the broadest and best definition of trade secret
is set forth in Restatement (Third) of Unfair
Competition:’

A trade secret is any information that can be
used in the operation of a business or other
enterprise and that is sufficiently valuable and
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secret to afford an actual or potential econom-
ic advantage over others.

This definition most likely will eventually
replace the earlier definitions. As of 1996, the
Economic Espionage Act (EEA), a federal crimi-
nal trade-secret statute, includes the following
definition:

(A) The term trade secret means all forms and types
of financial, business, scientific, technical, eco-
nomic, or engineering information, including
patterns, plans, compilations, program de-
vices, formulas, designs, prototypes, methods,
techniques, processes, procedures, programs,
or codes, whether tangible or intangible, and
whether or how stored, compiled, or memo-
rialized physically, electronically, graphically,
photographically, or in writing if —

(B) the owner thereof has taken reasonable mea-
sures to keep such information secret; and the
information derives independent economic
value, actual or potential, from not being gen-
erally known to, and not being readily ascer-
tainable through proper means by, the public.

3. WHAT IS AND WHAT IS
NOT A TRADE SECRET
The definitions included above provide a fairly
clear picture of what constitutes a trade secret.
At the most basic level, a trade secret is simply
information and knowledge. More specifically, it
is any proprietary technical or business informa-
tion, often embodied in inventions, know-how;,
and show-how. The definitions roughly agree on
three requirements that must be met for enforce-
able trade secrets to exist. The proprietary infor-
mation must be:
1. secret, in the sense that it is not generally
known in the trade
2. valuable to competitors that do not possess
it
3. the subject of reasonable efforts to safe-
guard and maintain it in secrecy

There are critical limitations on trade secrets
and pitfalls in trade-secret enforcement and liti-
gation. The requirement to maintain secrecy is a



frequent pitfall. Moreover, any information that
is readily ascertainable, or is derived from the per-
sonal skills of employees, cannot be considered an
enforceable trade secret.

Trade secret protection applies not just to
manufacturing processes, early stage inventions,
and subpatentable innovations, as is sometimes
believed. Patentable inventions can be considered
trade secrets; this was made clear in the Supreme
Court decision in Kewanee Oil v. Bicron, which
recognized trade secrets as perfectly viable alter-
natives to patents.® In holding that state trade-
secret law is not preempted by the federal patent
law, the court tellingly held:

Certainly the patent policy of encouraging
invention is not disturbed by the existence
of another form of incentive to invention. In
this respect, the two systems are not and never
would be in conflict... . Trade secret law and
patent law have coexisted in this country for
over one hundred years. Each has its particu-
lar role to play, and the operation of one does
not take away from the need for the other. .. .
We conclude that the extension of trade-secret
protection (even) to clearly patentable inven-
tions does not conflict with the patent policy
of disclosure.

Since the essence of the patent system is the
public disclosure of inventions, it is sometimes sug-
gested that keeping inventions secret is wrong. This
is a serious misconception. The decision in Dunlop
Holdings v. Ram Golf made clear that the public
benefits from trade secrets. Trade secrets generally
do not suppress economic activity, because em-
ployees, suppliers, licensees, and others are given
access to the necessary information.” Additionally,
given the high incidence of employee mobility and
inadvertent or deliberate leakage, many trade se-
crets dissipate within a few years. Possible reverse
engineering and analysis of products are additional
ways that trade secrets may dissipate or become
compromised. In other words, trade secrets are se-
cret only in a limited legal sense.

Contrary to conventional wisdom, trade-se-
cret protection can be used in conjunction with
patents to protect the tremendous volume of as-
sociated know-how that exists for any patentable

invention but that cannot be disclosed in a patent

specification.

Itis useful, also, to specify the use of the terms
know-how and trade secret. While the key require-
ment of a trade secret is secrecy, know-how does
not necessarily require or imply secrecy, as can be
seen from the following definitions:

* the knowledge and skill required to do
something correctly.®

* information that enables one to accomplish
a particular task or to operate a particular
device or process.’

* knowledge and experience of a technical,
commercial, administrative, financial or
other nature, which is practically applica-
ble in the operation of an enterprise or the
practice of a profession.'

Know-how is not protectable as an IP right.
Know-how acquires trade-secret status only if it is
secret and has economic value and if measures are
in place to secure its secrecy. Know-how is intel-
lectual property, however, and is protected if it
qualifies as a trade secret. Since we do not speak
of “invention and patent licenses,” it is likewise
inappropriate to refer to “know-how and trade-
secret licenses.”

4. HISTORY OF TRADE SECRETS

Trade secret law is the oldest form of IP pro-
tection. In ancient Rome, trade secret laws es-
tablished legal consequences for a person who
induced another’s employee (or slave) to divulge
secrets relating to the master’s commercial af-
fairs. Trade secrecy was practiced extensively in
Medieval European guilds. Modern trade-secret
law, however, evolved in the early 19th centu-
ry, in England, in response to the growing ac-
cumulation of technology and know-how and
the increased mobility of employees. In 1868, a
Massachusetts court held, in Peabody v. Norfolk,
that a secret manufacturing process was consid-
ered property, and was protectable against mis-
appropriation, and that a secrecy obligation for
an employee outlasted the term of employment.
The decision also held that a trade secret can be
disclosed confidentially to others who need to
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practice it, and that a recipient can be enjoined
from using a misappropriated trade secret. Peabody
v. Norfolk clearly anticipated the main features of
our present trade-secret system, and by the end of
the 19th century the principal aspects of contem-
porary law were well established. !

5. IMPORTANCE OF TRADE SECRETS

Trade secrets are the crown jewels of corporations.
Indeed, trade secrets are now even more relevant
than they were a few decades ago as a tool for
protecting innovation, and the stakes involved in
their protection are getting higher. Injunctions
are now a greater threat in trade-secret misappro-
priation cases than only a decade ago, and dam-
age awards have been in the hundreds of millions
of U.S. dollars in recent years. In a recent trial in
Orlando, Florida, two businessmen were seeking
US$1.4 billion in damages from the Walt Disney
Company, accusing them of stealing trade secrets
for use in a Walt Disney World sports complex.
The jury awarded the businessmen US$240 mil-
lion.” In another recent case, Cargill, Inc. was
found to have misappropriated genetic-corn-
seed trade secrets belonging to then Pioneer Hi-
Bred International, Inc., and was forced to pay
US$300 million. In another instance, Lexar won
US$465.4 million in damages from Toshiba for
misappropriation of controller technology that
enabled a memory chip to communicate with its
host device."

Mark Halligan recently proclaimed, “7rade
secrets are the IP of the new millennium and can
no longer be treated as a stepchild.” James Pooley
concurred, “Forget patents, trademarks and copy-
rights ... trade secrets could be your companys most
important and valuable assets.”"* Henry Perritt!
said trade secrets are “the oldest form of IP protec-
tion,” and that, “patent law was developed as a way
of protecting trade secrets without requiring them
to be kept secret and thereby discouraging wider use
of useful information.” This interpretation makes
patents a supplement to trade secrets, rather than
the other way around.

In fact, according to a 2003 survey on strate-
gic IP management sponsored by the Intellectual
Property Owners Association (IPO), patents are
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rarely viewed as an IP panacea, but rather as a
supplement to other forms of IP protection.'
Patents have limits, such as early publication,
invent-around feasibility, and strict patentabil-
ity requirements. Survey respondents did rate
proprietary technology highly as a key source of
competitive advantage, and a large majority of
respondents (88%) cited skills and knowledge as
the most important intellectual assets. Trade se-
crets are therefore directly implicated in the pro-
tection of proprietary skills and knowledge.

Moreover, patents are only the tips of ice-
bergs in an ocean of trade secrets. Over 90% of all
new technology is covered by trade secrets. And
over 80% of all license and technology transfer
agreements cover proprietary know-how (trade
secrets) or are hybrid agreements covering both
patents and trade secrets. Bob Sherwood, an in-
ternational IP consultant, calls trade secrets the
“workhorse[s] of technology transfer.”

Finally, and very importantly, trade-secret
protection operates without delay and without
undue cost, while patents are territorial, expen-
sive to obtain, and can be acquired only in certain
countries.

6. TRADE SECRET CHARACTERISTICS

From the above trade-secret definitions, we can
understand the following salient characteristics
of trade secrets and how they differ substantially
from other types of IP rights.

For trade secrets, there is no subject matter
or term limitation, registration or tangibility re-
quirement. Furthermore, there is no strict nov-
elty requirement, and trade-secret protection ob-
tains as long as the subject matter is not generally
known or available.

What does matter is secrecy—that the infor-
mation is not known by outsiders. And main-
taining secrecy requires reasonable affirmative
measures to safeguard it. Such measures might
include:

* stipulating in writing a trade-secret policy

* informing employees of the trade-secret
policy

* having employees sign employment agree-
ments with confidentiality obligations



* restricting access to trade-secrets (on a
need-to-know basis)

* restricting public accessibility and escorting
visitors

* locking gates and cabinets to sites that
house trade secrets

* labeling trade-secret documents as propri-
etary and confidential

* screening the speeches and publications of
employees

* using secrecy contracts in dealing with third
parties

* conducting exit interviews with departing
employees

It is important to consider that while suf-
ficient economic value or competitive advan-
tage is significant, the proper touchstone for a
trade secret is not actual use but only value to
the owner. This means that negative R&D re-
sults can give a competitive advantage (just as
positive results can), in that the owner of the
information has a greater knowledge of what
are, and what are not, feasible and/or viable
options for further commercialization. If com-
petitors become privy to what is not feasible,
by sidestepping known blind alleys, their R&D
activities can accelerate, and any strategic or
competitive advantage originally held by the
owner will diminish.

Finally, the misappropriation of trade secrets
is actionable if the secrets were acquired improp-
erly, if a trade secret that was acquired improperly
is either used or disclosed, or if an individual vio-
lates a duty to maintain confidentiality. A trade
secret is acquired by improper means if it was ob-
tained through theft, bribery, misrepresentation,
breach or inducement of a breach of a duty to
maintain secrecy, or through espionage, includ-
ing electronic espionage. Remedies for misappro-
priation of trade secrets include actual and pu-
nitive damages, profits, reasonable royalties, and
injunctions. The proper means of acquiring a trade
secret (which do not support a claim for misap-
propriation) include independent discovery, re-
verse engineering, chemical analysis, or discovery
from observing what has been allowed to enter
the public domain.

7. INTEGRATION OF IP RIGHTS

Literature and presentations on IP strategies, IP
valuation, and other IP topics almost always ad-
dress patents and patent portfolios. This focus
on patents, however, overlooks the fact that legal
protection of innovations of any kind, especially
in high-tech fields, requires the use of more than
one IP category. This overlap assures dual or mul-
tiple protections.

Jay Dratler, in his Intellectual Property Law:
Commercial, Creative, and Industrial Property,
was the first to “tie all the fields of IP together.”
According to Dratler, IP rights, formerly frag-
mented by specialties, are now a “seamless web”
due to progress in technology and commerce."”
Six years later in 1997, the authors of Intellectual
Property in the New Technological Age also stressed
the need to “awvoid the fragmented coverage ... by
approaching IP as a unified whole” and by concen-
trating on the “interaction between different types
of IP rights.”"® Today, we have a unified theory of
IP management, a single field of law with sub-
sets, and a significant overlap between IP fields.
Several IP rights are available for the same IP or
for different aspects of the same IP. Not taking
advantage of the overlap misses opportunities,
and, according to Dratler, amounts to a kind of
“malpractice.”

Especially for high-tech products, trade-
marks and copyrights can supplement patents,
trade secrets, and mask works (“blueprints” used
in the R&D and production of semiconductor
chips). One IP category, often patents, may be
the “center of gravity” in certain instances. Other
IP rights categories are then supplemental but
equally valuable. The supplemental forms of IP
may function to:

* cover additional subject matter

* strengthen exclusivity

* invoke additional remedies in litigation

* provide a backup if a primary IP right be-
comes invalid, thus providing synergy and
optimal legal protection

Dratler provides the following examples:
a) Multiple protection for a data processing
system can involve:
* patented hardware and software
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* patented computer architecture on cir-
cuit designs

* trade-secret production processes

* copyrighted microcode

* copyrighted operating system

* copyrighted instruction manual

* semiconductor chips protected as mask
works

* consoles or keyboards protected by de-
sign patents, or as trade dress under
trademark principles

* trademark registration

b) Multiple protection for a diagnostic kit in-

volving monoclonal antibodies:

* product patent on the test kit

* process patent on the preparation of the
antibodies

* trade secrecy for production know-how

* copyright for test kit’s instructions

* trademark

Even these examples are somewhat limited,
because trade secrets can protect not only know-
how and processes, but also large amounts of col-
lateral data, information, and other know-how
that are not found in patent specifications.

Other valuable examples:

¢) Multiple protection of aesthetic designs:
* patent
* copyright for separable features
* trademark for nonfunctional features
* trade dress for overall appearance
* utility patent for functional features
* trade secrets for collateral and collateral
know-how and data
d) Multiple protection for plants and plant
parts:
* plant patents
¢ plant variety protection (PVP)
certificates
* utility patents
* trade secrets"’

To encapsulate the IP integration concept,
numerous practitioners recommend to clients to
do the following:

* exploit the overlap
* develop a fall-back position
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* create a web of rights

* build an IP estate

* build a “wall”

* overprotect (multiple layers of IP rights
protection)

* lay a “minefield”

The most important IP management and
technology licensing strategy is to exploit the
overlap between patents and trade secrets.

8. INITIAL PATENT/TRADE-SECRET

EVALUATION
IP management always requires deciding during
development between seeking patent protection
and maintaining trade secrecy. The Initial Patent/
Trade Secret Evaluation Questionnaire (Box 1) can
be used to facilitate the decision and to help deter-
mine the center of gravity (often patents for prod-
ucts and trade secrets for processes).”’ To avoid the
implications of the term invention and to cover the
wide variety of innovations that may be addressed
by this questionnaire, the term development is used
generically.

The 11 questions are arranged by function,
not importance, and roughly correspond to mar-
keting (questions 1-4), technical (questions 5—
8), and legal (questions 9-11) categories. Each
question should be answered on a scale from 1
to 10. The responses are then totaled. With the
current number of questions, the total would
range from 11 to 110. If the sum approaches the
higher end of the scale (above 75), trade-secret
protection would seem favorable; a sum at the
lower end (below 45) would suggest that pat-
ent protection would be more advantageous. At
times, values in the middle range (45-75) will
result. Such a score suggests that it doesn't re-
ally matter which approach is followed initially.
For example, trade-secret protection might be
appropriate for manufacturing-process tech-
nology, which competitors might find easier to
re-create; patents make sense for products that
can be analyzed or reverse engineered. However,
there need be no prejudice about resorting to
the other strategy to protect collateral aspects
and improvements.
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Box 1: INITIAL PATENT/TRADE SECRET EVALUATION QUESTIONNAIRE

1) Is the development likely to be a commercial product or the subject of licensing?

1 2 3 4 5 6 7 8 9 10
Likely Unlikely
2) How much of a competitive advantage would be provided if the company maximized
exclusivity?
1 2 3 4 5 6 7 8 9 10
Very Great Very Little
3) How much of a competitive disadvantage would it be if a competitor obtained exclusivity?
1 2 3 4 5 6 7 8 9 10
Very Great Very Little
4) Is it likely the commercial significance of the development would be limited in time?
1 2 3 4 5 6 7 8 9 10
Yes-Limited No
5) Is it likely one could develop alternatives (“design around”)?
1 2 3 4 5 6 7 8 9 10
Unlikely Likely

6) Can the nature of development be ascertained from commercial product (could the
product be “reverse engineered”)?
1 2 3 4 5 6 7 8 9 10
Likely Unlikely

7) Would disclosure of this development require or permit access to other, unprotectable
information?

1 2 3 4 5 6 7 8 9 10

No Yes
8) Is it likely others will independently arrive at the same development?

1 2 3 4 5 6 7 8 9 10

Likely Unlikely
9) If a patent was obtained, what are the chances of validity being upheld by a court?

1 2 3 4 5 6 7 8 9 10

High Low

10) Is it likely that dissemination of the development from within the company would be
difficult to control?

1 2 3 4 5 6 7 8 9 10

Yes-Difficult Not Difficult
11) Would it be difficult to determine if competitors are using the development?

1 2 3 4 5 6 7 8 9 10

Not Difficult Difficult
Total Score

~

/
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To obtain the most-accurate results from the
questionnaire, the following considerations for
each question will be helpful in interpreting the
survey responses.

Question 1. If the development is likely to
be commercialized or licensed, patent protection
would seem preferable to trade-secret protec-
tion. There might be some exceptions (such as
the Coca-Cola® situation), but presumably these
would be limited to situations where the nature
of the product could not be easily ascertained by
reverse engineering (see Question 6).

Note that Question 1 pertains to commercial-
ization of the development itself. Thus the mere
use of a process to produce a commercial prod-
uct is not commercialization of the process (see
Question 4, about commercial significance). The
desirability of patenting the process itself would
depend on the answers to Questions 2—11.

Question 2. Here the aim is to ascertain
whether exclusivity on the development would
be meaningful commercially. A development of
marginal commercial importance might be better
kept as a trade secret. One that provided a signifi-
cant commercial edge, however, probably should
be patented.

Question 3. This addresses the opposite of
the issue in Question 2, namely the defensive
value of a patent publication. Hence, while the
development may be of minimum commer-
cial advantage to the company, thereby favoring
trade secrets, a patent (or publication) should be
considered if a competitor’s exclusivity would be
disadvantageous.

Question 4. This is a difficult question. Some
writers have suggested that a product with a short
commercial life favors a patenting approach, while
a long life favors trade secrets. In this author’s
view, life span is not a particularly useful crite-
rion since it depends on factors unrelated to the
development itself. Estimating the future lifespan
for a product under development may also be a
highly subjective matter. In some circumstances
this question might not have to be considered.

Question 5. The ability to design around an
invention is a function of the nature of the patent
protection. If a claim is easily avoided, its value
is considerably reduced. The destructive effect of
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trade-secret protection by publication is therefore
unchanged, and the relative value of the trade-
secret option is higher (because of the decreased
value of patent protection).

Question 6. Counterbalancing Question five
is the issue of whether, if the trade-secret route
is chosen, a competitor will nevertheless be able
to ascertain the nature of the development from
the product. If competitors can reasonably easily
ascertain the nature of the product, patent pro-
tection would be favored.

Question 7. The issue of disclosure is often
overlooked. For example, the required disclosure
of a culture collection-deposit number could pro-
vide competitors with access to the culture itself,
and this access might greatly outweigh the value
of patent protection. The impact of a disclosure
of an unclaimed or intermediate process might
also have a bearing on whether the final product
should be patented.

Question 8. In many cases, evaluating
whether others could arrive at the same develop-
ment independently could be extremely difficult.
If, however, it is known that others are working
in the field, it would seem quite possible that they
could arrive at the same development and patent
it first. Consequently, one might eventually be
excluded from using the product if patent protec-
tion is not sought.

Question 9. Even though patent protection
might be indicated for other reasons, this could
be counterbalanced by the fact that any coverage
eventually obtained would be weak. A weak pat-
ent, ignored by competitors and for which the
company is unwilling to sue, is as good as no pat-
ent. In fact, it may be worse, since the opportu-
nity for trade-secret protection would have been
irrevocably lost through publication.

Question 10. Ideally, the dissemination of
information from within the company can be
controlled. If not, however, a trade secret might
be lost. If this risk exists, for example when nu-
merous employees, visitors, and suppliers have
access to the development, patent protection is
more attractive. The same question arises with
scientific publications.

Question 11. This question is related to
question nine but goes to the issue of inherent



enforceability rather than patent strength. If
detecting infringement would be extremely dif-
ficult, the ultimate value of a patent would be
reduced. Such reduced value must be weighed
against the cost of the loss of trade-secret pro-
tection caused by patent publication. If the pat-
ent rights cannot be effectively enforced, then
what ensues may become a de facto release of a
trade secret.

9. THE PATENT/TRADE SECRET INTERFACE
Trade secrets are the first line of defense, but they
not only come before patents but can go with
patents and even follow patents (see sections 11
and 12, below). Moreover, as a practical matter,
licenses under patents without access to associ-
ated or collateral know-how are often not enough
for taking advantage of the patented technology
commercially. This is because patents rarely dis-
close the ultimate scaled-up commercial embodi-
ments. Data and know-how, therefore, are im-
mensely important. In this regard, consider the
following persuasive comments:

* In many cases, particularly in chemical tech-
nology, the know-how is the most important
part of a technology transfer agreement.*'

* Acquire not just the patents but the rights to
the know-how. Access to experts and records,
lab notebooks, and reports on pilot-scale op-
erations, including data on markets and po-
tential users of the technology are crucial.*

e It is common practice in industry to seck and
obtain patents on that part of a technology
that is amenable to patent protection, while
maintaining related technological data and
other information in confidence. Some regard
a patent as little more than an advertisement
for the sale of accompanying know-how.*

* [In technology licensing] related patent rights
generally are mentioned late in the discussion
and are perceived to have ‘insignificant’ value
relative to the know-how.*

* Trade secrets are a component of almost ev-
ery technology license... [and] can increase
the value of a license up to three to ten times
the value of the deal if no trade secrets are
involved.”

A very striking case about the importance
of proprietary know-how comes from Brazil.
Brazilian officials learned a quick and startling
lesson when they decided, some years ago, to
translate important patents that issued in devel-
oped countries into Portuguese for the benefit of
Brazilian industry. They believed that this was all
that was necessary to enable their industries to
practice these foreign inventions without paying
royalties for licenses. Needless to say, without
access to the necessary know-how, this scheme
was an utter failure. This oversight is somewhat
surprising, since Brazil, following the amazing
progress and successes of the Asian tigers, had
years earlier begun a project of importing tech-
nology (including know-how) from developed
countries to be adapted and improved for local
needs. They expected that the cost of import-
ing the technology would be money well spent.
And, in fact, importing the technologies led not
only to exports of improved products, but also
to exports of the resulting improved technology
to developing countries in Africa, the Middle
East, and the rest of Latin America. Such an im-
portation/exportation policy is termed reverse
technology transfer.?®

To reiterate, patents and trade secrets are
not mutually exclusive but actually highly
complementary and mutually reinforcing. This
is partly why the U.S. Supreme Court has rec-
ognized trade secrets as perfectly viable alter-
natives to patents: “7he extension of trade-secret
protection to clearly patentable inventions does
not conflict with the patent policy of disclosure.”
Interestingly, in his concurring opinion in the
Kewanee Oil*® decision, Justice Marshall was
“persuaded” that “Congress, in enacting the patent
laws, intended merely to offer inventors a limited
monopoly [sic] in exchange for disclosure of their
inventions [rather than] to exert pressure on inven-
tors to enter into this exchange by withdrawing any
alternative possibility of legal protection for their
inventions.” Thus, it is clear that patents and
trade secrets can not only coexist but are also in
harmony with each other. “/T/rade-secret/patent
coexistence is well-established, and the two are in
harmony because they serve different economic and
ethical functions.”
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In fact, patents and trade secrets are inextri-
cably intertwined, because the bulk of R&D data
and results, and of associated collateral know-how
for any commercially important innovation, can-
not, and need not, be included in a patent appli-
cation. Such information deserves, and requires,
the protection that trade secrets can provide. In
the past, and sometimes still today, if trade-secret
maintenance is contemplated (for example, for a
manufacturing process technology) the question
is always phrased as a choice between patents and
trade secrets. For example, titles of articles dis-
cussing the matter read, “Trade Secret vs. Patent
Protection”; “To Patent or Not to Patent?”; “Trade
Secret or Patent?”; and “To Patent or to Padlock?”
This perspective imagines that patents and trade
secrets are substantially different in terms of dura-
tion and scope of protection and have clearly per-
ceivable advantages and disadvantages. However,
as this chapter has demonstrated, the perceived
differences are illusory. The life of a patent is
roughly 20 years from filing, and an average trade
secret may last but a few years. Nor do they differ
in regard to the scope of protection, since virtu-
ally everything produced with human ingenuity
is potentially patentable. And while a patent pro-
tects against independent discovery and a trade
secret does not, a patent can lead competitors to
attempt to design or invent around it. A properly
guarded and secured trade secret, however, may
withstand attempts to crack it.

10. HOW PATENTS AND TRADE
SECRETS ARE COMPLEMENTARY

It is unnecessary and, in fact, shortsighted to
choose one IP strategy over another. Indeed, the
question is not so much whether to patent or to
padlock, but rather what to patent and what to
keep a trade secret. Of course, it may be best to
both patent and padlock, thus integrating patents
and trade secrets for the optimal, synergistic pro-
tection of innovation.

It is true that patents and trade secrets are
opposed on the issue of disclosure. Information
that is disclosed in a patent is no longer a trade
secret. But patents and trade secrets are indeed
complementary, especially under the following
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circumstances. In the critical R&D stage, be-
fore any patent applications are filed and before
applications are published and patents issued,
trade-secret law dovetails very nicely with patent
law.* If an invention has been fully described so
as to enable a person skilled in the art to make
and use it, and if the best mode for carrying out
the invention, if available, has been disclosed (as
is required in a patent application), all associated
or collateral know-how not divulged can, and
should, be retained as a trade secret. All of the
massive R&D data—including data pertaining
to better modes developed after filing, whether
or not inventive—should also be maintained as
trade secrets, if the data is not disclosed in sub-
sequent applications. Complementary patenting
and padlocking is tantamount to having the best
of both worlds, especially when technologies are
complex and consist of many patentable inven-
tions and volumes of associated know-how.

1. BEST MODE AND ENABLEMENT
REQUIREMENTS

The conventional wisdom is that, because of best
mode and enablement requirements, trade secret
protection cannot coexist with patent protection.
This, also, is a serious misconception. These re-
quirements apply only at the time of filing, only
to the knowledge of the inventor(s), and only to the
claimed invention.

Patent applications are filed early in the
R&D stage to get the earliest possible filing or
priority date. The patent claims tend to be nar-
row in order to achieve distance from prior art.
Therefore, the specification normally describes
rudimentary lab experiments or prototypes in
only a few pages; the best mode for commercial
manufacture and use are developed later. The best
mode and the enablement requirements are thus
no impediments to maintaining, as trade secrets,
the mountains of collateral know-how developed
after filing.

The recent decision in CFMT v. Yieldup
International is particularly germane to this
point: “Enablement does not require an inventor to
meet lofty standards for success in the commercial
marketplace. Title 35 does not require that a patent



disclosure enable one of ordinary skill in the art to
make and use a perfected, commercially viable em-
bodiment absent a claim limitation to that effect ...
[T]his court gauges enablement at the date of the
[filing, not in light of later developments.”®" Such
reasoning applies equally well to the best mode
requirement.

In Peter Rosenberg’s opinion, “patents pro-
tect only a very small portion of the total technol-
ogy involved in the commercial exploitation of an
invention ... Considerable expenditure of time,
effort, and capital is necessary to transform an (in-
ventive concept) into a marketable product.”?* In
the process, he adds, valuable know-how is gen-
erated, which, even if inventive and protectable
by patents, can be maintained as trade secrets.
Rosenberg asserts that there is “nothing improper
in patenting some inventions and keeping others
trade secrets.” Likewise, Tom Arnold asserts that
it is “flat wrong” to assume, as “many courts and
even many patent lawyers seem prone” to do, that
“because the patent statute requires a best mode
disclosure, patents necessarily disclose or preempt
all the trade secrets that are useful in the practice of
the invention.”*

Gale Peterson also emphasizes that “zhe pat-
ent statute only requires a written description of the
claimed invention and how to make and use the
claimed invention” He therefore advises that,
since allowed claims on a patentable system usu-
ally cover much less than the entire scope of the
system, the disclosure in the application be lim-
ited to that necessary to support the claims in a
35 U.S.C. §112 sense (that is, having sufficient
information to enable one to make and use the
invention) and that every effort be taken to main-
tain the remainder of the system as a trade secret.

In short, manufacturing-process details, even
if available, are not a part of the statutorily required
best mode and enablement disclosure of a patent,
and it is in this process area where “best modes” for
scale-up toward actual production very often lie.

12. EXEMPLARY TRADE SECRET CASES

Of course, it goes without saying that techni-
cal and commercial information and collateral
know-how that can be protected with trade

secrets cannot include information that is gen-
erally known, readily ascertainable, or consti-
tutes personal skill. But this exclusion still leaves
masses of data and know-how that are protect-
able as trade secrets—and often also with addi-
tional improvement patents. For example, GE’s
industrial-diamond-process technology is an ex-
cellent illustration of the synergistic integration
of patents and trade secrets to secure invulner-
able exclusivity.

The artificial manufacture of diamonds for
industrial uses was very big business for GE, and
they had the best proprietary technology for mak-
ing these diamonds. GE patented much of its
technology, and when the patents expired, much
of the technology was in the technical literature
and in the public domain. But GE also kept cer-
tain distinct inventions and developments secret.
The Soviet Union and a Far East country were very
interested in obtaining licenses to this technology,
but GE refused to license to anyone. After get-
ting nowhere with GE, the Far East interests re-
sorted to industrial espionage. A trusted fast-track
star performer at GE, a national of that country,
was enticed with million dollar payments to spirit
away GE’s precious trade secrets. The employee
was eventually caught, tried and jailed.

Similarly, Wyeth has had an exclusive position
on Premarin®, the high-selling hormone-therapy
drug, since 1942. Their patents on the manu-
facturing process (starting with pregnant mares’
urine) expired decades ago, but the company also
held closely guarded trade secrets. On behalf of a
pharmaceutical company that had been trying to
come out with a generic form of Premarin® for 15
years, Natural Biologics stole the Wyeth trade se-
crets. Wyeth sued, prevailed, and got a sweeping
injunction, as this was clearly an egregious case of
trade-secret misappropriation.

These cases illustrate the value of trade se-
crets and, more importantly, the merits of marry-
ing patents with trade secrets. Indeed, these cases
show that GE and Wyeth could have the best of
both worlds, patenting their inventions and still
keeping their competitive advantage by maintain-
ing production details in secrecy. Were GE’s or
Wyeth’s policies to rely on trade secrets in this
manner or was Coca Cola’s decision to keep its
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formula a secret rather than to patent it, unwise
and careless? Clearly not.

Other recent decisions, such as C&'F Packing
v. IBP and Pizza Hut and Celeritas Technologies v.
Rockwell International, demonstrate that dual or
multiple IP protection is not only possible but
essential to exploit the IP overlap and provide a
fallback.*

In the Pizza Hut case, for instance, Pizza Hut
was made to pay US$10.9 million to C&F for
misappropriation of trade secrets.” After many
years of research, C&F had developed a process
for making and freezing a precooked sausage
for pizza toppings that had the characteristics of
freshly cooked sausage and surpassed other pre-
cooked products in price, appearance, and taste.
C&F had obtained a patent on the equipment to
make the sausage and also one on the process for
making the sausage. C&F improved the process
after submitting its patent applications and kept
its new developments as trade secrets.

Pizza Hut agreed to buy C&F’s precooked
sausage on the condition that C&F divulge its
process to several other Pizza Hut suppliers,
ostensibly to assure that backup suppliers were
available to Pizza Hut. In exchange, Pizza Hut
promised to purchase a large amount of pre-
cooked sausage from C&F. Accordingly, C&F
disclosed the process to several Pizza Hut suppli-
ers and entered into confidentiality agreements
with them. Subsequently, Pizza Hut’s other sup-
pliers learned how to duplicate C&F’s results.
Pizza Hut then told C&F that it would not pur-
chase any more of their sausage without drastic
price reductions.

One of Pizza Huts largest suppliers of meat
products other than sausage was IBP. Pizza Hut
furnished IBP with a specification and formula-
tion of the sausage toppings and IBP signed a con-
fidentiality agreement with Pizza Hut concerning
this information. In addition, IBP hired a former
supervisor in C&F’s sausage plant as its produc-
tion superintendent, but then fired this employee
five months later, after it had implemented its
sausage-making process and Pizza Hut was buy-
ing the precooked sausage from IBP.

C&F then brought suit against IBP and Pizza
Hutfor patentinfringementand misappropriation
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of trade secrets, and the court found on summary
judgment that the patents of C&F were invalid
because the inventions had been on sale more
than one year before the filing date. However, the
court determined that C&F possessed valuable
and enforceable trade secrets, which had indeed
been misappropriated. What a great example of
trades secrets serving as backup where patents fail
to provide any protection!

In certain instances, a patent is a weak instru-
ment indeed, given the many potential patent at-
trition factors, such as:

* doubtful patentability due to patent-de-
feating grounds
* narrow claims granted by a patent office
* the fact that “only about 5% of a large patent
portfolio” has commercial value®®
* the short life of a patent (average effective
economic life is “only about five years”)”’
* enforcement of patents is daunting and
expensive
* limited nature or lack of coverage in some
countries

13. TRADE SECRETS AND HYBRID LICENSES
In trade-secret licensing practice, the threshold
concern one encounters is the so-called black
box dilemma. Two pieces of Anglo-Saxon wis-
dom describe it vividly. The trade-secret owner
cannot “let the cat out of the bag,” and the po-
tential licensee will not want to “buy a pig in a
poke.” In plainer words, unrestricted disclosure
of a new invention or proprietary know-how
would result in the certain loss of trade-secret
rights. On the other side, the potential recipient
is unlikely to acquire something sight unseen.
Fortunately, there is a perfect way out of this
quandary. It is a secrecy agreement, also called a
nondisclosure agreement, a confidential disclo-
sure agreement, or a prenegotiation agreement.
In negotiating and drafting such an agreement,
the parties have different concerns that have to
be addressed.
Trade secret owners will want to knowr:
* What mechanisms and procedures should
be used to divulge the contents of the black
box?



* What restrictions should be placed on re-
cipients with respect to their use of the in-
formation in the black box, if they elect to
use the information or if they decide not to
use the information?

* How long and how thoroughly should re-
cipients be permitted to examine the con-
tents of the black box?

* How much should they charge for a peek
into the black box?

On the other side, trade-secret recipients will
want to know:

* What restrictions should they accept on use
of the information if they want to license
and use it?

e What restrictions should they accept on
the future use of the information, if they
do not want to license it?

e What if the information is already in the
public domain?

* What if it turns out that they are already in
possession of the information, or an impor-
tant part of it?

* How much should they pay for a look into
the black box?

A written agreement is the safest way to
preserve secrecy and the best way to arrange an
agreement. It should have provisions that define
the area of technology with precision, establish
a confidential legal relationship between the par-
ties, furnish proprietary information for a specific
purpose only, oblige the recipient to hold infor-
mation in confidence, and spell out exceptions
to secrecy obligations. The last could include
information already in the public domain, in-
formation that later becomes public knowledge
other than through the fault of the recipient, in-
formation that is already known to the recipient
or that later comes into the possession of the re-
cipient through a third party that has no secrecy
obligation to the owner. Very importantly, the
written agreement should limit the duration of
the secrecy obligation.

Similar critical provisions should be incor-
porated into trade-secret licenses, technical assis-
tance agreements, and hybrid patent/trade-secret

licenses. The provisions should accompany the
typical operational clauses that spell out license
grants, royalty payments, indemnities, warran-
ties, terms and termination conditions, and other
miscellaneous matters.
While such hybrid agreements are very preva-
lent in the United States, they are quite problem-
atic, since it is a misuse of a patent or an antitrust
violation to exact royalty payments after a patent
ceases to be in force.” This could happen, since
the lives of trade secrets are potentially indefinite
while patents have a finite lifetime. Hence, de-
pending on how a license agreement is drafted,
in the United States it can become impossible to
agree to spread royalty payments over a specified
term that extends beyond the lives of patents or
trade secrets that are embodied in such an agree-
ment. In an American hybrid licensing agree-
ment, the obligation to pay royalties thus ends,
even though valuable trade secrets are still in play.
But there are solutions to this predicament:
* separate  patent and  trade-secret
agreements

* make initial lump-sum payment(s)

* clearly differentiate between patent and
trade-secret rights

* separate allocation of royalties to each of
the rights

* provide for appropriate decreases in the roy-
alty rate if patents terminate or are declared
invalid or if applications do not issue

* reduce the royalty-payment period (for ex-
ample to 10 years)

* grant a royalty-free license to patents

* grant a trade-secret license but no patent
license

The choice would depend largely on the rela-
tive role and value of patents and trade secrets in
the given technology.

14. CONCLUSION

Trade secrets are a viable mode of IP protection.
They can be used instead of patents, but, more
importantly, they can and should be used side-by-
side with patents, so that inventions volumes of
collateral know-how can be protected. Far from
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being irreconcilable, patents and trade secrets
make for a happy marriage as equal partners: it
is patents and trade secrets, not patents or trade
secrets.

With patents and trade secrets it is clearly pos-
sible to cover additional subject matter, strengthen
exclusivity, invoke different remedies in litigation,
and have a backup when the first protection tool
becomes invalid or unenforceable. Exploiting the
overlap between patents and trade secrets for opti-
mal protection is a practical, profitable, and ratio-
nal IP management and licensing strategy.

License agreements have become the pre-
ferred instruments for technology transfer.
Hybrid patent/trade-secret agreements are also
prevalent, since patent disclosures generally cover
only embryonic or early stage R&D results, which
are insufficient for commercializing the patented
technology, absent access to collateral proprietary
know-how. This know-how, protectable as trade
secrets, need not be included in patent applica-
tions and is usually developed after filing appli-
cations. Such hybrid agreements require clauses
that not only maintain trade secrecy for the ben-
efit of the trade-secret owner, but also provide
appropriate limitations for the protection of the
trade-secret licensee. m
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ABSTRACT

The principal forms of IP rights protection for plant va-
rieties are plant patents, plant variety protection patents
(PVDs), and utility patents. However, trademarks can also
provide long-lasting and significant protection for plant
varieties. One advantage that trademarks have over the
statutory forms of IP protection for plants (plant patents,
PVPs, utility patents) is that trademarks can be protected
indefinitely, as long as the product is marketed and the
trademark enforced. The most important agreements deal-
ing with international trademark registration are the Madrid
system and the Madrid Protocol (of which the United States
is a signatory). Licensing of a trademark can ecither stand
alone or be combined with another form of IP rights pro-
tection, such as with a hybrid PVP/trademark license.

1. INTRODUCTION
The top ten global “brands™ in 2006: Coca-
Cola®, Microsoft®, IBM®, GE®, Intel®, Nokia®,
Toyota®, Disney®, McDonalds®, and Mercedes-
Benz®—with a collective estimated brand value
of a staggering US$396 billion>—each rely on a
successful branding strategy, an important part
of which is a recognizable trademark. Successful
product branding can create phenomenal intan-
gible value for companies. Intangible assets today
have been estimated to account for at least 80% of
the market value of publicly traded companies.’®
The fresh-fruit-and-vegetable business sec-
tor, however, has not fully taken advantage of the
value that can be created by a successful branding
and trademark strategy. But that is changing, as

multinational companies develop brand names
(which are usually trademarked names, such as
Dole®, Del Monte®, and Chiquita®) and others
commercialize varieties under recognizable trade-
marks (for example, plums using the Sun World
Black Diamond® trademark and green and gold
kiwifruit using the ZESPRI® trademark).

2. WHAT IS A TRADEMARK?

A trademark is any marking, sign, or designation
that, during the course of trade, indicates a con-
nection between certain goods and services and
the trademark owner. Trademarks identify goods
and services, distinguish them from similar goods
and services, and indicate their source or origin,
thereby guiding and influencing consumers’ deci-
sions. A trademark guarantees that a certain good
or service is of known and reliable quality, for ex-
ample, a bottle labeled with the Coca-Cola® logo
indicates to the consumer that the bottle is filled
with a specific cola drink. In many jurisdictions,
trademarks can be registered at the local patent
and trademark office. A registered trademark (or
a very similar version of it) cannot be used by
anyone else in association with goods or services,
and the owner of the mark can bring proceedings
for trademark infringement against anyone else
who attempts to use the mark. However, owner-
ship of a registered trademark does not prevent
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others from making or selling the same or a simi-
lar product under a clearly different mark.

Trademarks can come in a variety of differ-
ent forms. Registrable trademarks often include
distinctive, sometimes nonsense, words (for ex-
ample, Kodak). Registered trademarks can take
other forms as well: numbers, number and word
combinations, slogans, designs, images, colors,
sounds, pictures, labels, smells, and three-dimen-
sional configurations (such as the triangular form
of Toblerone® chocolates).

In order to be protectable, trademarks must
be reasonably distinctive. They are classified ac-
cording to their distinctiveness, from most pro-
tectable to nonprotectable:

1. Fanciful marks are the most distinctive and
protectable. They are unique nonsense
words. Examples include Clorox, Exxon,
and Pepsi.

2. Arbitrary marks are real (not nonsense)
words, but they have no readily apprehen-
sible connection with the goods or services
with which they are associated. Examples
include Apple (computers), Apple (records),
Dominos (pizza), and Sonic (restaurants).

3. Suggestive marks suggest, but do not explic-
itly describe, a characteristic of the goods
or services. For example, the name Holiday
Inn and Suites suggests that it is a “holiday”
to stay in this guest residence.

4. Descriptive marks refer to the purpose, func-
tion, quality, size, geographical origin, and
so on, of a good or service. In order to qual-
ify as distinctive, and therefore protectable,
consumers must be able to associate such
marks with a particular good or service. For
example, Fried Chicken as a descriptive mark
would not qualify since it merely qualifies
a chicken. Kentucky Fried Chicken, how-
ever, means more to consumers than simply
“chicken, fried in a style that is popular in
Kentucky”: it indicates a place where cus-
tomers can obtain a meal of known and pre-
dictable quality.

5. Generic terms, such as soap, tomato, or car can-
not be registered as trademarks. Interestingly,
and unfortunately for trademark owners,
some trademarks have transformed from
fanciful to generic over the years; exam-
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ples include now-common words such as
linolewm, aspirin, kerosene, and escalator.
(Also see the discussion of genericide in
the next section.)

3. BENEFITS, RISKS, AND OBLIGATIONS
OF ATRADEMARK

A trademark has no inherent value. It only gains
value when the good or service with which it is
associated is accepted by consumers, who then
come to rely on the brand/trademark as an in-
dicator of consistent quality. In contrast, plant
patents, plant variety protection, and utility
patents on plants (together called plant variety
rights or PVRs) have an immediate tradeable
value that may or may not decline from the time
of the patent grant to the time of the patent ex-
piration (Figure 1).

A significant advantage of a trademark over a
PVR is that, unlike other forms of IP rights pro-
tection such as patents and copyrights, trademarks
can be owned indefinitely, so long as they are used
appropriately, are enforced, and their registration
is kept current (through renewals). Trademarks
are recognizable, and therefore valuable, even af-
ter the term of a patent or PVR has expired. The
pharmaceutical industry owns a number of pow-
erful trademarks: Schering-Plough Corporation,
maker of Claritin®, has managed to retain a sig-
nificant market share of this antihistamine even
after the patent expired and generic equivalents
entered the market.

Registering a trademark is usually an in-
expensive and straightforward process. Some
money must be put into creating a distinctive,
and therefore protectable, mark. When design-
ing a mark for use in global commerce, it is im-
portant to research the trademark registries of
countries where the product is to be sold in or-
der to ensure that the mark, or something very
similar to it, has not already been registered by
another party. It is not a good idea to use dif-
ferent trademarks in different countries or to
put the same trademark on different goods, as
these practices can confuse consumers and will
then reduce the mark’s value. Trademark owners
should be aware that a nonsense word in one
language might be a real word (and perhaps
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FIGURE 1: RELATIVE VALUE OF TRADEMARKS COMPARED TO
THE VALUE OF PATENTS AND PLANT VARIETY RIGHTS OVER TIME
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K Source: Diagram kindly supplied by A MacKenzie, HortResearch.j

one with a negative connotation) in another
language; fanciful marks that essentially mean
nothing in any language (such as Exxon) are
usually safe.

Trademarks are a “use it or lose it” commod-
ity. First, a trademark only has value if the good
or service that it represents is of consistent quali-
ty and is continuously available; the marketplace
can have a very short memory. Furthermore, and
more seriously, a trademark can be invalidated if
it is not used in a country for a continuous pe-
riod, usually three years in most countries.

It costs considerably more to promote and
develop consumer recognition of a trademark
than it does to register the mark. The trademark
owner will need to identify the target audience
and develop promotional material tailored to that
audience, a process that can become quite com-
plex if globally marketed products are involved. It

may be worthwhile to delegate these tasks to an
advertising company.

The trademark owner must invest not only
in establishing and maintaining a brand pres-
ence in the marketplace but also in protecting
the trademark. The trademark owner will need to
appoint IP managers to monitor the filing and li-
censing of trademarks, the policing of trademark
use, and the prosecution of those who use regis-
tered trademarks illegally.

4. USING TRADEMARKS CORRECTLY

A trademark will become generic if, because
of uncontrolled use, it no longer indicates that
goods or services come from a particular source.
Once a trademark is generic, then it is free for
all to use. Such “genericide” has been the fate of
many famous trademarks such as cellophane and
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thermos—words that are now part of the com-
mon lexicon. Though the trademarks Xerox® and
Kleenex® are still protected, it has become com-
mon practice to substitute the phrase “Xerox ma-
chine” for a photocopier or Kleenex for a tissue,
and the argument has been made that the trade-
mark names have already become generic.

Trademark owners must try to ensure that
marks are used correctly, especially within their
own organizations. Trademarks are adjectives that
qualify nouns, and should not be used as proper
nouns or as verbs. For example, it is improper us-
age to say, “I'm going to xerox a couple of pages,”
even if one is the trademark owner.

Finally, trademarks should always be used with
the ® or ™ symbol. In the U.S., the ® symbol in-
dicates federal registration of a trademark (which
has significant legal connotation); the ™ symbol
indicates a common law mark (which has far less
legal significance). The ™ symbol is also used for
a federally registered trademark between the filing
and registration period. Trademarks should always
be used to modify a generic noun, for example, De/
Monte Gold ™ pineapple or Jazz" apple. In order
to avoid violating trademark laws, breeders and
growers must refer to a plant variety using the va-
riety name and not the trademark. This can be a
challenge, especially if the trademark is particularly
catchy (which it should probably be in order to be

successful!) or the variety name is alphanumeric.

5. TRADEMARKS IN AGRICULTURE
Trademarks have helped create value for agri-
cultural products. One example is the Roundup
Ready® trademark, which designates crops devel-
oped by Monsanto that contain transgenes that
encode tolerance to the herbicide glyphosate.

Trademarks have been used to emphasize
distinctive and attractive attributes of plant vari-
eties (for example, Pink Lady® [apples], Superior
Seedless®[grapes]) and Sun-Maid®[raisins])* is a
branding success story: its trademark has made an
otherwise pedestrian agricultural product so at-
tractive to consumers that the owners of the mark
license it for use in association with products that
contain their raisins.
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It is important to note that plant variety
names are not the same as plant variety trade-
marks. Traditional plant variety names range
from descriptive to fanciful, and are often cho-
sen by the plant breeder. The only restriction
on a plant variety name is that it cannot have
been used before for a plant of the same species.
Choosing a trademark, however, requires consid-
erably more care. First, the variety name cannot
be trademarked: the variety name is considered
“generic” because it is the name for all plants of
a particular variety, whereas a trademark serves to
identify the source (the grower, marketer, and so
on) of a particular plant. Second, the trademark
office often rejects geographic names, especially
if a particular geographic name is associated with
the crop in question (for example, “Valencia” for
citrus, “Turkey” for figs). Colors associated with
the particular crop are usually not acceptable as
trademarks, either. Finally, it can be difficult to
register a trademark if it is already being used to
refer to a related good or service, even if the good
or service is different.

In order to illustrate some of the complica-
tions that may arise when attempting to trade-
mark a product, let us take the example of the
Shasta Gold® seedless mandarin, owned by the
University of California. The U.S. trademark ex-
aminer objected to the use of a geographical name
in the trademark, but the university argued that
Shasta was not a region in California that is as-
sociated with citrus. The examiner objected to the
use of a color in the trademark, but the university
argued that Gold referred to the fruit’s quality, not
its color. Having prevailed at the U.S. Patent and
Trademark Office, the university was then chal-
lenged by the Shasta Beverage Company, which
claimed that the existence of the Shasta Gold®
mandarin would impact sales of its own Shasta®
fruit-flavored sodas. Ultimately, the parties reached
a compromise out of court. Had the university
simply chosen to call the variety “Shasta Gold”
(without trademarking it) in the relevant U.S.
Plant Patent, there would have been no conflict.

Using a trademark to cover a whole category
of produce is a particularly powerful strategy.
Sun World® uses its Amber Crest® trademark for
various early peach varieties. These varieties are



all similar in appearance and taste, but ripen at
different times. Individual varieties are protect-
ed with distinct names (for example, Supechsix,
Supechnine), but the consumer knows them only
by their trademark name, AmberCrest®. This
strategy has allowed Sun World to develop new
varieties of early peaches while still maintaining
a consistent brand image. Another strategy is to
develop secondary marks or qualifying names for
individual products within a brand. An example
of this is the trademarked Zespri® kiwifruit from
New Zealand: the yellow-fleshed kiwi is called
Zespri® GOLD and the original fruit is called
Zespri® GREEN (Figure 2). Because the qualify-
ing names are common words, they cannot be
trademarked.

Trademarks, if used judiciously, can add
value to a single variety. The Pink Lady® apple is
a good example. Whereas few consumers would
recognize the variety name Cripps Pink, most
are familiar with the trademarked name Pink
Lady®. Trademarks gain their value from con-
tinuous market presence and acceptance, so it
may not make financial sense to create a trade-
mark for a seasonal variety. Pink Lady® apples,
however, are available year-round, so this trade-
mark has been very successful.

Recent changes in the structure of the retail
market will affect the use of trademarks in the
fresh produce industry. In developed countries,
the supermarket business is becoming increasing-
ly consolidated, and these supermarkets are often
expanding beyond their countries of origin. In
order to keep up with the competition, supermar-
ket chains are seeking ways to distinguish them-
selves from their competitors, and focusing much
of the effort on the stores’ produce sections

Large chains have the necessary marketing
power to support trademarked produce, but the
only produce varieties that are likely to provide
a return on such an investment are those with
unique consumer appeal: they might have an un-
usual or improved shape, color, texture, flavor, or
other quality (such as seedlessness), or an atypical
or extended market availability (such as with an
early or late variety).

The growing power of supermarket chains
can also work to the disadvantage of the variety’s
owner. The retailer may choose to reject an own-
er’s mark in favor of its own. This is the situation
in Australia, where two supermarket chains con-
trol about 80% of the fresh produce retail mar-
ket. Both chains are developing their own over-
arching produce brands, so they are unwilling to

~

FIGURE 2: ZESPRI® GoLD Kiwi
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decrease the potential value of their trademarks
by stocking and marketing products that bear
other trademarks.

Because plant variety rights are not available
(or particularly enforceable) in many countries,
trademark protection is often stronger than, and
can serve as a proxy for, variety rights protection.
For example, the University of California was
able to register the name Camarosa for a straw-
berry variety in certain countries where PVR was
not available, and then licensed production of the
Camarosa® strawberry. The central part of the
license was the use of the trademark. Although
third parties who were not licensed to commer-
cialize the Camarosa strawberry could still grow
them in these countries where PVR was not avail-
able, they could not sell them under the protected
name of Camarosa. However, as PVR protection
compliant with the International Union for the
Protection of New Varieties of Plants (UPOV)
becomes more common in developing countries,
and if multistate protection (as exemplified by
the Community Plant Variety Office [CVPO] of
the European Union [E.U.]) becomes available
in other regions, using trademarks as a proxy for
PVR may become obsolete.

6. INTERNATIONAL TRADEMARK
PROTECTION

Under the Madrid system,® which is administered
by the World Intellectual Property Organization
(WIPO), a trademark can be protected in several
countries (members of the Madrid Union) if the
owner files one application directly with his own
national or regional trademark office. In contrast,
PVR procedures are much more complicated:
the variety owner must file for protection in ev-
ery country (with the exception of PVRs filed in
E.U. countries, which are protected throughout
the European Union). The Madrid system can
reduce the amount of money a trademark owner
must spend on both outside lawyers’ fees and fil-
ing fees.” The United States is not a member of
the Madrid Union but is a member of the similar
Madrid Protocol, adopted in 2002 and imple-
mented in late 2003.®
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The Madrid system has helped, in some cir-
cumstances, to curb the problem of trademark pi-
racy and extortion, provided that the trademark
owner makes use of the system and possibility to
file for trademark protection in many countries at
once. Consider the following scenario: a rogue en-
tity, seeing a product on the market in one coun-
try and recognizing that it might have commercial
success in another country, registers the same or
a very similar mark in the second country (most
countries do not require that a registered mark
ever be used). When the product owner wants to
enter the market in the second country, the pirate
then attempts to sell the plagiarized mark to him.
Taking a trademark plagiarist to court costs time
and money, and the pirate relies on the probability
that the trademark owner will want to settle out
of court rather than engage in formal proceedings.
This scenario occurred in conjunction with one of
the strawberry varieties owned by the University
of California: in a foreign country, a pirate reg-
istered the name of one of the university’s straw-
berry varieties and then challenged its right to sell
plant material in that country under the registered
name. The ability to protect trademarks in several
countries at once under the Madrid system gives
product owners a useful tool for thwarting such
schemes.

7. LICENSING ISSUES

A license that addresses both PVR and trademark
rights, as well as when and how these rights will
expire, is called a hybrid license. Trademarks are
perpetual if the trademarked product is continu-
ously marketed, but PVRs have a limited term.
A licensee will naturally want to maintain his
rights to use the trademark even after the PVR
has expired and others are selling the same prod-
uct. The license agreement can therefore be struc-
tured so that any given right and its associated
obligations are distinct from, and can expire (or
be terminated) without compromising any other
rights or obligations. Box 1 provides some sample
language for a licensing agreement. In addition
to granting rights and specifying product mark-
ing requirements, it is important that a hybrid
licensing agreement define the amount and kind



of compensation to be paid for use of each right.
For example, an agreement could specify a royalty
for use of the PVR and a royalty for use of the
trademark. In this case, after the PVR expired, the
licensee would pay only the trademark royalty.
Not all products may meet the quality standards
required under the terms of the trademark license,
so an agreement might permit the licensee to sell
low-grade produce through other channels (for ex-
ample, nonexport-grade products might be sold to
the processing industry or local markets) without
using the trademark. For these off-grade sales, the
licensor would only collect a royalty for use of the
PVR.

The licensing agreement must also cover
forseeable contingencies. The quality of goods
or services sold under trademark must be strict-
ly controlled. A license agreement must require,
therefore, that the licensee use the trademark only
in conjunction with the licensed plant variety, and
only on products that meet a prescribed quality
standard (such as size/count or grade, whichever
is applicable). Once a licensee has created brand
equity in its own mark, it may very well terminate
the license agreement and sell the licensed variety
or a very similar variety under that mark; such an
act would obviously be illegal, but Madrid system
or not, it can be time-consuming; costly, and logis-
tically difficult for a licensor to enforce its rights in
many foreign countries. In order to avoid this kind
of situation in the first place, the license can forbid
the licensee to use any other trademark that could
be confused with the licensed mark. Alternatively,
a clause can be included in the license that requires
any mark that was created and used by the licensee
in association with the licensed product to revert
to the licensor, should the licensee terminate the
agreement.

8. LAUNCHING NEW FRUIT PRODUCTS
FROM DEVELOPING COUNTRIES

Many future novel fruit products will likely
come from the tropics, a region that includes
many developing countries. The owners of
such varieties may want to adopt a strategy that
stimulates global demand for the product, while
maximizing commercial returns for themselves.

A global trademarking program that relies on
consumer demand may be more feasible than a
PVR strategy that relies on licensing for return
on investment.

The developer of new branded fruit products
must remember the four critical aspects of any
trademarking strategy:

1. Determine what is to be trademarked.
The owner must clearly define the registered
product, as well as the standards and brand
values it wishes to develop. Developing
countries with variable agricultural practic-
es may find it challenging to achieve prod-
uct consistency.

2. Register the trademark where it will be
used. The owner must have a well-devel-
oped commercialization plan with separate
strategies for each country in which the fruit
might be sold. The owner may need to reg-
ister the trademark at the local patent and
trademark office in every country or terri-
tory in which the product will be marketed.

3. Promptly register the trademark.
Trademarks should be filed in the early
stages of product conceptualization, before
competitors can do so.

4. Enforce the trademark. The owner will
need to invest money to ensure that the
trademark is used appropriately, and only
by those with rights to do use it. Fruit pro-
ducers in developing countries may try to
use a successful trademark (or a close copy)
on their own products. Care must be taken
to ensure that a trademark is not used so
indiscriminately that it becomes a generic
descriptor.

9. CONCLUSION

If chosen well and used effectively, a trademark
can add substantial value to a plant variety.
However, the time, effort, and up-front costs are
significant, so a variety owner must be willing to
make the needed investments. Moreover, an effec-
tive global trademark strategy especially requires
the IP owner and its licensees to work together
for mutual benefit. m

CHAPTER 11.6

HANDBOOK OF BEST PRACTICES | 1065



TUCKER & ROSS

-

N

Box 1: EXAMPLE TRADEMARK CLAUSES IN A MASTER LICENSE AGREEMENT, WHERE THE MASTER
LICENSEE IS EXPECTED TO SUBLICENSE TO NURSERIES, GROWERS, PACKERS, AND DISTRIBUTORS:

Grant Clauses:

1.1 Subject to the limitations set forth in this Agreement and the reservation of rights set forth in
Paragraph XX, Licensor hereby grants to Licensee under Trademark Rights:

111 the right to use the Trademark in association with the testing and marketing of
Trademark Products;

1.1.2 the exclusive right to sublicense Propagators to use the Trademark in association with the Sale
of Trademark Propagator Products;

1.1.3 the exclusive right to sublicense Growers to use the Trademark in association with the
Sale of Fruit;

1.1.4 the exclusive right to sublicense Packers to use the Trademark in association with the
Sale of Fruit; and

1.1.5 the exclusive right to sublicense Distributors to use the Trademark in association with
the Sale of Fruit.

1.2 Licensee will use the Trademarks on all promotional materials produced that refer to Licensed
Products. Licensee will use the Trademarks in a featured and prominent manner. Sublicenses will
require Sublicensees (a) to use the Trademark in association with, and only with (i) Trademark
Products Sold or offered for Sale, and (ii) any marketing or advertising describing Trademark
Products; and (b) to use the Trademarks in a featured and prominent manner. With respect to
Sublicensees’ Sale of Fruit, such Sublicenses will require Sublicensees to use the Trademarks
with, and ONLY with, the highest grade of Fruit Sold or offered for Sale.

1.3 Neither Licensee, a Sublicensee, nor any entity which is an Affiliate, Joint Venture, or Related
Party of a Licensee or a Sublicensee, will use any other trademark or name in association with
Trademark Products that is confusingly similar to or, in Licensor’s judgment, suggestive of, the
Trademarks. Licensee and all Sublicensees will not use the Trademarks except as permitted by
this Agreement.

If Licensee learns, either directly or upon notice from a Sublicensee, of any unauthorized use
of the Trademarks or any colorable imitation thereof or any name or mark confusingly similar
thereto, Licensee will immediately inform Licensor in writing of such unauthorized use in
accordance with the provisions of Paragraph XYZ.Moreover,Sublicensor will require Sublicensees
to notify Licensee (often through Sublicensor) of any unauthorized use of the Trademarks or
any colorable imitation thereof or any name or mark confusingly similar thereto.

Product-marking clause:

Licensee will require all its Packers and Distributors to attach to Fruit (where commercially
practicable and consistent with normal industry practice) and its cartons, boxes, pallets, or
containers, sold under the terms of this Agreement, a durable and legible label or tag specifying
the correct name of the Licensed Cultivar and the corresponding Trademark, if applicable.
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MARK ANDERSON, Solicitor (Attorney), Anderson o Company, UK.
SIMON KEEVEY-KOTHARI, Barrister (Attorney), Formerly with Anderson & Company, U.K.

ABSTRACT

An option to acquire rights in university intellectual prop-
erty (IP) may be encountered in several guises: as a stand-
alone agreement, as a clause within an agreement (for
example, a sponsored research agreement or a material
transfer agreement), or as a “pipeline,” or IP framework,
agreement for a university spinout company. Although
the grant of an option may often form quite a small part
of a larger agreement, the grant can raise important issues
in terms of an organization’s IP commercialization strat-
egy. This is especially true of pipeline agreements that are,
effectively, a specialized form of option agreement. The
purpose of this chapter is threefold:

1. to provide an introduction to options, and their
uses, and including legal, practical, and negotiat-
ing issues

2. to provide suggested templates along with guide-
lines concerning completion of the templates

3. to consider and discuss some of issues that are prob-
lematic or of particular concern to universities.

The chapter attempts to provide information that
is useful for both the beginner and the experienced
research-contracts or technology transfer professional.
The breadth of material covered may give the mistaken
impression that university contracts are wrought with
legal and commercial difficulties. Usually, this is not
the case. But sometimes differences of expectation,
practice, or legal culture can arise between parties ne-
gotiating an agreement, particularly in international
transactions.

FOREWORD

This chapter is based on one of a series of UNI/CO
Practical Guides. Over recent years, the knowledge com-
mercialization profession has grown and matured, creating
a huge wealth of knowledge, experience, and best practice
relating to university commercialization contracts. The
UNICO Practical Guides have been produced specifically
to share this knowledge, experience, and best practice
within the profession. They are practical guidebooks on
university contracts designed primarily for use by peo-
ple both new and experienced in the profession that tap
into the collective learning of colleagues and peers. The
guides have been produced as a resource for knowledge
commercialization professionals, primarily in the United
Kingdom. The guides are not designed to replace or com-
pete with existing manuals or other guides, but to provide
a new and, we at UNICO believe, vitally important set of
support materials to those who deal with university com-
mercialization contracts on a daily basis. We hope that
you find this document useful. (Kevin Cullen, University
of Glasgow; Chair, UNICO).

1. INTRODUCTION

1.1 What is an option?

An option may be either an agreement or a clause
within an agreement. Typically, an option gives
one party to the agreement the right:

Anderson M and S Keevey-Kothari.2007. Commercialization Agreements: Practical Guidelines in Dealing with Options. In
Intellectual Property Management in Health and Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT
Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K., and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.
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* (o acquire a particular right (for example, a
patent license) or asset (for example, a patent)

* to require another party to enter into an
agreement (in a specified form) or to nego-
tiate the terms of a further agreement

* to evaluate materials, products, or assets
to determine whether to enter into further
agreements (such as further research or li-
censing arrangements)

Usually, options are granted on an exclusive
basis. Thus, where a university grants an op-
tion to acquire rights to a package of intellectual
property, the option terms may require the uni-
versity not to license that intellectual property
to anyone else during the option period. This
may be implicit in the grant of an exclusive op-
tion, but sometimes the parties prefer to add a
clause to the option that states explicitly that the
university will not license anyone else while the
option continues. Sometimes, wording may go
further and prohibit the university from talking
to anyone else about a possible license during the
option term. This type of explicit wording (when
it is used) is most often requested by the grantee
of the option.

The main types of agreement that an indi-
vidual working in technology transfer will come
across, and about which an understanding of op-
tions is useful, include the following:

* a stand-alone option agreement in which
the main subject matter of the agreement is
the granting of an option, such as an option
to take a license to a specific patent applica-
tion, and which is not part of a larger con-
tract (See Box 1, at the end of this chapter,
for a sample option agreement.)

* an option and evaluation agreement, of-
ten referred to just as an evaluation agree-
ment, and commonplace in regard to com-
puter software (For example, under such
an agreement one party provides an item
of software for a second party to evaluate,
over a defined period of time, to enable the
second party to ascertain whether it wants
to take a license to the software. The evalu-
ation period gives the second party an op-
tion to acquire such a license if it so wishes.
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See Box 2, at the end of this chapter, for a
sample software evaluation agreement.)

* a research collaboration/sponsorship agree-
ment, in which the collaborator/sponsor is
sometimes given an option of acquiring rights
in the intellectual property generated by the
university under the research program

* alicense agreement, where in addition to the
licensee obtaining a license to a university’s
particular patents and know-how, there may
be a provision for the licensee to acquire
rights in improvements to the licensed tech-
nology (Such a provision is usually made by
granting an option to such improvements
and by including an appropriate definition
of improvements in the agreement.)

* pipeline agreements and rights of first
refusal, which are similar to options,
outlined separately, and in slightly more
detail, below, along with a brief explana-
tion of how they differ from basic option
agreements and clauses (See Box 3, at the
end of this chapter, for a sample pipeline
agreement.)

1.2 What is a right of first refusal?

People sometimes use the terms option and
right of first refusal loosely, and interchangeably,
to refer to any kind of opportunity right. (See
Box 4, at the end of this chapter, for examples
of options, rights of first refusal, and similar
provisions.)

The authors of this guide are not aware of
any official definition of these terms. However, a
right of first refusal is often understood as having
the following, more precise meaning, and it is
considered best practice to adopt this meaning.

The key distinction between an option and
a right of first refusal, involves who initiates the
grant of rights. Typically, with an option, the party
benefiting from the option (the grantee) is given
a period of time in which to claim the prize—to
notify the party granting the option (grantor)
that it wishes to obtain the grant of rights (such
as a license or an assignment).

By contrast, if the grantee is given a right of
first refusal, it cannot initiate the grant of rights.
The grantor is in control of the process. If the



grantor wishes to grant the rights, it must notify
the grantee and give the grantee an opportunity
to accept, or refuse, those rights.

Typically, right of first refusal clauses operate
at one or both of the following stages:

1. When the grantor first decides it is ready to
grant the rights (or is about to start offering
the rights to third parties), it must offer the
rights to the grantee.

2. When the grantor is about to sign an agree-
ment with a third party, the grantor must
give the grantee an opportunity to match
the terms agreed upon with the third party.
If the grantee accepts this opportunity, the
grantor must grant the rights to the grantee
on those terms, instead of granting them to

the third party.

Rights of first refusal are often encountered
where the other party to an underlying agree-
ment (for example, a research agreement) is either
sponsoring the research (financially or in kind)
or providing materials. Indeed, many university
research agreements and material transfer agree-
ments (MTAs) that originate from large pharma-
ceutical companies often incorporate a right of
first refusal.

A right of first refusal can therefore cover the
following situations:

o If party A negotiates with party B over
certain terms (for example, a license agree-
ment), then party A will give party C an
opportunity to match those terms.

e If party A creates intellectual property from
a research program or produces something
(such as a prototype), then before party A
offers to license it or assign it (either gener-
ally or to a specific party, B) party C will
be given a first opportunity to acquire the
right or product.

Depending on how rights of first refusal
over intellectual property are drafted, they can
present practical difficulties, particularly in the
situation described in the second bulleted item,
above. Negotiations over the grant of IP rights
can take months to complete, and usually re-
quire a degree of confidence building with regard

to the potential value of the technology and IP
rights and to how the parties will work together
under the agreement. A practical issue arises when
one party in a negotiation must decide when to
tell the other party that a third party has a right
of first refusal over the same rights. If the second
party is told at the outset, will it be willing to
spend time and resources in negotiating terms? If
the second party is told only when the third party
exercises the right of first refusal, the second party
may feel that it has been misled.

Universities may therefore wish to resist
granting rights of first refusal that operate imme-
diately prior to signing an agreement with a third
party. Where it is commercially necessary to grant
a right of first refusal, one solution the authors
have found is to draft the right of first refusal
so that it operates immediately before signing a
nonbinding term sheet with the third party. The
third party may be less likely to complain if it is
trumped at this stage.

Another variation on options and rights of
first refusal is termed right of first opportunizy. This
expression is used less frequently than right of
first refusal and probably its meaning is more in
flux. Where the authors have encountered right
of first opportunity, it has tended to mean a right
of the grantee to make a proposal to the grantor
at some defined point in time (for example, when
the grantor decides to grant rights) but with the
provision that the grantor has no obligation to
accept the grantee’s proposal or negotiate exclu-
sively with the grantee. Sometimes this level of
right is described as having a (nonexclusive) seat
at the negotiating table. As with other types of
options, the precise meaning and extent of any
right of first opportunity, and the procedure to be
followed when exercising it, should be clearly set
out in an agreement.

Sometimes one encounters heavyweight
clauses that are a composite of both an option
and a right of first refusal. For example, there may
be an option to negotiate a further agreement,
and if the parties cannot agree on terms, then the
university can grant the rights elsewhere but must
come back to the other party before entering into
an agreement with terms that are no better for the
university than those that the other party offered.
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Any such clauses need to be carefully scrutinized
to ensure that they are workable and do not prej-
udice discussions with the third party.

1.3 What is a pipeline agreement?

A pipeline agreement is normally encountered
only in contracts involving the formation of a
university spinout company. Under these cir-
cumstances, the university (or its technology
transfer office) would have assigned or licensed
certain intellectual property to the spinout. The
intellectual property in question usually has its
origins in the laboratory/department of the aca-
demics who created it. These academics usually
end up being the founders of the new spinout
company.

A pipeline agreement is basically a sophis-
ticated form of option agreement, the purpose
of which is to set out the rights the spinout has
to future intellectual property generated in the
founders department. Under such an agreement,
the recipient of the option (the spinout company)
is obtaining a “pipeline” to enable it to obtain
rights in the intellectual property from the origi-
nating university department.

A typical pipeline agreement is therefore nor-
mally entered into by three parties:

1. The technology transfer company/ofhce
(TTO) of the academic organization

2. The spinout company

3. The original inventors/academics (often
defined as the founders in company-forma-
tion agreements) involved in the creation
of the invention or technology that has
been assigned or licensed to the spinout
company

A scenario that normally generates a pipeline
agreement might include the following parts:

* The founders or their laboratory identifies
or creates further intellectual property re-
lated to an original invention or technol-
ogy, or, possibly, not related to the original
invention or technology.

e 'The further intellectual property is created
within a limited time span (for example,
one or three years from the date of the pipe-
line agreement).
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* 'The spinout company gets an option to ob-
tain an assignment or license of the further
intellectual property.

Furthermore, pipeline agreements generally
include:

* a requirement for the founders to report
regularly on their work and to identify any
intellectual property that will be covered
under the option

* a clause allowing the company to identify
intellectual property suitable to be covered
under the option

* clauses dealing with intellectual prop-
erty created during the term of the agree-
ment that may involve third-party rights
or third-party funding, that incorporates
third-party intellectual property (or tech-
nology), or that has been developed subject
to third-party restrictions (for example, on
assignment or licensing), or is subject to
third-party licensing, assignment, or op-
tion requirements

* provisions giving the university a license
back to (or reservation of rights over) any
IP or technology licensed to the company
under the pipeline agreement (for example,
for research and/or teaching or for “non-
commercial” use [setting out the parties’
understanding of noncommercial] or for
use outside a defined field)

* provisions imposing, on the company, an
obligation to develop and commercially ex-
ploit the intellectual property and technol-
ogy assigned, or licensed, to it under the
pipeline agreement

* provisions stating which party is respon-
sible for obtaining IP protection and bear-
ing the costs of IP protection and when the
protection should be sought and the costs
borne

The negotiation and drafting of a good op-
tion agreement, right of first refusal agreement,
and especially pipeline agreement are substantial
tasks, during which consideration must be given
to many issues—legal issues as well as commercial
ones.



Options and similar agreements should never
be taken lightly and should be clearly and com-
prehensively negotiated and drafted, in order to
reflect fully the intentions and expectations of the
parties.

2. SUMMARY OF BEST PRACTICE IN
DEALING WITH OPTIONS

The practices described in this section are put

forward for consideration as possible best prac-

tice (some of the practices, readers may feel, are

ideal practice) with respect to the preparation of

options.

Policy. Have in place an institutional policy
for the different types of options, covering such
matters as:

¢ whether to enter into them at all, and if so,
which type is appropriate—that is, a basic
option, a right of first refusal, or a pipeline

* what “due diligence” should be carried out
to ensure that obligations under an option
do not conflict with obligations under other
existing agreements and to ensure that the
terms of each option do not conflict with, or
prejudice, an IP commercialization strategy

* use of questionnaires to be completed by
the relevant researcher/department, to pro-
vide information relevant to the option
and/or surrounding intellectual property

* who has authority to sign the option for the
institution

Templates. Have in place templates for each
type of option agreement ready for use in indi-
vidual transactions.

Negotiation. Decide who has responsibility
for negotiating the terms of options. Does that
person have the required level of training and
skill? Set out a procedure for referring difhicult is-
sues to a more specialist advisor (for example, an
in-house lawyer).

Terms. Have in place clear “bottom lines” re-
garding terms that must, or cannot, be accepted
in each type of option agreement. Possible key is-
sues might include:

* law and jurisdiction (is it covered by rel-
evant insurance policies?)

* duration of option

* exactly how the option is exercised

* clarification of what happens when the op-
tion is exercised (that is, there may be a
need to enter into a further agreement)

* whether warranties or indemnities can be
accepted in the different types of options

Monitoring. Implement procedures to mon-
itor obligations under option agreements, includ-
ing maintaining a database of options (and other
agreements).

3. COMPLETING A TEMPLATE AGREEMENT
The following section provides a quick step-by-
step list of points to be noted when drafting/com-
pleting a standard option agreement, or option
clause comprising part of a larger agreement. The
assumption, for purposes of this text, is that the
basic starting point is an agreement similar to, or
the same as, the templates set out in Box 1, al-
though the comments below are generic enough
to be of universal value. The issues referred to here
have already been dealt with in the main text, but
it seems appropriate to state them briefly again,
so that one may have a one-shot view of the draft-
ing of suitable option wording.

Signature Date. This is the date of the agree-
ment and is usually (unless otherwise agreed) the
date on which the last person/party signs. It is not
advisable to backdate the agreement by merely
inserting an earlier date at the beginning of the
agreement; if one wishes the agreement to cover
periods prior to the date of the agreement, one
should insert, in the definitions section, a sepa-
rate definition of a commencement date, effective
date, that is, a date after which the rights and ob-
ligations under the agreement are effective.

Parties. For a university: parties must be au-
thorized signatories. It is sometimes the case that
senior members of an academic department may
think they have authority to enter into legally
binding agreements on behalf of the university,
when they, in fact, do not.

For U.K. companies: The full address of
the company should appear (this may be a
registered address or business address; it must
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be stated which address is being provided).
Consideration should be given to providing the
company number.’?

For individuals: The home address should be
provided (people move from one employer to an-
other, which can prove problematic if they need
to be found to sign further documents or in the
event of a dispute).

The “Recitals,” or “Whereas” section. The
section generally appears on the first page of the
agreement, after the “Parties” section, but before
the main body of the agreement (the part that
usually commences with “It is agreed as follows”
or similar language). Recitals are intended to give
some background to the agreement, but, strictly
speaking, they are not necessary.

Definitions. This may or may not be a sepa-
rate clause in the agreement. Quite often defini-
tions are found throughout the document; the
standard way of providing definitions is to follow
a definition with its term, with initial caps and
inside parenthesis. Thereafter, throughout the
agreement, the phrase Effective Date would be
used in place of the actual date. If a separate clause
is used for definitions, the convention generally is
to place the defined term in between quotation
marks. For example:

1.4 “Contract Period” shall mean the period
beginning on the Effective Date and ending on the
[third] anniversary of the Effective Date, subject to
any earlier or later termination in accordance with
Clause 8;

From a drafting, as well as a contractual in-
terpretation point of view, both versions are very
efficient approaches.

Obligations: The option agreement needs to
set out clearly:

¢ the intellectual property covered by the
agreement, or if it is future intellectual
property in a pipeline agreement, it needs
to be properly ring-fenced by, for example,
defining it as intellectual property in a par-
ticular field, generated by a specific research
group, during a limited period

* the duration period of the option

* how the option can be exercised

 what happens if it is not exercised
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e what happens to any materials/software
transferred under the option agreement
once agreement is terminated

Jurisdiction: The law governing the agree-
ment should as far as possible be English law,
while jurisdiction should be the “Non-Exclusive
Jurisdiction of the English Courts,” as discussed
earlier.

4. KEY NEGOTIATING ISSUES IN OPTIONS

4.1 Key terms of a typical option agreement
Although the detailed terms of option agreements
vary, they often include provisions covering the
following points:
* a description of the general subject matter
of the option
* adetailed definition of “option intellectual
property/pipeline property”

(that may refer to existing intellectual prop-

intellectual

erty or future intellectual property based on
some existing intellectual property)
* stating what the option is for, for example,
to take an exclusive license or assignment
* in an evaluation agreement, obligations to
use the intellectual property only for a de-
fined purpose
* the option exercise period (for example,
“for a period of three months from the date
of the agreement”; or “within one month
of the Company being informed of new in-
tellectual property arising under a pipeline
agreement”)
* the method of how the option is actually
exercised
* astatement of what happens after the exer-
cise of the option, for example, obligations
of the parties:
- to execute a formal assignment of spe-
cific patents
- to enter into a detailed license agreement
on pre-agreed terms, for example, those
terms set out in a schedule accompany-
ing the option agreement
- to negotiate the terms of further agree-
ments, for example, a license agreement



or assignment, including any time limit
for such negotiations and what would
result if the parties are unable to reach
agreement

* payments clause setting out the option fee,
including the reimbursement of any his-
toric patent costs

* general confidentiality obligations

* various IP-related provisions, including
ownership of intellectual property, any
warranties that may be given, or a provi-
sion that no warranties are given relating to
any information/IP provided for evaluation
(that is, the material, information or IP li-
cense is provided as is)

* in an evaluation agreement, or a research
agreement containing option provisions,
obligations to disclose the results of re-
search or evaluation

* in a pipeline agreement, obligations to
promptly inform the spinout company of
arising intellectual property that may fall
within the pipeline

* standard boilerplate provisions

* termination provisions

4.2 What are the common areas of
negotiation?

The terms that are often negotiated in option

agreements include the following:

* the extent of the intellectual property cov-
ered by the agreement, especially in pipe-
line situations, where the university needs
to keep the pipeline narrow (defined by in-
ventors and research groups, field, sources
of funding of the research, and so on), of-
ten against the wishes of the spinout com-
pany (and their investors)

* the option fee

* the duration of the option

* the name of the party who has control over
(and pays for) patenting during the option
period

* the detailed terms of the “further agree-
ment” (for example, license agreement) or,
if these have not yet been agreed to at the
time the option agreement is negotiated,

the extent to which the parties are required
to negotiate, in good faith, the terms of the
further agreement, for example, the actual
final license of the intellectual property and
the consequences of failing to agree those
terms (for example, whether the terms are
settled by an expert and whether the grant-
ee receives a right of first refusal

Sometimes, as a halfway point between items
entering into a detailed license agreement and
negotiating the terms of further agreements, cer-
tain key commercial terms of the future license
or assignment are agreed to as part of the option
agreement, for example, that there will be an ex-
clusive license, with royalty payments. However,
certain provisions, such as the actual percentage
figure for royalties, may be left for agreement at
a later stage (with provisions for referral to an
expert where the parties cannot agree).

5. A CHECKLIST OF OPTION PROVISIONS

A checklist in Table 1 (see end of chapter) lists:
* preliminary points that may need
consideration

* the main clauses usually found in an option
together with the main issues that should

be addressed regarding each provision

6. SPECIAL LEGAL ISSUES IN OPTIONS
Note: the following comments are based on
English law, and different considerations may ap-
ply in other jurisdictions, e.g. as to the enforce-
ability of obligations to negotiate in good faith.
The enforcement of option agreements de-
pends on both (1) the terms of the agreement
and (2) the effect of the underlying law relating to
such matters as “agreements to agree” among oth-
ers. The manner in which an option agreement is
drafted might have a similar effect as when par-
ties use and characterize documents as letters of
intent or “heads of terms” in the course of ne-
gotiations—the document is not as much setting
out all of the details of the overall transaction as it
is anticipating future events (and perhaps further
written agreements too) down the line.
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Generally, where substantial and necessary
terms of an option agreement are left open for
future negotiations, a contract has not been cre-
ated. Ideally (from the point of view of legal
enforcement) all the terms of the further agree-
ment (for example, license agreement) will be
set out as a schedule to the option agreement,
so that all the parties have to do when the op-
tion is exercised is sign the further agreement.
However, the parties do not always wish to
spend time negotiating detailed license terms at
the time of negotiating the option agreement.
An alternative is to specify that the parties will
negotiate the detailed terms once the option is
exercised. Unless carefully drafted (in particular,
with a default mechanism stating what hap-
pens if the parties cannot reach agreement, for
example, referring the terms for settlement by
an independent expert), this may amount to an
unenforceable agreement to agree.

Where a party intends to create a legally
binding option agreement, it should refrain from
merely agreeing to “agree in the future,” even if
future agreements will be necessary corollaries to
the contract at issue. Instead, the parties should
specifically describe the responsibilities and ob-
ligations of each party, clearly stating the consid-
eration for each party’s obligations. By avoiding
the inclusion of uncertain terms requiring future
negotiation, a party can help ensure that a bind-
ing contract has been formed.

If certain commercial terms cannot be deter-
mined at the time of the execution of the option
agreement, the parties should provide a method
for determining the matter. For example, in rela-
tion to any options fees or other payments to be
paid at a later date, the parties can agree upon a
formula that permits the calculation of fees/prices
in the future, or such fees/prices will be deter-
mined by a specified independent person, that is
referred to an expert. These matters should not be
left for the court to decide.

7. DETAILED DISCUSSION OF
COMMERCIAL ISSUES IN OPTIONS

Compared with other topics covered in the
UNICO Practical Guides, there are relatively few
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detailed commercial issues to discuss, once the
key drafting and negotiating issues have been
resolved, that is, the scope and duration of the
option and the procedure for exercising it.

71 Option for license or option for
assignment?

As has already been noted, there are many differ-
ent types of options and many different subject
matters these options can address—for example,
acquisition of shares, intellectual property, con-
tractual rights, and income streams. In the context
of technology transfer activities, and where the
subject matter of the option is intellectual prop-
erty, a key question is whether an option should
give the grantee the ownership of the intellectual
property (that is, by means of an assignment) or
merely a license, with ownership remaining with
the university.

From the university’s perspective, the main
advantage of retaining ownership (that is, licens-
ing rather than assigning) is the degree of control
(or at least influence) that ownership gives. The
main areas of control may be:

* control over patenting (the licensee or as-
signee’s interests may not always coincide
with those of the university)

* control over development and commercial
exploitation of the intellectual property

* recovery of rights if the company becomes
insolvent

Diligence obligations can, of course, be in-
cluded in an assignment agreement. However,
if the grantee obtains outright ownership of the
intellectual property, regaining control of the in-
tellectual property may be more difficult (if the
assignee is in breach of contract) than if only a
license had been granted. A license can be ter-
minated; an obligation to assign back intellectual
property may be more difficult to enforce. If the
grantee owns the intellectual property and then
sells it (for example, through the grantee’s liqui-
dator, as part of a winding-up process), the new
owner may be able to avoid complying with the
obligations under the assignment agreement (and
this is an even greater risk if the new owner were
not aware of these obligations).



In the case of pipeline agreements with
spinout companies, the company’s investors
may push hard for an assignment rather than a
license of intellectual property (both in relation
to the original package of intellectual property
that is being acquired from the university and
in relation to any further intellectual property
that is acquired under a pipeline agreement).
A few universities are becoming more resistant
to such pressure and granting only a license, or,
in some cases, granting only a license initially,
but converting the license to an assignment once
the company has generated a certain level of
investment.

7.2 Options as part of research agreements
Take the example of an agreement under which
a company sponsors a program of research at a
university. Such an agreement will usually in-
clude provisions that determine which of the
parties would own the results of the research,
including any resulting intellectual property.
Sometimes, the agreement will specify that the
results are owned by the university and that the
sponsor is granted an option to acquire a li-
cense to develop and commercialize the results.
Some of the “Lambert” agreements (agreement
number 2, Clause 4.6) include such option
terms.*

This approach—the grant of an option to
acquire a license to commercialize results—is
just one of a number of possible ways of “carv-
ing up” any intellectual property generated from
a sponsored research program. The Lambert
agreements offer some alternative ways of deal-
ing with this issue. Other possible approaches
include:

* sponsor owns all the results (solely or joint-
ly with the university)

* sponsor has an automatic license to the results
(either for all purposes, including commer-
cialization, or for research purposes only)

* sponsor gets no automatic rights to, or op-
tion over, the results

Other variations include granting rights in
specific fields or territories.

73 No automatic offer of license or
assignment: the U.S. approach

Although Lambert may assist U.K. universities
in developing a more standardized approach to
the question of intellectual property arising from
research contracts, U.K. universities have not yet
become as consistent in their approach as many
U.S. universities are. Generally, in the United
States, the policy of most universities is to only
grant options to arising intellectual property that
is generated under a research contract.

Although exceptions may be made in certain
(rare) circumstances, U.S. universities gener-
ally retain ownership of any intellectual property
that arises from the results of its own research.
However, they are willing to negotiate the grant
of commercial rights to a sponsor through an ap-
propriate license, so that the sponsor may com-
mercialize the intellectual property. This approach
has evolved for two reasons—first, universities feel
the need to have a certain degree of control of the
discoveries made in-house (no matter who fund-
ed the research), and second, the Bayh-Dole Act
prohibits universities from transferring ownership
of intellectual property to a company if federal
funding has helped support the work—instead,
the law encourages the transfer of technologies to
industry through licensing.

The Bayh-Dole Act was passed in 1980 in
the United States, and the policy set down in
the act encourages the utilization of inventions
produced under U.S. federal funding. The policy
promotes the participation of universities and
small businesses in the development and com-
mercialization process. The policy permits ex-
clusive licensing with the transfer of an inven-
tion to the marketplace for the public good. The
U.S. government enjoys royalty-free, nonexclu-
sive licenses to use such inventions for govern-
ment purposes (including for use by government
contractors).

Some licenses granted by U.S. universities
must be nonexclusive either because federal re-
quirements demand it or because the research has
had multiple sponsors. Under some circumstanc-
es, U.S. universities are willing to grant an exclu-
sive license to a company. However, care is taken
to ensure that, first, the field of use specified in the
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license is limited to the application of commer-
cial interest to the company (so that the univer-
sity researchers can continue to conduct research
on other applications and develop other licensing
possibilities), and second, the university will wish
to ensure that the company is diligent in pursu-
ing commercialization opportunities (a diligence
clause is normally inserted into license agreements
to allow the university to terminate the license if
the company does not take the promised steps to
develop or market the product).

In addition, licenses granted by U.S. univer-
sities normally obligate the company to pay or
to reimburse the university for historic expenses
associated with obtaining patents, as well as pay-
ing to the university licensing fees and/or royal-
ties on the sale of products. If the company and
the university are unable to reach agreement, or
the company does not wish to obtain a license,
the university is then generally free to negotiate
with other parties.

In cases in which research is sponsored by a
private company, a U.S. university might con-
sider granting the sponsor a free, nonexclusive,
nontransferable, royalty-free license, for internal
research purposes only, to intellectual property
generated by academics under the agreement. In
addition, the university could, in consideration
for a fixed annual fee (or royalties), grant the
company the option to a nonexclusive, nontrans-
ferable, royalty-free license without the right to
sublicense for the company to make products us-
ing the intellectual property.

A good example of the U.S. model is
Massachusetts Institute of Technology (M.L.T.).
In the majority of cases where M.I.T. research
agreements involve a single sponsor, the sponsors
accept M.I.T’s standard IP clause, which gives
the sponsor a number of options (including an
option to an exclusive license) with regard to the
licensing of patents and copyrightable materi-
als, including software. In situations in which a
sponsor wants to negotiate particular “nonstan-
dard” IP provisions, M.I.T. is willing to enter
into further negotiations. If an M.L.T. research
agreement involves a consortium, the standard
licensing options are limited to nonexclusive
licenses.
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In relation to software licensing, whether in-
tellectual property arises from sponsored research
or not, companies are often willing to accept
nonexclusive licenses. Also, because of the large
number of patents involved in a typical electronic
consumer product and because accounting for
the use of each patent in such a product is oner-
ous, many companies do not like royalty-bearing
licenses in such cases. Therefore, universities
might consider offering royalty-free licenses but
with an upfront fee—a good example of the
use of such an approach is Stanford University’s
EPIC (Engineering Portfolio of Inventions for
Commercialization) Program, a subscription-
type system with standard fees.® Such an approach
should increase a university’s chances of licensing
its software technologies.

7.4 When is an option agreement a pipeline
agreement?

An agreement will generally be described as a
pipeline agreement if the party wishing to obtain
rights in the intellectual property is a university
spinout company and the intellectual property
that is the subject of the agreement is future
intellectual property that may be generated by
the university (normally developed in the spinout
of the department of the founding academics, or
founders). Most standard option agreements, on
the other hand, quite often relate to a discrete,
existing item of intellectual property that a party
wishes to evaluate and, possibly, obtain a license
to commercially exploit.

Given that a pipeline agreement involves dif-
ferent pieces of (as yet unidentified) intellectual
property, and also serves to set out the future re-
lationship of the spinout and the university (and/
or the university’s technology transfer office), the
pipeline agreement is necessarily a more complex
type of agreement than a straightforward option.

Pipeline agreements usually grant an option
to obtain an assignment or license of intellectual
property. A pipeline agreement will usually in-
clude a definition of “pipeline IP” that will serve
to define and limit the intellectual property that
is to flow through the pipeline. Usually, a univer-
sity will wish to limit the pipeline flow to intellec-
tual property generated by the founders, or their



laboratory, during a defined period. The uni-
versity may wish to exclude from the definition
any intellectual property that is subject to obli-
gations to third parties, for example, obligations
to sponsors, or to that in which any third party
owns rights (for example, joint inventions made
with academics employed by other universities).
The method by which new intellectual property
is correctly identified as pipeline IP needs to be
set out in detail—that is, provisions should be set
out for the submission of regular reports, by the
university/founders about their relevant research,
to the spinout company, in order that the com-
pany may then choose to exercise its options.

In addition, a pipeline agreement will address
which of the parties is responsible for IP protec-
tion going forward, as well as certain diligence
obligations on the company in relation to its com-
mercial exploitation of the intellectual property.

1.5 Should the university be entering into a
pipeline agreement at all?

In ascertaining whether it is really in the uni-
versity’s interest to grant a pipeline to a spinout
company, various factors need to be taken into
account. A fundamental point is whether the uni-
versity spinout in question is really the best com-
pany to commercialize the intellectual property
coming out of the pipeline. Often, the assumption
is made that a spinout is the automatic licensee
for further developments made by the university
in the same field as the intellectual property on
which the spinout is based (and bearing in mind
that the academic inventors of the new intellec-
tual property in question are also involved in the
spinout and have a close relationship with the
technology in question). However, this assump-
tion may not always be correct. Another compa-
ny may be better able to develop the new items of
intellectual property, for example, because of its
greater resources or because of its complementary
product offerings.

Another scenario where a spinout may not be
the “licensee of choice” is one in that the university
may decide to grant nonexclusive licenses—for ex-
ample, if several companies are possible infringers
of the university intellectual property in question
and may be interested in taking out a license.

7.6 Scope, duration, and procedure for exercise
The option agreement should be clear in relation to:

* the period of time during which the option
can be exercised—the option agreement
should clearly set out the relevant com-
mencement and termination dates for ex-
ercise of the option. Options sometimes
have provisions covering several different
periods:

- the period during which the grantee can
decide to exercise the option, for exam-
ple, during the period of a research pro-
gram and for a defined period after the
final report is produced

- if the grantee exercises the option, the
period during which the parties are re-
quired to negotiate the terms of a further
agreement, for example, a license agree-
ment (Sometimes, this period is vaguely
specified, and there is merely an obliga-
tion on the parties to negotiate, with no
clear cut-off point. From the university’s
point of view this approach is highly
undesirable.)

— if the option incorporates a right of first
refusal, the period of that right of first
refusal (For example, the clause might
provide that if the parties fail to agree the
terms of the further agreement within a
defined period, the university is free to
license to a third party, but must offer
to the grantee the terms offered to the
third party. Sometimes this right of first
refusal will only operate for a specified
period of time, for example, a year af-
ter the collapse of negotiations with the
grantee.)

* what the option is exactly for, for example,
whether it is a right to negotiate something
or a right to acquire something, specify-
ing exactly what the subject matter of the
option is—a specific piece of technology
or a specific patent, for example (Precise
definitions on that subject are generally
needed.)

* consequences of any failure to agree to the
terms of any further agreement (The two
main alternatives are: (1) the option lapses
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or (2) referral to an expert who will decide
the terms of the further agreement.)

17 Payments

Sometimes, options are granted without charge.
This usually happens in cases in which the grantee
of the option is perceived to be in a sufficiently
strong bargaining position to demand a period of
exclusivity prior to deciding whether to acquire
rights to the asset in question.

In many situations, however, the university
may take the view that the grant of an option has
commercial value that should be recognized in an
option fee. One possible argument for such a fee
is that if an exclusive option is granted, the univer-
sity is prevented from pursuing its licensing activi-
ties with other companies during the option term.
The fee could be cither or both of the following:

* afee payable for the grant of the option (for
example, payable on signature of an option
agreement)

* a fee payable on exercise of the option

The amount that should be charged for the
grant of an option is clearly a commercial, rather
than a legal, issue. The authors have seen option
fees of the order of tens of thousands of pounds,
but much will depend on the technology, the
market, the extent of rights granted, and so on.
Usually, a university will wish to recover its in-
curred patent costs on exercise of the option, in
addition to any option fee. Option fees should
not be confused with initial payments under any
further agreement (for example, a license agree-
ment). Various standard techniques have been
applied for the valuation (and therefore pricing)
of technology generally.”

8. ADMINISTRATION OF OPTIONS

It is important to keep track of options—both
during the review and negotiation period and
once options agreements have been signed. This
task is probably best administered centrally, for
greater ease of checking existing options that
may have already been signed with the same par-
ty, and any other agreements, for potential con-
flicts with the option under review. Once a party
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has decided to grant an option, then a number of
administrative issues may need to be addressed.

8.1 Standard operating procedure (SOP)

It is extremely helpful to the person negotiating
the option if his or her institution has an estab-
lished written policy, or written standard operat-
ing procedure (SOP) for dealing with options,
that includes guidelines regarding particular
clauses and issues. It is particularly helpful if
written guidance exists for nonnegotiable pro-
visions as this enables the negotiator to take a
more confident stance. The guidance should be
updated regularly and honed in light of practical
issues experienced by the negotiators on a daily
basis.

In addition to aiding the negotiator, having
an SOP is also in the institution’s interest. By is-
suing clear guidelines (and emphasizing which
clauses should be referred to more senior staff or
legal advisers) the potential for errors or oversights
is reduced. An SOP might usefully include:

* checklist of provisions that should (or
should not) be included

* guidance on when to refer particular issues
to more senior staff

* reminders to enter certain details of a final-
ized option on the relevant database and to
send a copy to appropriate academics

* list of authorized signatories and the rel-
evant procedures for holiday cover

* whether or not to have an option question-
naire for relevant academics to complete
(Unlike Material Transfer Agreements,
which may be quite complex and require a
more structured approach in order to ensure
that the university has not granted identical
rights to rival sponsors or contaminated its
own background, options tend to be more
straightforward. In the author’s view, the
essential information can probably be cap-
tured in an e-mail, with a follow-up tele-
phone conversation if necessary.)

8.2 Getting all the essential information

for a new option
The researcher or scientist requesting or receiv-
ing the option holds the essential information



that enables the negotiator to understand the rel-
evant issues and establish a position that will best
protect the interests of the institution (and the
academic). Even if the organization does not use
a formal questionnaire and, instead, gathers in-
formation by e-mail/phone, having a note of the
relevant questions on an SOP has the advantage
that (1) the negotiator does not need to rely on
memory for the appropriate questions to ask and
(2) it saves time.

8.3 Deciding which information

should be disclosed
Where a suite of confidential information is con-
cerned, it may be safest to provide only some of
the confidential information to the recipient and
withhold the most valuable, sensitive, and con-
fidential parts of the information. Or, it may be
prudent to disclose the most sensitive information
at a later date, for example, when a further agree-
ment has been signed or when a patent applica-
tion has been filed.

Other detailed issues and best practice sug-
gestions in relation to confidential disclosures of
information are discussed in the UNICO Practical
Guide: Confidentiality Agreements.

8.4 Appointing a coordinator

It may be desirable to appoint someone, for ex-
ample, a senior secretary or contracts officer, to
make sure that an option has been signed prior
to disclosure and to oversee the disclosure and
receipt of information under the option. Other
duties could include:

* monitoring any deadlines (for example, the
expiry date of the option)

* where appropriate, keeping a log of which
employees have received the confidential
information of an external party

* notingany unusual provisions or deviation of
an option from one’s own standard option

* sending a copy of the signed option to
the relevant academic together with a cov-
ering letter highlighting any particular
obligations

* recording details of the option in a con-
tracts database and filing the original in a
safe (or designated area)

8.5 Making employees and others aware of
their obligations

It is good practice to ensure that employees are
aware of their obligations with respect to options.
In order to achieve this, all third-party confi-
dential information should be clearly identified,
perhaps by labeling it clearly as confidential. Any
employee who receives third-party information
should be informed that the information must be
kept confidential and not used except as permit-
ted under the option with the third party. In some
cases it may be appropriate to provide a copy of
that option to the employee.

8.6 Contracts databases

Many universities enter into large numbers of IP
contracts, including options, with many different
organizations. It can be difficult to keep track of
whether, if the university wants to talk to a third
party, there is already a option in place between
them, and if so, whether it is in force and whether
it covers the type of discussions that are contem-
plated. Maintaining a general contracts database
(or even better, having a discrete database just for
options) that includes brief details of the terms
of each option, and searchable fields, can be of
invaluable assistance.

8.7 When to involve the lawyers

Liability and indemnity provisions are probably
the main areas where more-specialized legal ad-
vice is sought. It is also important to ensure that
the procedures for exercising the option are un-
ambiguously worded and do not leave the op-
tion in limbo for a prolonged period of time.
However, unfamiliar phrasing within any clause
is often worth checking. Some institutions may
have a set policy that requires a final legal review
before signature before certain nonstandard op-
tions are passed. Whether or not this is the case, a
legal review of a random selection of nonstandard
options at regular intervals may be useful as part
of a due diligence exercise. m
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This chapter includes an overview and discussion of
certain legal issues from the authors’ perspectives as
lawyers who are qualified in England and Wales. This
overview and discussion is not intended to be compre-
hensive and does not constitute and must not be re-
lied upon as legal advice. Readers should consult their
institution’s own legal advisers on any specific legal
issue that may arise. UNICO members based in Scot-
land and Northern Ireland should be aware that, whilst
some areas of law are the same throughout the United
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Kingdom, other areas (such as Scots contract law) dif-
fer significantly from that in England and Wales. To
the fullest extent permitted by law, neither Anderson
& Company nor UNICO nor any of their employees or
representatives shall have any liability, whether arising
in contract, tort, negligence, breach of statutory duty
or otherwise, for any loss or damage (whether direct,
indirect or consequential) occasioned to any person
acting or omitting to act or refraining from acting
upon any advice, recommendations or suggestions
contained in this chapter or from using any template
or clause contained in this chapter.

See www.unico.org.uk or write to UNICO, St John’s
Innovation Centre (Unit 56), Cowley Road, Cambridge

CB4 oWS, UK. info@unico.org.uk.

In the U.K, consider inserting the company ‘number’ (a
company can change its name, but the original number
given to it by Companies House never changes).

The Lambert agreements were developed in the UK
by a committee consisting of university and industry
representatives, and chaired by Mr Richard Lambert
(now the Director General of the Confederation of
British Industry (CBI)). The agreements consist of 5
alternative template agreements with different IP
terms; they were designed to reduce the time spent in
negotiating IP issues in university research contracts
www.innovation.gov.uk/lambertagreements.

See also www.mit.edu.

otl.stanford.edu/industry/resources.html.

See, for example, Anderson M. 2003. Technology
Transfer: Law, Practice, and Precedents (Second edition),
ch. 3. Tottel Publishing: UK. In this book, techniques
such as net present value, benchmarking, and going
rate are discussed, and a table of published royalty
rates is included.
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Box 1: SAMPLE OPTION AGREEMENT

THIS AGREEMENT dated the  day of 2007 is between:

University Technology Transfer Ltd a company incorporated in England and Wales whose
registered office is at [ ] (“University Technology Transfer”) and

[name of company] a [ U.S. corporation incorporated in the State of ] whose principal place of
business is at [address] (the “Company”).

WHEREAS

A. University Technology Transfer is responsible for the development and commercialization
of certain technologies that have been developed at [University] (“University”).

B. Either University Technology Transfer or University has filed patent application number(s)
[state number(s)] in [the United Kingdom] in respect of an invention made by a University
employee [name], relating to [specify invention].

C. The Company wishes to acquire an Option to obtain a license under the Patent Rights,
[and is willing to fund work to establish a “proof of concept” for the said invention that,
it is intended, will enable the specification and claims of the Patent Application to be
improved,] and University Technology Transfer is willing to grant the Company such an
Option in accordance with the provisions of this Agreement.

IT IS AGREED as follows:

1. Definitions
In this Agreement, the following words shall have the following meanings:

Commencement Date
[date]

Option
The Option described in Clause 2.1

Option Fee
The sum of [Currency]

Option Period
The period of [9o] days from the Commencement Date, subject to any earlier termination of the
Option under Clause 2.4

Patent Rights

The patent application(s) referred to in Recital B[, together with any continuations, continuations
in part, extensions, reissues, divisions, and any patents, supplementary protection certificates
and similar rights that [are based on or] derive priority from the foregoing].

2. Option

21 In consideration of the Option Fee, University Technology Transfer hereby grants to the
Company an exclusive Option (the “Option”), during the Option Period and subject to
the provisions of this Agreement, to negotiate an exclusive, worldwide license (with the

(CONTINUED ON NEXT PAGE) j

CHAPTER 11.7

HANDBOOK OF BEST PRACTICES | 1083



ANDERSON & KEEVEY-KOTHARI

4 N

Box 1(CONTINUED)

right to sublicense) under the Patent Rights to develop, manufacture, have manufactured,
market, use, and sell products [in the Field] (the “License Rights”).

2.2 During the Option Period, University Technology Transfer and the Company shall negotiate
in good faith the terms of a license agreement between them under which the Company
would be granted the License Rights. [Any such license agreement would include, without
limitation, terms based on the provisions of Schedule 2.] Upon agreement of the terms
of the license agreement during the Option Period, the Parties shall forthwith execute a
license agreement between them on such terms.

2.3 If the Parties are unable to agree the terms of a license agreement during the Option
Period, despite negotiating in good faith, the Option will lapse.

2.4 During the Option Period, University Technology Transfer shall consult with the Company
in relation to the filing and prosecution of patent applications in respect of the Patent
Rights. The Company shall reimburse to University Technology Transfer all of University
Technology Transfer’s costs and expenses in relation to the filing and prosecution of Patent
Applications, including without limitation patent agents’ fees. If at any time during the
continuation of this Agreement the Company notifies University Technology Transfer that
it does not wish to reimburse University Technology Transfer’s costs in respect of any family
of patent applications, the Option shall terminate in respect of such patent applications on
the date of University Technology Transfer’s receipt of such notification, and the Company
shall not have any responsibility for such patent costs arising after such date.

2.5 [If the Option lapses and University Technology Transfer licenses any of the Patent Rights to
a third party, University Technology Transfer shall seek to recover any patenting costs paid
to it by the Company in respect of such Patent Rights from the third party and reimburse
such recovered costs to the Company.]

3. Payments

3.1 In consideration of the Option, the Company shall pay to University Technology Transfer
the Option Fee (plus taxes, if applicable) within [30] days of the date of this Agreement.

3.2 During the continuation of the Option, the Company shall:

3.2.1 reimburse to University Technology Transfer all of University Technology Transfer’s costs
and expenses in relation to the drafting, filing and prosecution of the Patents, including
without limitation patent agents’ fees[; and]

3.2.2 [pay to University Technology Transfer the amounts described in the attached Schedule
1, on the dates stated in Schedule 1, by way of funding for the work described in that
Schedule.]

3.3 For the avoidance of doubt, all intellectual property and other rights in the work referred
to in Clause 3.2 above shall vest in University Technology Transfer, but if an agreement is
reached pursuant to Clause 2.2, such intellectual property and rights shall be included in
the license to the Company contemplated by Clause 2.2.

3.4 All amounts stated or referred to in this Agreement are exclusive of VAT, and VAT will be
charged by University Technology Transfer to the Company, in addition to such amounts, if

K applicable and at the appropriate rate. (CONTINUED N NEXT PAGE)j
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4. General

41

4.2

43

This Agreement is made under English law and the parties submit to the exclusive
jurisdiction of the English courts in respect of any dispute arising out of or relating to this
Agreement.

Any notice to be given under this Agreement shall be in writing and shall be sent by first
class mail, or by fax (confirmed by first class mail) to the address of the relevant Party set
out at the head of this Agreement, or to the relevant fax number set out below, or such
other address or fax number as that Party may from time to time notify to the other Party
in accordance with this Clause 4.2, and marked for the attention of the representatives of
the parties set out below:

4.21 University Technology Transfer’s representative for notices—[insert name]

4.2.2 University Technology Transfer’s fax number—([insert number]

4.2.3 Company’s representative for notices—[insert name]

4.2.4 Company’s fax number—I[insert number]
Notices sent as above shall be deemed to have been received three working days after
the day of posting (in the case of inland first-class mail), or on the next working day after
transmission (in the case of fax messages, but only if a transmission report is generated by
the sender’s fax machine recording a message from the recipient’s fax machine, confirming

that the fax was sent to the number indicated above and confirming that all pages were
successfully transmitted).

AGREED by the Parties through their authorized signatories:

For and on behalf of For and on behalf of
University Technology Transfer Ltd [.]

Signed Signed

Print name Print name

Title Title

Date Date

[Schedule 1]
[description of work to be done and amount and dates of payment]

[Schedule 2]
[Key points to be incorporated in license agreement]

/
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Box 2: SAMPLE SOFTWARE EVALUATION AGREEMENT

THIS AGREEMENT is made on 2007 by and between:

(1) [1a company incorporated in [England and Wales] under company number [ ] whose registered
office is at [ ] (the “Licensor”); and

(2)[]acompanyincorporated in [England and Wales] under company number [ ] whose registered
office is at [ ] (the “Licensee”).

WHEREAS:

A.The Licensor has developed the Software (as defined below).

B.The Licensee is interested in evaluating the Software with a view to taking a Software License
(as defined below) [on [advantageous][the] terms as annexed to this Agreement) and is willing

to evaluate and test the Software at its own risk subject to the provisions of this Agreement.

NOW IT IS AGREED as follows:

1. Definitions
In this Agreement, the following words shall have the following meanings:
1.1 “Documentation” shall have the meaning as described in the Software License.

1.2 “Evaluation Fee” shall mean the fee to be paid by the Licensee to The Licensor as described
in Schedule 1, Part B to this Agreement.

1.3 “Evaluation Period” shall mean the period of time, commencing on the date of this
Agreement, during which the Licensee is permitted to use, evaluate [and test] the Software
as described in Schedule 1, Part C to this Agreement.

1.4 “Site” shall mean [ ].”

1.5 “Software” shall mean the software to be licensed under this Agreement and potentially
under the Software License as described in Schedule 1, Part A to this Agreement.

1.6 “Software License” shall mean the software license annexed as Schedule 2 to this
Agreement.

2. Software license

2.1 In consideration of the Licensee paying the Evaluation Fee to the Licensor, the Licensor
hereby grants the Licensee the nonexclusive right to use the Software for the purpose of
internal evaluation only during the Evaluation Period at the Site and in accordance with the

(CONTINUED ON NEXT PAGE)
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provisions of the Software License, except to the extent that such terms are varied by this
Agreement.

2.2 [The Licensee agrees and undertakes to use the Software and to undertake its [testing and]
evaluation for the Licensor [without charge to the Licensor] for the Evaluation Period.]

2.3 Within 30 days after the end of the Evaluation Period, unless the Licensee terminates this
Agreement in accordance with Clause 2.4, the Licensee may enter into the Software License
subject to the financial and other terms set out in the Software License.

2.4 The Licensee may at any time during the Evaluation Period, and must at the end of the
Evaluation Period if the Licensee decides not to enter into the Software License, uninstall
the Software from its computer system and return to the Licensor all copies of the Software,
together with all documentation for the Software and all other material containing
information concerning the Software that has either been supplied to it or of which it has
become aware, whereupon the Licensee’s obligations under this Agreement and under the
Software License shall cease, other than those under Clause 4 of this Agreement and those
in the Software License that are expressed to continue to subsist after its termination.

2.5 [For the avoidance of doubt, Documentation will not be provided by the Licensor to the
Licensee under this Agreement.]

3. Licensee’s Obligations
3.1 During the Evaluation Period the Licensee shall:

(a) installand keep the Software installed on its computer system in its offices and [permit the
Licensor to] install upgrades to the Software as soon as they become available;

(b) provideforthe Software to be used at the Site by at least [ ] of its employees, beingemployees
who would normally use such a product;

(c) produce verbal [weekly] written reports on the Software’s performance (addressing quality,
content, and functionality of the Software as well as its marketability), which reports shall
also identify any errors, bugs, or shortcomings in the Software as well as the Licensee’s
comments and observations as the Licensor may from time to time reasonably request;

(d) make those of its employees who are using the Software available for meetings and
discussions with the Licensor from time to time;

(e) at the request of the Licensor from time to time provide, and will procure that its staff
provide, free of charge, references and information as to their practical experience of using
the Software to potential and actual licensees nominated by the Licensor;

(f) comply with the terms of the Software License (except in so far as varied by this Agreement)
and with the terms as to confidentiality set out in Clause 4.

4. References to Licensee’s Use

The Licensor may state in any publicity and other promotional materials that the Licensee is a user
of the Software during the existence of this Agreement.

(CONTINUED ON NEXT PAGE)
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Box 2 (CONTINUED)

5. Confidentiality

51 During and after the Evaluation Period the Licensee shall treat the Software and all
information concerning it that is either supplied to it or of which it becomes aware as
confidential and accordingly shall not:

(a) disclose any such information to any third party; or

(b) disclose any such information to any employee who has not acknowledged in writing the
confidentiality of such information; or

(c) use any such information other than for the purpose of its own internal use, testing and
evaluation of the Software except to the extent that such information is or becomes public
knowledge other than through any fault of the Licensor; and shall at the request of the
Licensor and at its own cost take such proceedings as may be necessary to preserve the
confidentiality of such information.

6. Noncompetition (It is advisable to seek legal advice before including this clause)

6.1 During the period of [ ] [months][years] from the commencement of the Evaluation
Period the Licensee undertakes not supply to, and/or develop on behalf of any third party
or develop or supply to any third party, any product that competes whether directly or
indirectly with the Software. Any such product shall include any software that operates as
a stand-alone product, or whether as part of, or integrated into, another software product,
whether can only operate in conjunction with another product, whether another product
is owned, licensed to or used by the Licensee.

6.2 This obligation shall not restrict the Licensee from itself undertaking internal research
and development work in respect of such competing product but the Licensee shall not
undertake any marketing or promotional activities in respect of the same prior to expiry of
such period.

6.3 For the avoidance of doubt, the provisions of this Clause 6 shall survive the expiration of
this Agreement and/or the Software License.

7. Exclusion of Warranty

Notwithstanding any warranty to be given by the Licensor in the Software License, the Licensee
acknowledges that during the Evaluation Period the Software will still be under development,
will be for test and evaluation purposes only, is being provided at a fee less than that normally
charged by The Licensor and accordingly is provided “AS IS” without any warranty of any kind and
is being tested and evaluated by the Licensee at its own risk.

8. General
8.1 The Licensee may not assign its rights and/or obligations under this Agreement.

8.2 In the event that all or any part of the terms, conditions or provisions contained in this
Agreement are determined by any competent authority to be invalid, unlawful, or
unenforceable to any extent such term, condition or provision shall to that extent be
severed from the remaining terms, conditions, and provisions that shall continue to be
valid and enforceable to the fullest extent permitted.

(CONTINUED ON NEXT PAGE)j
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8.3 This Agreement shall be governed by and construed in accordance with the laws of
England and Wales to the [nonexclusive] jurisdiction of the courts of which the parties
hereby submit.

8.4 This agreement does not create any right enforceable by any person not a party to it.

AGREED by the parties through their authorized signatories:

For and on behalf of For and on behalf of
[o] [o]

Signed Signed

Print name Print name

Title Title

Date Date

Schedule 1

A. Description of the Software:
B.The Evaluation Fee:
C.The Evaluation Period:

Schedule 2
The Software License

~
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Box 3: SAMPLE PIPELINE AGREEMENT

THIS AGREEMENT is made the _ day of 2007 by, between and among:
1. ABC LIMITED whose registered office is at [] (“the Company”); and
2. THEINDIVIDUALS DEFINED BELOW AS THE FOUNDERS (“the Founders”); and

3. UNIVERSITY TECHNOLOGY TRANSFER COMPANY LTD whose registered office is at [ ]
(“Technology Transfer”)

WHEREAS:

A. Technology Transfer is responsible for the commercialization of Pipeline IPR (as defined
below) generated within the University (as defined below).

B. The Research Group (as defined below) of the University carries out activities that
include work in the Field (as defined below).

C. The Parties envisage that some of this work will be of commercial interest to the
Company.

D. TheFoundersandTechnologyTransferare preparedtograntthe Companyanopportunity
to exploit Pipeline IPR generated in the course of the Research Group’s work in the Field
on the terms of this Agreement.

IT IS AGREED as follows:

1. Definitions
In this Agreement, the following terms shall have the following meanings:

11 “Affiliate” shall mean, in relation to a Party, any entity or person that controls, is controlled
by, or is under common control with that Party. For the purposes of this definition, “control”
shall mean direct or indirect beneficial ownership of 50% or more of the share capital,
stock, or other participating interest carrying the right to vote or to distribution of profits
of that entity or person, as the case may be;

1.2 This “Agreement” shall mean this pipeline agreement together with all of its schedules,
annexes, and amendments;

1.3 “Candidate Technology” shall mean an invention, know-how or other IP rights that:
(a) are generated by the Research Group in the Research Work during the Option Exercise
Period;
(b) areconsidered suitable and ready for commercialization and protection by the Company;
and
(c) areidentified by a Party in accordance with Clauses 2.1t0 2.3;

1.4 “Contract Period” shall mean the period beginning on the Effective Date and ending on
the [third] anniversary of the Effective Date, subject to any earlier or later termination in
accordance with Clause 8;

K (CONTINUED ON NEXT PAGE) j
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15 “Department” shall mean the Department of [ ], that is within the Faculty of [ ] of the
University;

1.6 “Effective Date” shall mean [XXXX] [the date of this Agreement];

1.7 “Encumbered,” with respect to any Pipeline IPR, shall mean that Technology Transfer is not
entitled to assign such Pipeline IPR to the Company free of all liens, encumbrances and
Third-Party rights and obligations, and “Encumbrance” shall be interpreted accordingly. As
examples, but without limitation, Pipeline IPR may be Encumbered if:

(a) itincorporates IP rights or materials that are owned wholly or partly by someone other
than the University or Technology Transfer (for example, but without limitation, where
a person who is not a University employee contributed to its development); or

(b) it was developed under an agreement with a Third Party on terms that restricted or
prevented the University’s use or disclosure of such Pipeline IPR or vested rights in such
Pipeline IPR in the Third Party or any other person;

(c) itwasdevelopedinthecourse ofaproject that was funded wholly or partly by an external
funding body on terms that restricted the University’s ownership, use or disclosure of
the results; or

(d) in cases falling outside (a) to (c) above, it is the subject of an option, license, agreement
to assign, or other commercial arrangement with a Third Party; or negotiations for the
grant of commercial rights to a Third Party are continuing;

1.8 “Exclusive Commercial License” shall mean an exclusive, worldwide license to research,
develop and commercialize products and services, with the right to grant sublicenses,
subject to any limitations or reservations on such license stated in this Agreement;

1.9 “Expert’s Decision” shall mean the procedure set out in Schedule 2;

110 “Field” shall mean the field of low power circuits for use in chip designs for wireless
communication applications;

111 “Founders” shall mean Professor []and [ ];

112 “Inventive Contribution” shall mean a contribution to an item of Pipeline IPR that, in the
absence of this Agreement, would entitle the maker of the contribution, or his or her
employer, to be an owner or joint owner of the Pipeline IPR as a matter of applicable IP
law. In particular, it is understood that being named as a joint author of an academic paper
that describes the research in which the Pipeline IPR was generated shall not, of itself, be
evidence of an Inventive Contribution;

113 “Major Territory” shall mean any of the following territories: [United States of America,
Canada, United Kingdom, Germany, France, Italy or Japan];

114 “Net Sales Receipts” shall mean the amount of any payment (excluding Value Added Tax),
and the value of any nonmonetary receipt, received by or due to Company or its Affiliate,
in any transaction or series of linked transactions that involve the sale by the Company
or its Affiliates of products that incorporate technology that is the subject of any Pipeline
Patents or Pipeline Trade Secrets that are assigned or licensed to the Company pursuant to
this Agreement (“Relevant Transaction”), and including any of the following:

(@) up-front, milestone (whether at the stage of development, marketing or otherwise),
success, bonus, maintenance and periodic (including annual) payments, and minimum
payments, received pursuant to any license or other transactions involving the Pipeline

Patents or Pipeline Trade Secrets;
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(b) anyreceipt greater than actual incurred cost (“Incurred Costs”) in respect of the funding
of research or development activities (“R&D Funding”) relating to the Pipeline Patents
or Pipeline Trade Secrets; provided that Incurred Costs shall not include any costs that
were incurred prior to the date of the agreement under which the R&D Funding was
provided;

(c) any premium paid by the licensee (or its affiliate) for shares, options or other securities
in the share capital of Company or its Affiliate over and above the fair market value of
such shares, options or securities, pursuant to a Relevant Transaction (such fair market
value to be determined on the assumption that Technology Transfer had not granted,
nor agreed to grant, any rights to Company in respect of any Pipeline IPR);

(d) any loan, guarantee or other financial benefit made or given other than on normal
market terms by the licensee (or its affiliate) pursuant to a Relevant Transaction; and any
shares, options or other securities obtained from a third party pursuant to a Relevant
Transaction;

115 “Net Licensing Receipts” shall mean the amount of any payment (excluding Value Added
Tax),and thevalue of any nonmonetary receipt, received by or due to Company or its Affiliate,
in any transaction or series of linked transactions that involve the grant or assignment
of any rights (including the grant of any option over such rights) of any Pipeline Patents
or Pipeline Trade Secrets that are assigned or licensed to the Company pursuant to this
Agreement (“Relevant Transaction”), and including any of the following:

(@) up-front, milestone (whether at the stage of development, marketing or otherwise),
success, bonus, maintenance, and periodic (including annual) payments, and minimum
payments, received pursuant to any license or other transactions involving the Pipeline
Patents or Pipeline Trade Secrets;

(b) anyreceipt greater than actual incurred cost (“Incurred Costs”) in respect of the funding
of research or development activities (“R&D Funding”) relating to the Pipeline Patents
or Pipeline Trade Secrets; provided that Incurred Costs shall not include any costs that
were incurred prior to the date of the agreement under which the R&D Funding was
provided;

(c) where any license or sublicense is to be granted under cross-licensing arrangements,
the value of any third-party license obtained under such arrangements;

(d) any premium paid by the licensee (or its affiliate) for shares, options, or other securities
in the share capital of Company or its Affiliate over and above the fair market value of
such shares, options, or securities, pursuant to a Relevant Transaction (such fair market
value to be determined on the assumption that Technology Transfer had not granted,
nor agreed to grant, any rights to Company in respect of any Pipeline IPR);

(e) any loan, guarantee or other financial benefit made or given other than on normal
market terms by the licensee (or its affiliate) pursuant to a Relevant Transaction; and

(f) anyshares,options,or other securities obtained from a third party pursuant to a Relevant
Transaction;

116 “Nondepartmental University Academic” shall mean a person who is employed by the
University but is not part of the Research Group;

117 “Option Exercise Period” has the meaning given in Clause 3.1;

118 “Party”shall mean any of the Company, each Founder,and Technology Transfer,and “Parties”
shall mean all of them;

119 “Patent Rights” shall mean patents and patent applications, petty patents, utility models

and certificates, improvement patents and models, certificates of addition, and all foreign
counterparts thereof, including any continuations, continuations in part, extensions,
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reissues, divisions, and including any patents, patent term extensions, supplementary
protection certificates, and similar rights;

“Pipeline Know-How” shall mean technical information that is generated by the University
in the course of the Research Work and protected under the law of confidence, and that is
not Pipeline Patents or Pipeline Trade Secrets but that [relates directly to] Pipeline Patents
or Pipeline Trade Secrets;

“Pipeline IPR” shall mean Pipeline Patents, Pipeline Trade Secrets, Pipeline Know-How, [and
Pipeline Other Intellectual Property];

[“Pipeline Other Intellectual Property” shall mean all IP rights that are generated in
the course of the Research Work by the University and are owned by the University or
Technology Transfer, other than Pipeline Patents, Pipeline Trade Secrets, and Pipeline Know-
how; such IP rights may include, without limitation, copyright, database right, design rights
(registered and unregistered), property rights in respect of physical materials (including
biological samples), and similar rights existing in any country of the world;]

“Pipeline Patents” shall mean all Patent Rights that are developed in the course of the
Research Work and are owned by the University or Technology Transfer;

“Pipeline Trade Secrets” shall mean inventions and discoveries made in the course of the
Research Work that the University’s patent attorneys consider to be suitable to be the
subject of patent applications and that, if such applications were made, would be Pipeline
Patents, but that the Company elects to keep secret in accordance with the provisions of
Clause s;

“Research Group” shall mean the Founders and their postdoctoral research assistants
and postgraduate students when working under any of the Founders’ sole or joint, direct
supervision in the Department in the Field;

“Research Work” shall mean all research carried out in the Field by the Research Group
during the Contract Period; but shall exclude (unless otherwise agreed under such separate
agreements) work done under:

(@) any separate agreement(s) between (1) the Company and (2) the University and/or

Technology Transfer (including without limitation research or consultancy agreements);
or

(b) any private consultancy agreement between (1) the Company and (2) any employee of

the University;
“Selected Technology” shall have the meaning given in Clause 3.2;

“Software and Database Net Receipts” shall mean the amount of any payment (excluding
Value Added Tax), and the value of any nonmonetary receipt, received by or due to Company
or its Affiliate, in any transaction or series of linked transactions that involve the grant or
assignment of any rights (including the grant of any option over such rights) of any of the
Pipeline Other Intellectual Property that is assigned or licensed to the Company pursuant
to this Agreement (“Relevant Transaction”), and including any of the following:

(@) up-front, milestone (whether at the stage of development, marketing or otherwise),

success, bonus, maintenance and periodic (including annual) payments, and minimum
payments, received pursuant to any license or other transactions involving the Pipeline
Other Intellectual Property;

~
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(b) anyreceipt greater than actual incurred cost (“Incurred Costs”) in respect of the funding
of research or development activities (“R&D Funding”) relating to the Pipeline Other
Intellectual Property; provided that Incurred Costs shall not include any costs that
were incurred prior to the date of the agreement under which the R&D Funding was
provided;

(c) where any license or sublicense is to be granted under cross-licensing arrangements,
the value of any third-party license obtained under such arrangements;

(d) any premium paid by the licensee (or its affiliate) for shares, options, or other securities
in the share capital of Company or its Affiliate over and above the fair market value of
such shares, options or securities, pursuant to a Relevant Transaction (such fair market
value to be determined on the assumption that Technology Transfer had not granted,
nor agreed to grant, any rights to Company in respect of any Pipeline IPR);

(e) any loan, guarantee, or other financial benefit made or given other than on normal
market terms by the licensee (or its affiliate) pursuant to a Relevant Transaction; and

(f) anyshares,options,orother securities obtained from a third party pursuant to a Relevant
Transaction.

1.29 “Third Party” shall mean any party other than the Parties, the University, and their
respective employees and agents;

1.30 “Transferred Technology” has the meaning given in Clause 3.5;

1.31 “Unencumbered” shall mean, with respect to any Pipeline IPR, that it is not Encumbered;
and

1.32 “University” shall mean [ ]; and every reference to a particular Clause or Schedule shall
be a reference to that Clause or Schedule in or to this Agreement.

2.ldentification of Candidate Technologies

2.1 Identified by Founders. Whenever the Founders identify any Candidate Technology, they
shall promptly notify Technology Transfer and the Company in writing.

2.2 Quarterly reviews. Without limiting the Founders obligations under Clause 2.1, every three
months during the Contract Period, the Founders shall provide Technology Transfer and the
Company with a written description of the current status of the Research Work in sufficient
detail to enable any resulting inventions, know-how, or other IP rights to be identified.
Using this written description, the Founders, in consultation with Technology Transfer
and the Company, will identify any Candidate Technologies and will jointly prepare for the
Company a report specifying these Candidate Technologies, and identifying whether they
are Encumbered as described in Clause 2.4.

2.3 Identified by Company. If the Company (other than pursuant to Clause 2.1 or 2.2) identifies
a Candidate Technology that it wishes to attempt to protect or commercialize, it shall
promptly notify the Founders and Technology Transfer in writing, and the Founders shall
notify all employees or students of the University who made an inventive contribution to
the Candidate Technology (“Inventors”) of the Company’s interest.

2.4 Encumbered Technology. When a Candidate Technology is identified pursuant to Clauses

2.1, 2.2, or 2.3, Technology Transfer shall promptly inform the Company whether or not the
Candidate Technology is Encumbered. If the Candidate Technology is Encumbered, the
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Company shall only be entitled to acquire rights in the Candidate Technology under this
Agreement to the extent not in conflict with such Encumbrances.

2.5 Otherresearch contracts.Fortheavoidance ofdoubt, nothinginthis Agreement shall prevent
Technology Transfer or the University from entering into sponsored research contracts in
the Field under which the Pipeline IPR arising from such contracts is Encumbered.

2.6 [Record-keeping. The Founders shall ensure that all members of the Research Group shall
maintain laboratory notebooks in a suitable form to provide evidence of inventions in
accordance with patenting practice in the United States.]

3. Grant of Option

3.1 OptionExercise Period.Where a Candidate Technologyisfirstidentified toor by the Company,
the Parties shall for a period of three months beginning on the date of such identification
(“the Option Exercise Period”) not discuss that Candidate Technology with any Third Parties
(subject to Clause 5), nor grant any rights therein, unless and until either: (a) Technology
Transfer notifies the Company that the Candidate Technology is Encumbered; or (b) the
Company notifies Technology Transfer during the Option Exercise Period that it does not
wish to exercise the Option.

3.2 Exercise of Option. The Company shall have the Option, exercisable at any time before
the termination of the Option Exercise Period, to require Technology Transfer by notice in
writing to deal with the Candidate Technology in accordance with Clauses 3.4 and 3.5 (“the
Option”).

3.3 Expiry of Option. If the Option Exercise Period in respect of a Candidate Technology expires
without Technology Transfer receiving notification that the Company wishes to exercise
the Option, the Option in respect of that Candidate Technology shall lapse, and Technology
Transfer shall be free to dispose of that Candidate Technology as it wishes.

3.4 Assignment of Pipeline IPR to Technology Transfer. If the Company exercises the Option
during the Option Exercise Period, the Candidate Technology shall be considered Selected
Technology and the procedure described in Clauses 3.4.1 to 3.4.2 shall be followed.

3.4.1 Where the Pipeline IPR in the Selected Technology vests automatically in the University,
Technology Transfer shall procure that the University shall assign such Pipeline IPR to
Technology Transfer.

3.4.2 If the Selected Technology does not vest automatically in the University, the Founders
and Technology Transfer shall use their reasonable endeavors to obtain an express
assignment to Technology Transfer of the Selected Technology.

3.5 License of Pipeline IPR to the Company.Subject to Technology Transfer successfully acquiring
all Pipeline IPR in the Selected Technology (pursuant to Clauses 3.4.1and 3.4.2), Technology
Transfer shall then deal with the Selected Technology in accordance with Clauses 3.5.1 to
3.5.2. Selected Technology that is licensed to the Company pursuant to Clauses 3.5.10r 3.5.2
is referred to in this Agreement as “Transferred Technology.”

3.51 Generated solely within the Department. If the Selected Technology was generated
solely by members of the Research Group, the Pipeline IPR therein shall be licensed to

the Company on the terms set out in Schedule 1.
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3.5.2 GeneratedjointlywithNondepartmental University Academics.IftheSelectedTechnology
was generated jointly by members of the Research Group and Nondepartmental
University Academics, then:

(@) Noninventive. If Technology Transfer is advised that the contribution of the
Nondepartmental University Academic(s) to the Selected Technology was not an
Inventive Contribution, the Pipeline IPR therein shall be licensed to the Company on the
terms set out in Schedule 1; but

(b) Inventive.lfTechnology Transferis advised that the contribution of the Nondepartmental
University Academic(s) to the Selected Technology was an Inventive Contribution then
[Technology Transfer shall have no obligation to license such Selected Technology to the
Company and the provisions of this Agreement shall lapse with respect to such Selected
Technology][, subject always to the consent of those Nondepartmental University
Academic(s), Technology Transfer shall negotiate in good faith with the Company during
the Option Exercise Period for the grant to the Company of a license (at the discretion
of Technology Transfer) of the Pipeline IPR in such Selected Technology on terms to be
agreed, taking into account Technology Transfer’s policy of compensating all University
researchers when Pipeline IPR that they have generated is commercially exploited].

3.6 License back. The Company hereby grants to Technology Transfer and the University a
perpetual nonexclusive royalty-free license to use all Transferred Technology and Project
IPR therein on the following terms:

(@) Technology Transfer and the University shall be entitled to use Pipeline Patents for the
purposes of teaching and research, including use as enabling technology in research
and development projects that are funded by Third Parties; and

(b) Technology Transfer and the University shall be entitled to use Pipeline Trade Secrets,
Pipeline Know-How [and Pipeline Other Intellectual Property] in the Field for the
purposes of teaching and research, including use as enabling technology in research and
development projects (“Funded Research”) that are funded by Third Parties (“Funding
Parties”), and Technology Transfer and the University shall have the right to license
Pipeline Trade Secrets, Pipeline Know-How and Pipeline Other Intellectual Property to
Funding Parties for use in connection with the development and commercial exploitation
of the results of Funded Research. Nothing in this Agreement shall restrict the rights
of Technology Transfer and the University to use, license, or otherwise exploit Pipeline
Trade Secrets, Pipeline Know-How, and Pipeline Other Intellectual Property outside the
Field.

4. Payments

4.1 Options and Equity. In consideration for the grant of Option rights under this Agreement,
the Companyshall:(a) allot and issue of [relevant shares equivalent to 10% of the Company’s
equity as on the [Effective Date]] shares in the Company to Technology Transfer; (b) register
Technology Transfer as the holder of the [relevant ] shares in the Company; and (c) prepare
and deliver to Technology Transfer share certificates in respect of such shares.

4.2 Licenses. In consideration for the execution of any licenses that are executed pursuant to
Clause 3.5, the Company shall:
(@) uponexecutingany such license, pay toTechnology Transfer the amount of any patenting
costs that Technology Transfer incurred, prior to the date of execution, in respect of any
Pipeline Patents or Pipeline Trade Secrets that are the subject of such license; and
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(b) pay toTechnology Transfer the amounts and rates described in Schedule 1.

Payment terms. All sums due under this Agreement:

(a) are exclusive of Value Added Tax that where applicable will be paid by the Company to
Technology Transfer in addition;

(b) shall be paid directly into Technology Transfer’ bank account number [ ], sort code [ ]
with [ ] Bank, [address] or such other account as Technology Transfer may specify from
time to time;

(c) shall be paid in pounds sterling and, in the case of Net Sales Receipts, Net Licensing
Receipts [or Software and Database Net Receipts] received by the Company in a currency
other than pounds sterling, the income shall be calculated in the other currency and
then converted into equivalent pounds sterling at the rate charged by the Company’s
U.K. bankers for converting such other currency into sterling in the Company’s bank
account on the last business day of the quarterly period with respect to which the
payment is made;

(d) shall be made without deduction of corporation tax or other taxes charges or duties
that may be imposed, except insofar as the Company is required to deduct the same to
complywithapplicablelaws.Anyandall taxes levied by a propertaxingauthority required
to be withheld by the Company on account of royalties or other payments accruing
to Technology Transfer under this Agreement may be deducted from such payment
provided that (a) such amount is paid for and on behalf of Technology Transfer to the
appropriate tax authorities within the applicable payment period and (b) the Company
furnishes Technology Transfer with official tax receipts or other appropriate evidence of
payment issued by the appropriate tax authorities. The Parties shall cooperate and take
all steps reasonably and lawfully available to them to avoid deducting such taxes and
to obtain double taxation relief.

4.4 Exchangecontrols,etc.Ifatanytimeduringthe continuation of this Agreement the Company

4.5

4.6

is prohibited from making any of the payments required hereunder by a governmental
authority in any country, then the Company will within the prescribed period for making
the said payments in the appropriate manner use its reasonable endeavors to secure
from the proper authority in the relevant country permission to make the said payments
and will make them within 7 days of receiving such permission. If such permission is not
received within 30 (thirty) days of the Company making a request for such permission
then, at the Option of Technology Transfer, the Company shall deposit the payments due in
the currency of the relevant country either into a bank account designated by Technology
Transfer within such country, or such payments shall be made to an associated company of
Technology Transfer designated by Technology Transfer and having offices in the relevant
country designated by Technology Transfer.

Statements. The Company shall send to Technology Transfer at the same time as each
payment is made in accordance with Clause 4.2 a statement, where relevant, showing how
any amounts paid have been calculated.

Records. The Company shall keep at its normal place of business detailed and up-to-date
records and accounts showing the amount of income received by it in respect of Net Sales
Receipts, Net Licensing Receipts [and Software and Database Net Receipts], on a country-
by-country basis,and being sufficient to ascertain the payments due under this Agreement.
The Company shall make such records and accounts available, on reasonable notice, for
inspection during business hours by an independent chartered accountant nominated by
Technology Transfer for the purpose of verifying the accuracy of any statement or report
given by the Company to Technology Transfer under Clause 4.5, such inspection to take
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place not more than once in any calendar year (other than re-inspection of accounts
where errors have been found). The accountant shall be required to keep confidential all
information learned during any such inspection, and to disclose to Technology Transfer only
such details as may be necessary to report on the accuracy of the Company’s statement or
report. Technology Transfer shall be responsible for the accountant’s charges unless there
is an inaccuracy of more than 5% (five percent) in any royalty statement, in which case the
Company shall pay his or her charges in respect of that particular inspection. The Company
shall ensure that it has the same rights as those set out in this Clause 4.6 in respect of
any Affiliate or licensee (including any agent or distributor appointed by the Company,
its Affiliate or licensee) of the Company that is licensed any Pipeline IPR pursuant to this
Agreement.

5. Confidentiality and Publications

51 General obligation. Subject to Clauses 5.3 to 5.5, each Party shall maintain in confidence any
information or materials provided to it directly or indirectly by the other Party under, or in
contemplation of, this Agreement and shall use the same only for the purpose of exercising
rights under this Agreement.

5.2 Exceptions. The obligations set out in Clause 5.1 shall not apply to any information or
materials that the Party receiving the same (“Receiving Party”) can prove by written
records:

(a) werealready the Receiving Party’s property or lawfully in its possession prior to receiving
it from the other Party;

b) were already in the public domain when they were provided by the other Party;

c) subsequently enter the public domain through no fault of the Receiving Party;

(d) arereceived from a Third Party who has the right to provide them to the Receiving Party
without imposing obligations of confidentiality;

(e) that it has been advised by its information officer that it is required to disclose under
the Freedom of Information Act 2000; or

(f) are required to be disclosed by an order of any court of competent jurisdiction or
governmental authority PROVIDED that reasonable efforts shall be used by the
Receiving Party to secure a protective order or equivalent over such information and
PROVIDED further that the other Party shall be informed as soon as possible and be
given an opportunity, if time permits, to make appropriate representations to such court
or authority to attempt to secure that the information is kept confidential.

—

5.3 Disclosure of Selected Technology during Option Period. The Founders, the University, and
Technology Transfer shall use their reasonable endeavors to prevent the publication of any
information relating to a Selected Technology during the Option Exercise Period for that
Selected Technology.

5.4 Postexpiry of Option Period. If the Company has not exercised the Option before the expiry
of the Option Exercise Period, the University and the Inventors shall be free to publish
information forming part of the Selected Technology in accordance with normal academic
practice.

5.5 Postexercise of Option. If the Company exercises the Option before the expiry of the Option
Exercise Period then, following the exercise of the Option, the following provisions of this
Clause 5.5 shall apply:
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5.5.1 The Company acknowledges that the University is an academic research organization
supported by charitable funds and that timely publication of research results is essential
to the University. The University acknowledges that the Company is a commercial
organization and that patent protection of inventions with commercial value is essential
to the Company.

5.5.2 To allow time for review of any proposed disclosure of information that may be
patentable, the University shall provide to the Company:
(@) a copy of any manuscript that discloses any Transferred Technology at least 14 days
prior to submission of the manuscript for publication; and
(b) a copy of any slides to be used in an oral presentation that would disclose any
Transferred Technology at least 14 days prior to making such oral presentation.

5.6 The Company shall review all material provided to it under Clause 5.5.2 promptly. If in the
Company’s opinion the proposed disclosure does not include patentable subject matter,
the Company shall notify the University and the University shall thereafter be free to make
the disclosure. If in the Company’s opinion the proposed disclosure does include patentable
subject matter and the Company anticipates that it may wish a patent application to be
made, it will so inform the University within the said 14 day period, in which event the
University shall delay such intended public disclosure for up to [30 days][three months][six
months] to allow patent application(s) to be made, provided that the Parties shall seek to
minimize any such delay.

6. Diligence

6.1 The Company shall diligently proceed to develop and commercially exploit Transferred
Technologies to the maximum extent worldwide, or as otherwise agreed between the
Company and Technology Transfer.

6.2 Without prejudice to the generality of the Company’s obligations under Clause 6.1, the
Company shall provide at least annually, to Technology Transfer, an updated, written
development plan, showing all past, current and projected activities taken or to be taken by
the Company to commercialize the products based on Transferred Technologies worldwide.
Technology Transfer’s receipt or approval of any such plan shall not be taken to waive or
qualify the Company’s obligations under Clause 6.1. Technology Transfer shall hold all
development plans submitted under this Clause 6.2 in confidence, and shall disclose the
same only to its own employees and to employees of University on a need-to-know basis.

6.3 If Technology Transfer considers at any time during the period of this Agreement that
the Company has without legitimate reason failed to proceed diligently to develop and
commercially exploit specific Transferred Technologies (the “Specific Technologies”),
Technology Transfer shall notify the Company and the Parties shall use their best endeavors
to resolve the situation amicably. If such a resolution is not reached within three months
of Technology Transfer first notifying the Company, Technology Transfer shall be entitled to
refer to an independent expert the following questions:

(@) whether the Company has acted diligently in its attempts to develop and commercially
exploit the Specific Technologies; and if not

(b) what specific action the Company should have taken (“Specific Action”) in order to have
acted diligently.

6.4 The independent expert shall be appointed in accordance with the provisions of Schedule

2 and his or her decision shall be final and binding on the Parties.
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6.5 If the expert determines that the Company has failed to comply with its obligations under
this Clause 6, and if the Company fails to take the Specific Action within six months of the
expert giving his or her decision in accordance with Schedule 2, the Company shall lose all
rights in and to all such Specific Technologies.

7. Patents

71 [Following the identification of Candidate Technology in accordance with Clauses 2.1to 2.3,
Technology Transfer shall be responsible for making any initial patent applications, at its
cost and discretion, in respect of such Candidate Technology.]

7.2 Upon the Company exercising an Option under Clause 3.2 with respect to any Pipeline
Patents or Pipeline Trade Secrets in respect of item of Candidate Technology, responsibility
for (including paying the costs of) pursuing any Pipeline Patents shall be the responsibility
of Technology Transfer. [Subject to any terms to the contrary agreed in any license granted
to the Company following the exercise of the Options contained in Clause 3, Technology
Transfer shall have the right, at its discretion, to discontinue patent prosecution or
maintenance of any invention licensed to the Company.] It shall be the responsibility of
[Technology Transfer][the Company], in consultation with [the Company][Technology
Transfer], to prepare, file, and prosecute (at the Company’s sole expense) such patent
applications. [The Company shall consult with Technology Transfer and keep Technology
Transfer informed of all developments with respect to such patent applications, and on
request shall promptly supply Technology Transfer with copies of any documents relating
to the prosecution thereof.]

73 If any of the Results are capable of being the subject of a patent application, Technology
Transfer may file a patent application at its own discretion and expense or shall do so at the
request and expense of the Company.

74 Where Technology Transfer files or has filed a patent application at the request and expense
of the Company, the Company shall give Technology Transfer at least three months’ written
notice of the Company’s intention to cease payment of any costs and expenses incurred in
connection with such filing. On receipt of the Company’s notice, Technology Transfer may
either abandon that patent application or continue to prosecute that patent application
but at Technology Transfer expense.

8.Term and Termination

8.1 Term.This Agreement shall become effective upon the Effective Date and shall continue in
force for the full duration of the Contract Period unless terminated earlier in accordance
with the provisions of this Clause 8.

8.2 Founders leaving. In the event that any one of the Founders ceases to be employed by the
University, this Agreement shall continue in force but the definition of “the Founders” shall
be automatically amended by removal of that Founder’s name.

8.3 Founders joining. Any member of the academic or permanent research staff of the
University who is active in the Field may become a Party to this Agreement such that this
Agreement shall continue in force with the definition of “the Founders” amended to include
such person, subject to the written agreement of that person, the Founders, the Company,
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[,the University], and Technology Transfer.

8.4 All Founders leaving. In the event that all the Founders cease to be employed at the
University, this Agreement shall automatically terminate.

8.5 Breach or insolvency. Without prejudice to any other right or remedy it may have, either
Technology Transfer or the Company may terminate this Agreement at any time by notice
in writing to the other of those two Parties (“Other Party”), such notice to take effect as
specified in the notice:

(a) if the Other Party is in breach of this Agreement and, in the case of a breach capable of
remedy within 30 days, the breach is not remedied within 30 days of the Other Party
receiving notice specifying the breach and requiring its remedy; or

(b) if the Other Party becomes insolvent, or if an order is made or a resolution is passed for
the winding up of the Other Party (other than voluntarily for the purpose of solvent
amalgamation or reconstruction), or if an administrator, administrative receiver or
receiver is appointed in respect of the whole or any part of the Other Party’s assets
or business, or if the Other Party makes any composition with its creditors or takes or
suffers any similar or analogous action in consequence of debt.

8.6 Consequences of termination. Termination of this Agreement by any Party for any reason
shall not affect the rights and obligations of the Parties accrued prior to the effective date
of termination of this Agreement. Upon any termination, all Options that have not been
exercised prior to termination shall automatically lapse. No termination of this Agreement,
however effected, shall affect the Parties’ rights and obligations under Clauses 3 to 7 with
respect to Selected Technology in respect of which the Company has exercised an Option
prior to termination.

9. General

9.1 Nothing in this Agreement and no action taken by the Parties pursuant to this Agreement
shall constitute or be deemed to constitute a partnership association, joint venture, or other
cooperative entity between the Parties, and none of the Parties shall have any authority to
bind the others in any way except as provided in this Agreement.

9.2 It is acknowledged and agreed that this Agreement relates to results of experimental
research the properties and safety of which may not have been established, and that,
accordingly:

(@) any results, materials, information, Candidate Technology, Selected Technology,
Transferred Technology, and Pipeline IPR provided under this Agreement (“Delivered
ltems”) are provided “as is” and without any express or implied warranties,
representations or undertakings other than those set out in this agreement; and

(b) the Company shall indemnify and hold harmless the University and Technology
Transfer, their Affiliates, and their respective officers, employees, consultants, agents,
and representatives (“the Indemnitees”) against all Third-Party Claims that may be
asserted against or suffered by any of the Indemnitees and that relate to the use of any
Delivered Items, or the manufacture, distribution, sale, supply or use of any products
or services that incorporate any Delivered Items, by or on behalf of the Company or its
licensee or subsequently by any Third Party, including without limitation claims based
on product liability laws.

(CONTINUED ON NEXT PAGE) j

CHAPTER 11.7

HANDBOOK OF BEST PRACTICES | 1101



ANDERSON & KEEVEY-KOTHARI

4 N

Box 3 (CONTINUED)

9.3 None of the Parties shall without the prior written agreement of the other Parties assign or
otherwise transfer the benefit and/or burden of this Agreement.

9.4 Any agreement to change the terms of this Agreement in any way shall be valid only if the
change is made in writing and approved by mutual agreement of authorized representatives
of the Parties.

9.5 Any notice or other communication to be given pursuant to or made under or in connection
with the matters contemplated by this Agreement shall be in writing in the English language
and shall be delivered by courier or sent by post using the addresses of the Parties set out
above.

9.6 This Agreement shall be governed by English Law and shall be subject to the exclusive
jurisdiction of the English courts.
IN WITNESS of which this Agreement has been executed as a Deed and delivered the date and

year first above written.

EXECUTED AS A DEED by [ABC] LIMITED acting by:

Director Director/Secretary

EXECUTED AS A DEED by [UNIVERSITY TECHNOLOGY TRANSFER] LIMITED acting by:

Director Director/Secretary

SIGNED AS A DEED by PROFESSOR [ ]

in the presence of:

Witness’s signature

Name

& (CONTINUED ON NEXT PAGE) J
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Schedule 1
Detailed Arrangements for Licensing of Selected Technologies

1. Pipeline Patents

Upon exercise of an Option in respect of a Pipeline Patent then, subject to the provisions of this
Agreement, Technology Transfer hereby grants to the Company an Exclusive Commercial License
under that Pipeline Patent in the Field.

Upon the first receipt by the Company of Net Sales Receipts in respect of a Transferred Patent,
the Company shall pay to Technology Transfer a royalty on Net Sales Receipts. Such royalty will
be agreed between the Company and Technology Transfer at the time of receipt of such first Net
Sales Receipts on normal arm’s-length commercial terms [and is anticipated to be between 4%
to 8%].

Upon first receipt by the Company of Net Licensing Receipts from a license in respect of a
Pipeline Patent pursuant to Clause 3.5 (the licensed Pipeline Patent being referred to below as a
“Transferred Patent”), the Company shall pay to Technology Transfer a royalty on Net Licensing
Receipts. Such royalty will be agreed at the time on normal arm’s-length commercial terms.

2.Pipeline Trade Secrets

Upon exercise of an Option in respect of a Pipeline Trade Secret then, subject to the provisions
of this Agreement, Technology Transfer hereby grants to the Company an Exclusive Commercial
License under that Pipeline Trade Secret in the Field.

The Parties acknowledge that Pipeline Trade Secrets arise where the Company elects not to
pursue a Pipeline Patent in respect of a Transferred Technology and instead elects to maintain
the invention as a Pipeline Trade Secret. Accordingly, upon exercise of an Option in respect of a
Pipeline Trade Secret, the Company shall pay to Technology Transfer the relevant amount that
would have been due, under Section 1 of this Schedule, if a Pipeline Patent had been pursued.

3. Pipeline Know-How

Upon exercise of an Option in respect of Pipeline Know-How then, subject to the provisions of
this Agreement, Technology Transfer hereby grants to the Company an Exclusive Commercial
License under that Pipeline Know-How in the Field.

4. Pipeline Other Intellectual Property

Upon exercise of an Option in respect of an item of Pipeline Other Intellectual Property then,

subject to the provisions of this Agreement:
(@) Technology Transfer hereby grants to the Company an Exclusive Commercial License under

(CONTINUED ON NEXT PAGE) j
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the Pipeline Other Intellectual Property in the Field; and
(b) The Company shall pay to Technology Transfer, with respect to each such item of Pipeline
Other Intellectual Property, either (and at the Company’s election made and notified to
Technology Transfer on receipt of the first Software and Database Net Receipts):
(i) A one-time fee of [currency]X on receipt of first Software & Database Net Receipts with
respect to that Pipeline Other Intellectual Property; or
(i) A royalty of X% on all Software & Database Net Receipts received by the Company with
respect to that Pipeline Other Intellectual Property.

Schedule 2
Expert’s Decision

1. Any matteror dispute to be determined by an expert under this Agreement shall be referred
to a person suitably qualified to determine that matter or dispute who shall be nominated
jointly by the relevant Parties. Failing agreement between the Parties within 30 days of a
written request by one Party to another seeking to initiate the expert’s decision procedure,
either of the relevant Parties may request the president for the time being of the relevant
Professional Institution to nominate the expert.

2. In all cases the terms of appointment of the expert by whomsoever appointed shall
include:

2.1 acommitment by the Parties to share equally the expert’s fee;

2.2 arequirement on the expert to act fairly as between the Parties and according to the
principles of natural justice;

2.3 arequirement on the expert to hold professional indemnity insurance both then and for
three years following the date of his or her determination; and

2.4 acommitment by the Parties to supply to the expert all such assistance, documents,and
information as he or she may require for the purpose of his or her determination.

3. Theexpert’s decision shall be final and binding on the Parties (save in the case of negligence
or manifest error).

4. The Parties expressly acknowledge and agree that they do not intend the reference to
the expert to constitute an arbitration within the scope of any arbitration legislation. The
Expert’s Decision is not a quasi-judicial procedure, and the Parties shall have no right of
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Box 4: EXAMPLES OF OPTIONS, RIGHTS OF FIRST REFUSAL (AND SIMILAR PROVISIONS)

appeal against the Expert’s Decision provided always that this shall not be construed as
waiving any rights the Parties might have against the expert for breaching his or her terms
of appointment or otherwise being negligent.

Note: the following examples of rights of first refusal (“ROFRs”) have been included to illustrate the
variety of ROFRs that are encountered. In general, universities should be cautious about giving any
ROFR, and legal advice should generally be sought on the wording of the ROFR.

Example 1: Simple, Pro-University Option Clause.

(@) Subject to the provisions of this Clause [ ], the University grants to the Company an
exclusive Option (the “Option”) to acquire an exclusive, worldwide license (with the right
to sublicense) under the Arising Intellectual Property to develop, manufacture, have
manufactured, market, use, and sell products in [the Field] (the “License Rights”).

(b) The Option shall be exercisable [at any time during the agreed period of the Research] [and]
[up to three months following the University’s submission of the final Report]. The Option
shall be exercised by the Company giving notice in writing to the University (“Notice of
Exercise of Option”).

(c) On receipt of the Company’s Notice of Exercise of Option, the Parties shall negotiate in
good faith, for a period of up to 9o days from the date of such receipt, the terms of a
license agreement between them under which the Company would be granted the License
Rights. [Any such license agreement would include, without limitation, terms based on the
provisions of the attached Schedule [x]]. Upon agreement of the terms of such license, the
Parties shall forthwith execute a license agreement between them on such terms.

(d) [If the Parties fail to agree the terms of a license agreement within 9o days of the University’s
receipt of the Company’s Notice of Exercise of Option, the Option will lapse.]

Example 2: ROFR to be tacked on to Option (fairly brief).

If LICENSEE and TTCO or UNIVERSITY, as the case may be, are unable to agree on the terms of a
license agreement within go days of TTCO’s or UNIVERSITY’s (as applicable) receipt of LICENSEE’s
Notice of Exercise of Option, despite negotiating in good faith, the Option will lapse; provided,
that TTCO or UNIVERSITY, as the case may be, may not thereafter, without first offering such
terms and conditions to LICENSEE, enter into an agreement with a THIRD PARTY on terms and
conditions equal to or more favorable to such THIRD PARTY than the terms and conditions
negotiated between TTCO or UNIVERSITY, as the case may be, and LICENSEE.

Example 3: Strong option and ROFR to expand field; milder option to expand territory.
1.1 Expansion of Field
111 With respect to each Compound, Owner hereby grants to Licensee a first right to
expand the then current Field for such Compound and all Licensed Products based

on such Compound to include additional disease indications in humans and disease
indications in animals. This right may be exercised by Licensee only in the event that

K (CONTINUED ON NEXT PAGE) j
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Owner determines to pursue development and commercialization (whether directly
or through an Affiliate or Sublicensee) of a Compound in the Territory in one or more
additional disease indications in humans or in one or more disease indications in
animals outside the then current Field.

1.1.2 Within a reasonable period after such determination by Owner, Owner shall provide
written notice to Licensee of proposed terms for such expansion of the Field in the
Territory and disclose to Licensee all information that is within Owner’s control and
reasonably related to such expansion of the Field. Within sixty (60) days of such written
notice from Owner, Licensee shall provide written notice to Owner as to whether it is
interested in such expansion of the Field. If Licensee is not interested in such expansion
of the Field or if Licensee does not provide written notice within such sixty (60) day
period, Owner shall be free to develop and commercialize (whether directly or through
an Affiliate or Sublicensee) the Compound and all Licensed Products based on such
Compound in such additional disease indications in the Territory.

1.1.3 If Licensee provides written notice indicating its interest in such expansion of the Field
within such sixty (60) day period, the Parties shall negotiate in good faith to reach
agreement within one hundred twenty (120) days of the written notice from Licensee.

11.4 If the Parties are unable to reach agreement within such one hundred twenty (120)
day period (or any mutually agreed upon extension), then Owner shall be free to (i)
submit the matter to arbitration for resolution pursuant to Section 14.8 or (ii) enter
into an agreement with a third party during the subsequent twelve (12) month period
(but not to develop or commercialize directly or through an Affiliate) to license rights
to practice the Owner Patent Rights and use the Owner Know-How for such purpose
in the Territory; provided, however, that Licensee is first given the right to enter into
any proposed agreement reached by Owner with a third party on substantially the
same financial terms and conditions as such proposed agreement reached by Owner
(it being understood that Licensee shall have the right to substitute cash or Licensee
equity for equity of the third party).

1.2 Expansion of Territory. With respect to each Compound, in the event that Owner
is approached by a potential Sublicensee that desires to pursue development and
commercialization of such Compound or Owner determines to pursue development and
commercialization of such Compound through a Sublicensee, in each case, in one or more
countries outside the then-current Territory for such Compound, Owner shall promptly
inform Licensee. As available, Owner will advise Licensee of the structure of the proposed
license (for example, the field and countries that are the subject of the potential license)
and Licensee will thereupon have the nonexclusive right to negotiate for such a license
from Owner.

Example 4: ROFR (very brief).

ABC agrees with XYZ that it will not sell or otherwise transfer all or any material part of its
[+] business to any third party without first giving the XYZ the opportunity to purchase such
business on terms identical to those offered to such third party.

(CONTINUED ON NEXT PAGE) j
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Example 5: ROFR to purchase shares.

Unless Seller otherwise agrees, Purchaser may not sell, assign, encumber, pledge, convey, grant,
or otherwise transfer any of the Shares, or any interest therein (collectively and individually
“Transfer”), except to an unaffiliated third-party bona fide purchaser of value, in which case Seller
shall have a “Right of First Refusal” for any Shares, or any interest in any Shares, that Purchaser
desires to Transfer to the third party. In the event Purchaser desires to Transfer some or all of the
Shares, Purchaser shall provide a written notice (“Transfer Notice”) to Seller describing fully the
proposed Transfer, including the number of Shares proposed to be Transferred, the proposed price
for the Transfer, the proposed method of payment for the Shares, the name and address of the
proposed transferee, and proof satisfactory to Seller that the proposed Transfer will not violate
any applicable federal or state securities laws. The Transfer Notice shall be signed by both the
Purchaser and proposed transferee and must constitute a binding commitment of both parties
to the Transfer of the Shares. Seller shall have the right to purchase some or all of the Shares
on the terms of the proposal described in the Transfer Notice (subject, however, to any change
in such terms permitted under Subsection 2(b) below) by delivery of a notice of exercise of the
Right of First Refusal within thirty (30) calendar days after the date Seller received the Transfer
Notice. The Right of First Refusal shall be freely assignable, in whole or in part, by Seller at its sole
discretion.

Example 6: ROFR to acquire royalty stream.

Transfer of other interests: If the Educational Institution, at any time on or after the Start Date
[until April [ ], 2012], wishes to Transfer any other rights to any royalty stream it may own derived
from intellectual property (the “Remaining Royalty Interests”), then the Educational Institution
will give notice to SPONSOR of (i) its wish to Transfer such royalty stream, and (ii) the proposed
consideration, payable by a named bona fide third party, for such royalty stream, and SPONSOR
shall have ninety (90o) days to offer to purchase such royalty stream. In the event SPONSOR does
not offer to purchase such royalty stream, for equal or higher consideration than the said bona
fide third-party offer, within ninety (9o) days of such notice, the Educational Institution shall be
free to sell such royalty stream to a third party for a consideration equal to or higher than that
specified in the aforesaid notice.

/
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CHAPTER 11.8

Field-of-Use Licensing

SANDRA L. SHOTWELL, Managing Partner, Alta Biomedical Group, LLC, U.S.A.

ABSTRACT

Field-of-use licensing provides the licensor with greater
control over the use of its intellectual property, while
maximizing the use and value of the technology. In order
to maximize the use of a given technology, managers will
have some additional work to do as they identify, negoti-
ate with, and manage more than one licensee. Special
issues related to multiple licensees in distinct or overlap-
ping fields will have to be handled with forethought and
a balancing of interests. When is field-of-use licensing
worth the extra effort? When more than one company
is needed to fully develop a technology’s potential, when
different licensees are needed to address different mar-
kets, or when field-of-use licensing has the potential to
significantly increase the financial return from a technol-
ogy. In all of these situations, field-of-use licensing can
produce better results for everyone involved.

1. INTRODUCTION
Innovative organizations can license a technology
exclusively or nonexclusively without any limita-
tions on its commercial use. The licensee can use
the technology to make soup, pharmaceuticals, or
integrated circuits. Use is limited only by the ob-
ligations set out in the license agreement (and the
current and future applications of the technology).
Often, however, value can be obtained from
limiting the uses available to any single licensee.

One company may not be able to develop a// the
possible uses of a technology because of its busi-
ness focus or limited resources. Having multiple
licensees with different fields of use may help to
ensure that many uses of a technology are devel-
oped, may speed different types of products to
market, and may increase the return to the licen-
sor. Guidelines issued by agencies that fund inven-
tions can sometimes be honored, in part, through
field-of-use licensing." It also can be used to focus
company attention on humanitarian markets and
ensure commercialization of products to serve the
different needs of those markets (though this may
be handled through territory limitations, rather
than field of use). For any of these reasons, field-
of-use licensing can be valuable. On the other
hand, a restriction on field of use imposed by a
potential licensor can reduce the motivation of
a potential licensee, so a balance must be struck
between the needs and motivations of each party
to the license.

Even if a licensor sees only one possible field
of use for an invention, it makes sense to limit
an exclusive licensee to that field. Technology
changes so rapidly that a new use for the inven-
tion would have a very good chance of developing
during the life of the patent. A licensor should

Shotwell SL. 2007. Field-of-Use Licensing. In Intellectual Property Management in Health and Agricultural Innovation: A
Handbook of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K., and PIPRA: Davis, U.S.A. Avail-

able online at www.ipHandbook.org.

Editors’ Note: We are most grateful to the Association of University Technology Managers (AUTM) for having allowed us
to update and edit this paper and include it as a chapter in this Handbook. The original paper was published in the AUTM

Technology Transfer Practice Manual (Part IX: Chapter 4).

© 2007.SL Shotwell. Sharing the Art of IP Management: Photocopying and distribution through the Internet for noncom-

mercial purposes is permitted and encouraged.
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keep open the option of working with the best
possible licensee for a new use, should one arise.

2. TECHNOLOGIES THAT ARE APPROPRIATE

FOR FIELD-OF-USE LICENSING
A field-of-use license grants rights to the licensee
to practice, not all uses of the licensed technol-
ogy, but only a subset of those uses. The scope of
the license could be limited by a general field of
use (for example, digital recording or therapeu-
tics) or a very specific field of use (for example,
products for the treatment of human non-Hodg-
kin’s lymphoma). In any case, the licensee’s right
to use the technology is limited in scope, leaving
the licensor free to work with other companies
on other uses.

Many types of technologies are appropriate
for field-of-use licensing. In general, any technol-
ogy that has, or may come to have, multiple, dis-
tinct uses may warrant this approach. Examples
are easily found in the electrical engineering,
computer, chemical, and health care areas. In the
biochemistry department of a university, for in-
stance, a new gene may be isolated and sequenced
and its protein product expressed. This sounds
like one technology, but it could easily lead to at
least nine separate commercial uses:

1. Selling the protein product to the research
reagent market

2. Making and selling antibodies directed
against the protein to the research reagent
market

3. Making and selling antibody-based diag-
nostic products

4. Making and selling DNA-based diagnostic
products

5. Performing DNA-based diagnostic tests as
a service

6. Making and selling the protein as a thera-
peutic product (this may be further focused
by disease if the gene is involved in mul-
tiple disease states)

7. Using the gene and protein in-house for
screening pharmaceutical drug candidates

8. Using the gene in gene therapy

9. Using the gene to develop a therapeutic
based on antisense approaches
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A company that sells to the research reagent
market may not be in a position to make and
sell therapeutic drugs (too much investment re-
quired). A company that develops therapeutics
may not be interested in performing DNA-based
diagnostic tests as a service (not enough return).
A company that provides the DNA-based diag-
nostic service may not be capable of putting the
protein on the research reagent market (no mar-
keting and sales staff). Yet, each of these products
is useful, further develops the technology, and is a
potential source of revenue for the licensor.

What approaches can a licensor take when
presented with a technology that has many dis-
tinct uses? There are at least three options:

1. License it to one company with no limita-
tions, sit back, and hope that as the com-
pany maximizes its value from the license,
all the markets will be served, and the licen-
sor’s returns also will be maximized

2. License it to one company with the require-
ment that it develop all uses, either directly
or through sublicensing, and work closely
with that company to ensure that it meets
its obligations

3. License it to multiple companies with field-
of-use licenses

This chapter is about the third option, a do-
it-yourself approach, which entails more work,
provides more control, and has a higher probabil-
ity of maximizing the return for the licensor.

3. STRUCTURING THE LICENSE

AGREEMENT TO LIMIT THE FIELD OF USE
Some technologies clearly have multiple uses
from the outset. For other technologies the po-
tential uses may not be so obvious, but it is worth
planning for the possibility. In either case, a licen-
sor has several approaches available for drafting
agreements for distinct fields of use.

First, however, some homework must be
done: one must ascertain the possible fields of
use. For example, the potential licensor could ask:
Is the latest product from the organic chemistry
department useful as a fertilizer? A food additive?
A perfume ingredient? A pharmaceutical? If it is



useful as a food additive, can it be used in liquid
products? Dried soups? Animal feed? If it is use-
ful in animal feed, will it be useful in pet food?
Livestock feed? Included as part of the normal
market-evaluation process that most technology
transfer professionals undertake, this exercise will
yield essential information for developing the
best field-of-use approach to take.

Once the possible fields of use are clearly de-
fined, the next step is to market the technology
to companies serving one or more of the markets
those fields represent. Given a willing licensee
and agreement on the scope of the license, several
approaches can be evaluated for limiting the field
of use in the actual license agreement.

3.1 The grant clause

The field of use can be limited in the grant clause
by adding a phrase that delineates the field. The
examples in this and the following two sections
use various modifications to grant clauses from
publicly available agreements to limit the field of
use granted. (The original clauses and full agree-
ments can be found on the example licensor’s Web
pages. Addresses can be found in endnotes.)

a. PHS hereby grants and Licensee accepts,
subject to the terms and conditions of this
Agreement, an exclusive license under the
Licensed Patent Rights in the Licensed
Territory to make and have made, to use
and have used, to sell and have sold, to
offer to sell, and to import any Licensed
Products in the field of use of veterinary

medicine and to practice and have prac-
ticed any Licensed Processes in the field of
use of veterinary medicine.?

The approach in example @ works well if the
term being used to describe the field of use has a
commonly accepted meaning. If it does not, or if
clarification is needed, an additional (for exam-
ple, exclusionary) sentence can be added to the
grant, as in the following example:

b. Subject to the terms and conditions of
this Agreement, Stanford grants Licensee
a license under Licensed Patent to pro-
vide DNA-based diagnostic services in the
Licensed Territory for providing DNA-

based diagnostic services. This license spe-

cifically excludes the right to sell Licensed
Product(s).?

In example 4, there might be some ambigu-
ity about whether the field of use of “providing
DNA-based diagnostic services” includes selling
DNA-based diagnostic products that enable oth-
ers to carry out a diagnostic test. The additional
sentence clarifies the limitation on the licens-
ee: the licensee cannot sell Licensed Products.
Providing diagnostic services must therefore be
limited to an activity in which the licensee itself
uses the Licensed Products.

In these two examples, the underlined lan-
guage in the grant clause limits what otherwise
would have been an unlimited license for any
and all uses of the technology. Note that the lan-
guage can define what is included in the field, as
well as what is excluded. This approach to limit-
ing the field of use in the grant can be taken with
no other field-of-use-specific language in the li-
cense agreement, or in conjunction with related
language in the Definitions section, as described
below.

3.2 Defining the field

Perhaps the most common approach to limiting
the field of use in the license agreement is to es-
tablish Field or Licensed Field of Use as a defined
term in the agreement. It then can be used to
limit the field in the grant clause. This approach
has the advantage of simplifying the grant clause,
while allowing a full definition of the field else-
where. This is especially advantageous in a grant
clause that is already lengthy or segmented, or for
a field that cannot be expressed adequately in a
few words. Examples of possible paired definition
and grant clauses follow:

a. Field of Use. shall mean the field of research

reagent products. LICENSED FIELD OF
USE specifically excludes the field of hu-

man diagnostic products.
OHSU hereby grants and Licensee ac-

cepts, subject to the terms and conditions
of this Agreement, a nonexclusive license
under the Licensed Patent Rights in the
Licensed Territory to make and have made,
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to use and have used, and to sell and have
sold any Licensed Products and/or Licensed
Processes in the Licensed Field of Use.*

b. FIELD shall mean the field of human vac-

cines and human therapeutics for Acquired

Immune Deficiency Syndrome.
Dartmouth hereby grants to Company

and its Subsidiaries an exclusive, royalty-bear-
ing license under Dartmouth Know-How
and Dartmouth Patent Rights to make, have
made, use, and/or sell Licensed Products in
the Field in the Territory. Notwithstanding
the foregoing, Dartmouth expressly reserves
a nontransferable royalty-free right to use the
Dartmouth Patent Rights and Dartmouth
Know-How in the Field itself, including use
by its faculty, staff and researchers, for educa-
tional and research purposes only. Company
agrees during the period of exclusivity of this
license in the United States that any Licensed
Product produced for sale in the United
States will be manufactured substantially in
the United States.’

An alternative construction would include
a phrase in the Grant to limit the license, and
then define that phrase in the Definitions. As
an example:

c. Human Cancer Therapeutics shall mean
the treatment of human patients exhib-

iting malignant tumors, including but

not limited to carcinomas, sarcomas and

lymphomas.

Subject to the terms and conditions of

this Agreement, Stanford grants Licensee a
license under Licensed Patent in the field of
Human Cancer Therapeutics.

Example ¢ has the advantage of being cus-
tom tailored, while examples # and 4 have the
advantage of being model documents that can be
revised more simply for a new technology. The
only change needed to the model document dur-
ing drafting is in the Definitions; the Grant is
designed to be used without modification and to
be limited as to field of use by an appropriately
defined term.
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3.3 Limiting rights through reference to patent

claims or separate patent applications
A third general approach to limiting the field
of use of a license involves limiting the grant of
rights to specific patent claims, or to a specific
family of related patent applications. A well-writ-
ten patent application will cover broad areas re-
lated to the technology. If the claims, however,
fall into distinct groups, one could reference the
claims necessary for the intended field of use or
specifically exclude claims that cover uses not in-
tended for inclusion in the license. Here are some
examples of grant language that could be used in
this type of approach:

a. Where an issued patent exists and is all that
is referenced in the Definitions section un-
der patent rights, the approach is straight-
forward. Determine the issued claims that
are required for the field of use and refer-
ence them by number in the Grant. For
example:

PHS hereby grants and Licensee ac-
cepts, subject to the terms and conditions of
this Agreement, an exclusive license under
claims 1 through 7 in the Licensed Patent
Rights in the Licensed Territory to make
and have made, to use and have used, to sell
and have sold, to offer to sell, and to import
any Licensed Products and to practice and
have practiced any Licensed Processes.

b. Another reasonably straightforward situa-
tion is where a distinct invention associated
with the field of use is contained within
one patent application within a family of
related applications that otherwise covers
broader uses of the technology outside of
the intended field of use. In this situation,
the patent application can be the basis of
the definition of licensed patents, but care
must be taken not to intermingle different
uses of the technology between patent ap-
plications during prosecution. The grant
language would be unchanged, and the
definition of the patent rights to be licensed
would be limited to the appropriate patent
application, as in the following example:



Licensed Patent Rights shall mean:

1) U.S. patent application (serial num-
ber) filed (filing date), the inventions
claimed therein, and to the extent
that the following contain one or
more claims directed to the inven-
tions claimed in U.S. patent applica-
tion (serial number), all divisions and
continuations of this application, all
patents issuing from such application,
divisions, and continuations, and any
reissues, reexaminations, and exten-
sions of all such patents;

2) to the extent that the following con-
tain one or more claims directed to
the invention or inventions claimed
in U.S. patent application (serial
number): 7) continuations-in-part of
a) above; ii) all divisions and con-
tinuations of these continuations-in-
part; 7z) all patents issuing from such
continuations-in-part, divisions, and
continuations; and 7v) any reissues,
reexaminations, and extensions of all
such patents;

3) to the extent that the following
contain one or more claims direct-
ed to the invention or inventions
claimed in U.S. patent application
(serial number): all counterpart for-
eign applications and patents to «
and 4 above.

Licensed Patent Rights shall 7oz include 4,
b, or ¢ above to the extent that they contain
one or more claims directed to new matter
which is not the subject matter of a claim in
U.S. patent application (serial number).

Note that this patent rights definition allows
for the usual possibilities during prosecution (di-
visions, continuations, foreign counterparts); but
where a normal descendant, a continuation-in-
part, may bring in new matter, the definition
limits that case’s inclusion to claims related to
the subject matter of the original patent applica-
tion. This provides some assurance that uses of
the invention beyond the intended field of use

will not be wrapped into the license during the
process of attempting to get a patent to issue.

It should be noted that there are some draw-
backs associated with limiting the field of use
solely by reference to a patent application still in
prosecution. It is much cleaner to refer to an al-
ready issued claim (see section 3.3, paragraph a,
above). The claims of a case still in prosecution
can change through modification, deletion, or ad-
dition; in theory, they could change in ways that
are not consistent with the intended field of use.
Thus, when working with a patent application, as
opposed to an issued patent, the approach out-
lined in this section can be combined with lan-
guage that specifically states the field of use (see
3.2.a and 3.2.b, above). This “belt and suspend-
ers approach” ensures that the field of use will be
clearly defined, while separating out the claims
to that field in a separate patent application. The
additional value of having one licensee’s claims in
a separate patent property will become apparent
in the following sections on “Reimbursing patent
expenses” and “Handling patent infringement/in-
terference issues.”

4. SPECIAL ISSUES IN FIELD-OF-USE
LICENSING
Several problems may be encountered if, instead
of granting all rights associated with a technol-
ogy to a particular company, a licensor divides
those rights by field among several companies.
These problems, which are described in the fol-
lowing three sections, arise whether or not the
field-of-use licenses are exclusive; in fact, some
of the problems are the same as those that occur
when licensing nonexclusively without limita-
tion as to field of use. The good news is that,
with some planning, a licensor can minimize
these problems.

4.1 Overlap of rights between licenses

In the field-of-use licensing, the licensor works
to clearly define the possible fields of use for a
technology. While attempts can be made to dis-
tinguish fields as much as possible with currently
available information, only hindsight can be
crystal clear. The licensor and licensees should be
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aware that overlap in fields might occur in the
future. An overlap could be due to different inter-
pretations of the rights granted under licenses or
to unexpected future technical developments.

Such overlap could have significant economic
impact on a licensee. For example, it could render
nonexclusive a market segment that the licensee
expected to hold exclusively, which could re-
duce a licensee’s income stream in its field of use.
While the economic interests under dispute affect
the licensees, it is through the contract with the
licensor that the situation can be resolved most
effectively.

It is wise to lay the groundwork early on for
resolving potential disputes related to this specific
issue. A provision in each license that allows the
licensor to resolve disputes may be acceptable.
Alternatively, there could be a commitment to
mediation, arbitration, alternative dispute reso-
lution, or some other means short of litigation.
Of course, the best course involves ongoing,
constructive dialogue between the licensee and
licensors, so that when problems arise, good com-
munication and strong relationships needed to
encourage negotiated solutions will already exist.
If all parties enter the relationship with awareness
of the potential need for dispute resolution, and
if they agree, before problems arise, on a balanced
way to deal with a dispute, then such problems
will be easier to manage if and when they arise.

A variation on this theme is the issue of
cross-prescription or cross-marketing—when the
licensee sells products for use under its field, but
the products are usable by the purchaser outside
that field, in a field licensed to another company.
Again, advance planning can help head off seri-
ous problems. For example, in the area of thera-
peutics, it would be worthwhile to group together
fields that will use the technology in the same de-
livery form, and then grant a license to one com-
pany for these fields. If a therapeutic can be used
intravenously, at similar concentrations, to treat
both cancer and heart disease, it may be wise to
license both uses to one company. There are mul-
tiple benefits to all parties in such instances. One
party can handle research, development, regulato-
ry approval, and sales more efficiently. Cross-pre-
scription will not be a problem because proceeds
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flow to the same licensee. In addition, the licensee
can choose independently to work with another
company through sublicensing to develop one or
more of the uses, staying in closer control while
accessing needed resources. Grouping related uses
together in a larger field provides the licensee with
a larger incentive to invest in the technology and
reduces problems for the licensor.

4.2 Maintaining control of patent prosecution
The interests of licensee and licensor do not al-
ways overlap during prosecution. This truism
is amplified when a licensee has a limited field
of use. The licensee may not be willing to sup-
port prosecution of certain claims or may seek to
modify claim language to enhance the patents
value to the licensee at the expense of other li-
censees or the licensor. For this and other reasons,
it is recommended that the licensor retain control
over patent prosecution, while seeking to fairly
distribute costs over field-of-use licensees.

4.3 Reimbursing patent expenses

As with any program involving multiple licensees
for a technology, the field-of-use licensor must
manage patent expenses creatively. With no single
licensee committed to paying or reimbursing all
costs, the licensor must choose another mecha-
nism to cover patent expenses. The possibilities
include the following:

a. The licensor covers patent expenses up
front, reimbursing them from the royalty
stream. This model results in licenses that
have no patent-reimbursement language.

b. If the field-of-use licenses have been struc-
tured to relate to distinct patent applica-
tions or patents, costs can be cleanly linked
to a specific license, and patent-reimburse-
ment language as per a standard, exclusive
license agreement will suffice.

c. The licensor prorates patent expenses over
multiple licensees. This approach involves
patent-reimbursement language in the li-
cense, with a variation on the standard
theme. For example, “On March 1 of each
year during the term of this Agreement,
Licensor shall provide Licensee an invoice for
Patent Expenses equal to the patent costs for



the prior calendar year divided by the num-
ber of licensees of Licensed Patents during that
calendar year. Costs will be prorated for li-
censes that are effective for only a portion of
said calendar year. Licensee shall pay this in-
voice within thirty days of receipt.”

d. In some situations, considerable patent
expenses can accrue before a technology
is successfully licensed. In this scenario, if
costs are to be reimbursed by the licensees,
language can be used to include future li-
censees in that reimbursement. A fixed sum
of past patent expenses can be attached to
each license, or the initial licensee(s) can
reimburse all the costs to make the licen-
sor whole and then use those payments as
credits as new licensees sign up. This last ap-
proach has the advantage of providing some
incentive to licensees to have other compa-
nies also licensed under the technology.

4.4 Handling patent infringement/
interference issues

In field-of-use licensing, as with nonexclusive li-
censing, the lack of an all-inclusive license held
by any one company reduces the licensee’s moti-
vation to protect the patent in an interference or
infringement situation. The exclusive field-of-use
licensee has more motivation than a straight non-
exclusive licensee, because it has some exclusivity
and would possibly have significantly more com-
petition in the absence of a valid patent. Other
parties (the other licensees), however, would also
benefit from the patent being upheld, so that any
one company may be unlikely to agree to bear the
total cost of interference or litigation.

Again, there are clear advantages to designing
the patent filing strategy for field-of-use licens-
ing. If a field-of-use licensee is the only licensee
of a particular patent or application in a family
of related patents on a technology, the standard
arrangements made with an exclusive licensee still
can be used, focusing on that particular case.

If the field-of-use licensing has been under-
taken in such a way that more than one licensee
has an interest in a particular patent property, the
simplest approach is for the licensor to carry in-
terference and infringement costs alone, recovering

them through royalties or settlements. Using this
approach, the licensor retains more control. The
approach also places the risk and cost on the li-
censor, and thus should be taken only when the
potential reward justifies the resources required.
Financial and legal support for these events could
be obtained from other sources within the licen-
sor’s organization, supplied from a set-aside cre-
ated at the beginning of the royalty stream, or
covered by an insurance product carried by the
licensee or licensor. Part of the planning process
for field-of-use licensing (as for nonexclusive li-
censing), therefore, includes developing a strategy
to manage the possibility of sizable future costs
that might be borne solely by the licensor.

Another approach to addressing possible
infringement and interference actions would be
to work out a mechanism to share the costs and
management of these activities with one or more
licensees. For example, a licensee could be allowed
or required to take the lead in litigating infringe-
ment in its field of use. The net proceeds could be
treated as net sales or profits, as appropriate, for
earned royalty purposes. Alternatively, both par-
ties could share the costs and proceeds within the
licensee’s field, or the licensor could take the lead
in litigating infringement, retaining all proceeds.
These suggestions are much the same as those a li-
censor would select from for any exclusive license.
In this case, the licensed field of use limits the
infringement or interference actions that would
trigger licensee responsibility.

It should be noted that the existence of more
than one exclusive licensee makes it more likely
that a licensor will be drawn into litigation as the
only party having standing to sue. The license can
require that the licensee cover any licensor legal
costs, but for licensors that do not want to be
named as a party to a lawsuit, a single exclusive li-
censee with an undivided interest that is required
by the license agreement to take the lead in litiga-
tion may still be preferable.

4.5 Diligence

Managing diligence by the licensee is one of
the issues that become simpler with field-of-use
licensing. For example, if one company has re-
sponsibility for developing products for less
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developed countries, or for developing a human
therapeutic, it is straightforward for the licensor
to assess licensee performance. Having a field of
use isolated from other fields removes the need
to stage commercialization of products for mul-
tiple fields because of resource limitations for a
single licensee with responsibility for more than

one field.

5. CONCLUSIONS

The guidance provided here is intended to help
licensors maximize the reach of their innovations
into multiple fields, whether those fields exist at
the time of the license, or arise as the innovation
develops. Sometimes one licensee can develop
the full potential of a technology, but often it will
take multiple partners, each with its own focus,
resources and expertise, to fully realize that po-
tential. m
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SANDRA L. SHOTWELL, Managing Partner, Alta Biomedical
Group LLC, 7505 S.E. 36th Avenue, Portland, OR, 97202,

U.S.A. shotwell@altabiomedical.com

1 For example, the National Institutes of Health from
time to time issues guidelines intended to ensure
broad access to certain types of technologies, such as
biomedical research tools, and suggests limitations
on how such technologies should be licensed. (See,
for example, Sharing Biomedical Research Resources:
Principles and Guidelines for Recipients of NIH Re-
search Grants and Contracts at ott.od.nih.gov/policy/
rt_guide_final.html#20.) The approach some institu-
tions have taken to follow these guidelines has been
to issue nonexclusive licenses for the research reagent
market and exclusive licenses for therapeutics or other
fields requiring significant investment.

2 See model agreements at ott.od.nih.gov.

3 See sample documents at otl.stanford.edu/industry/
resources.html#documents.

4 See sample agreements at www.ohsu.edu/tech-
transfer/index.shtml.

5 See www.autm.net/aboutTT/aboutTT policies.cfm or
www.dartmouth.edu/%7Etto/standard.html.
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ABSTRACT

Virtually all products now developed using biotech-
nology, genetic engineering, and chemistry are techno-
logically complex, incorporating many different inputs.
While this alone complicates R&D efforts, there is also
the added complexity of potentially relevant intellec-
tual property (IP) rights held by third parties, attached
to these inputs. For example, R&D for a new vaccine
might have used numerous inputs with corresponding
third-party proprietary rights attached: research tools,
recombinant techniques, DNA sequences, transforma-
tion vectors, cell lines, adjuvants, and delivery devices.
Hence, when the vaccine is ultimately ready for use, it
will likely be subject to royalty obligations to many li-
censors. This dilemma of multiple royalty obligations
is called royalty stacking. This occurs when various li-
censes combine to impose aggregate royalty obligations
of 6%-20% (or greater). Royalty packing, a similar situ-
ation where multiple technologies are bundled together
(for example, multiple vaccine packages), is sometimes
imposed by the licensor or by best practices within an
industry or health ministry. The resulting aggregate-roy-
alty problem is the same as with royalty stacking. There
are several techniques to manage royalty stacking and
packing: royalty ceilings, royalty floors, variable royalties,
and royalty alternatives (lump-sum payments and patent
pools). Royalty stacking and packing are serious licens-
ing issues that any organization involved in IP manage-
ment and technology transfer can, and must, proactively
and preemptively plan for and manage.

1. INTRODUCTION

Virtually all products developed using biotech-
nology and chemistry are protected by one or
more tools of intellectual property (IP) rights,

for example, patents, material transfer agree-
ments, and trade secrets. Royalty rates that li-
censees must pay on sales or use of these prod-
ucts can vary widely depending on how the
products will be used, where they will be used,
and the relative bargaining positions of the li-
censees and licensors at the time of drafting the
license agreement for the product. In addition,
most biotechnology products are made using one
or more patented-research tools, each of which
may have reach through royalty obligations; ob-
ligations to pay for sales of products made using
the research tool, even though the patent holder
does not have a patent on the product which is
produced. This type of requirement should not
be confused with patent misuse which may in-
clude a violation of antitrust laws.! Those royal-
ties may be related to a product identified using
a proprietary research tool and requiring the use
of several different patented technologies owned
by several different entities.

One example of royalty stacking would occur
under these circumstances: a potential vaccine is
identified and tested using one or more propri-
etary research tools that have all been licensed by
different companies; the vaccine is produced us-
ing recombinant techniques and employs propri-
etary DNA sequences; at the same time, the vec-
tors used for insertion and expression are owned
by additional companies, while production of
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the vaccine employs a proprietary cell line; the
vaccine itself is packaged with one or more pro-
prietary adjuvants and is delivered to patients us-
ing a patented delivery method or device. When
the vaccine is ultimately ready for use, it may be
subject to royalty obligations to several different
companies or licensors. The various licenses in-
volved may ultimately impose combined royalty
obligations of 6%-20%, or more, of the selling
price of the product. Further complicating mat-
ters is the need for separate reporting and ac-
counting to each of the licensors. Table 1 provides
another example of royalty stacking involving a
multiantigen vaccine with a proprietary adjuvant.
This situation might require total royalties on the
selling price of 8%, with separate reporting re-
quirements to four different entities.

Often, a burden of 8% versus 4%, for ex-
ample, can make the difference as to whether the
vaccine is commercialized at all. Similar problems
arise in agriculture where a genetically engineered
crop might be made using proprietary varieties,
proprietary vectors, proprietary gene sequences,
and proprietary research tools, all owned by dif-
ferent companies. In one case, a published freedom
to operate report’ indicated that Golden Rice,® a
line of rice genetically engineered at a university to
have significant expression of pro-vitamin A, was
covered by 45 patents or patent families and pat-
ent applications by more than 20 different own-
ers in the United States. Fortunately, for the 124
million individuals severely afflicted with vitamin

A deficiency (VAD) and the 500,000 cases of ir-
reversible blindness, it was possible to obtain roy-
alty-free licenses for use in developing countries,
thanks to the strong support this project received
from many companies. However, in the com-
mercial realm, potential royalty obligations for a
particular product may be too high collectively
to allow for development and commercial imple-
mentation of the product. The royalty stacking
problem can often be compounded in agricultur-
al technologies. For example, a new vaccine for a
pig disease will often need to be packaged along
with vaccines for other pig diseases, if the vac-
cines must be administered at the same time.

Individuals that are charged with the man-
agement of IP in health and agriculture will need
to deal with issues involving royalties and royalty
stacking on almost every product or technology
they encounter. This paper is intended to high-
light some of these issues, explain the competing
interests, and provide commentary on practices
that can be adopted.

2. WHAT DOES THE ROYALTY APPLY TO?

2.1 The “royalty basis”

Clearly, one of the goals of an IP license is to allow
the licensor to receive a quantifiable sum of mon-
ey based on a licensee’s use of a proprietary tech-
nology, or sale of products made using or incor-
porating the proprietary technology. The license

-

Antigen A, Proprietary to Company A

Antigen C, Nonproprietary
Proprietary assembly technique of Company C

Proprietary adjuvant

N

TABLE 1: ROYALTY COMPONENTS OF A MULTIANTIGEN VACCINE

VACCINE COMPONENT ROYALTY ON SALES OF VACCINE

Antigen B, Discovered with proprietary tool of Company B

~

2%
2%
0%
2%

2%
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should include a provision for basic reports that
identify the sales on which royalties are due and
that itemize any deductions (for example, docu-
mented returns of product, damaged product,
and free samples) that have been agreed upon.
The licensee should keep accurate records so that
sales records can be audited and reports can be
verified. The records should allow the licensor to
confirm that it is receiving accurate royalty rev-
enue and that the licensee is complying with all
milestones and other provisions of the license,
such as the reporting of minimum sales figures.

Seemingly simple operations can be difficult
in some licensing situations. Tallying up unit
sales and multiplying the total by a percentage or
price-per-unit royalty can become complicated
when the licensee bundles a licensed product
with other licensed products. A licensor may be-
lieve that its technology makes the product more
valuable in combination with others, and that
the licensor should be due a royalty on the sell-
ing price of the combination or collection product.
Without a prior agreement on and consideration
of such a product-combining approach, the li-
censee may risk patent infringement litigation.
For an example, refer to Georgia-Pacific Corp. v.
United States Plywood Corp. 318 E Supp. 1116
(S.D.N.Y,, 1970). In this case, the court sought
to provide royalties based on the value of the IP,
rather than the resulting combination. (Court-
imposed royalty rates may be higher or lower
than either party has agreed to in advance.)

In cases involving a combination or collec-
tion product, the licensee may be of the opinion
that the portion of the collection covered by pro-
prietary rights of the licensor constitutes only a
small fraction of the value of the combination
or collection product. Resolving the value of
the proprietary product versus the value of the
combination or collection product can be espe-
cially difficult if the proprietary product is not
being, or has never been, sold separately by the
time a dispute arises. One way of handling this
type of problem is to add a valuation calculation
methodology to the license agreement. However,
it should be recognized that parties to a license
agreement may be motivated to make the calcu-
lation work in their own favor, and disputes can

arise on how calculations are made. To avoid this
type of problem, the agreement may stipulate
that the product be sold only as a single unit un-
less otherwise agreed to by the licensor. Still an-
other way to address the issue is to specify in the
agreement that royalty will be calculated based
on the sale price of the proprietary product if it
is sold alone, or on the sale price of the combina-
tion or collection product if the product is sold
as a combination or collection.

Often, license agreements will specify that a
licensed product is one that infringes valid claims
of a licensed patent in a territory where the li-
censed product is made, sold, or used. This type of
provision has the immediate effect of eliminating
royalties on products manufactured and sold in
areas where licensed patents do not exist. Further,
this type of language can permit the licensee to
refuse payment of royalties on the grounds that a
valid patent does not exist in the territory where
royalties are sought. From the licensee’s perspec-
tive, there will be a concern that the licensee will
have competition from unlicensed competitors in
territories where patents do not exist. However,
from the licensor’s perspective, particularly in
cases where an exclusive license is given and
where data, information, and other know-how is
provided in addition to rights under patents and
patent applications, a licensee benefits from more
than just the patent rights provided under the li-
cense and should be obligated to pay royalties on
all sales of licensed products.

This issue can be addressed by designing the
license agreement to address both patents and
know-how.* Such agreements should include:
(1) provisions that separate royalties from differ-
ent technologies (such as royalties from patented
technologies and royalties from use of trade se-
crets); (2) provisions that eliminate royalties from
patents that expire or are invalidated (see Brulotte
v. Thys. 379 U.S. 29, 33 (1964) and Pitney-Bowes,
Inc. v. Mestre 517 E Supp. 52 (8.D. Fla. 1981),
which represent the view that royalties should
not be due on patents upon expiration or invali-
dation; (3) provisions that address when a trade
secret becomes known or subject to a patent;
and (4) a provision that the license to know-how
and/or trade secrets continues after expiration
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of a patent. Care must be taken to define what
the obligations are for transferring know-how.
For example, a university, private nonprofit, or
governmental body would likely not want to be
obligated to provide the same services implicated
in a know-how license that commercial transac-
tion might involve (for example, the delivery of
a working prototype or a provision for a certain
number of hours of instruction time).

Another way of avoiding the problems in-
volving royalties on products manufactured and
sold in areas where licensed patents do not exist
is to include a provision that the licensor receives
reduced royalties in territories where patents do
not exist or to provide for the payment of royal-
ties for a shortened term in territories where pat-
ents do not exist. It may be appropriate to set the
royalty rate at zero in developing countries where
no patent exists.

With respect to tying the royalties to valid
claims covering a product produced or sold by a
licensee, the technology manager at a university
or within a government agency in a developing
country should recognize that such a requirement
favors the licensee and that the licensee may be
able to benefit, for very little money, from a pro-
prietary position on a technology (that is, prevent
the licensor from licensing to others for a period
of years) by commercializing a product which,
according to the licensee, does not infringe the
patent claims. Further, the licensee could take
this position in any of several different countries
or jurisdictions in the world (that is, challenge
the validity of a patent in India while separately
challenging the validity of a related patent in the
United States). Such actions could force the licen-
sor to attempt to prove in court that the product
being produced by the licensee indeed infringes
the patent claims, or attempt to license the tech-
nology to another party (in which case the value
of the technology would be likely to be less be-
cause the remaining patent term would be less,
obviously, than the term of the original agreement
with the licensor). Neither option is very helpful
to a licensor who has had its technology tied up
with a company that will ultimately not commer-
cialize the technology. The licensor could address
this potential frustration by requiring the licensee
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to agree in advance that, regardless of any finding
of patent infringement, royalties will be due on
the product under development by the licensee.

Further, the license agreement might define
valid claim to include any claim in any patent
that has not been adjudicated, by a court of com-
petent jurisdiction, to be invalid and from which
no appeal has or can be taken. With this provi-
sion, the licensor might be able to collect royalties
up until a final adjudication of patent invalidity.
Of course, such a definition would not benefit
the licensee in cases where prior art that is spor on
is identified to the licensor.

2.2 Royalty stacking

Royalty stacking occurs when multiple patents
affect a single product and thus involve mul-
tiple licenses. As noted above, a biotechnology
product may require separate licenses for use of
such items as research tools, gene sequences, ex-
pression vectors, cell lines, and adjuvants. Thus,
from the prospective of the company making
the product, the multiple royalty demands must
be “stacked” together to determine the total roy-
alty burden on producing the product. Because
royalty stacking involves many IP holders, effi-
cient exploitation of a product subject to royalty
stacking may be inhibited (that is, development
can be delayed or discontinued completely) and
the development of future products might be
impeded.

2.3 Royalty packing

Royalty packing occurs when there is a require-
ment to bundle one technology with other tech-
nologies. Such a requirement could be imposed
by the licensor, but also could be imposed by best
practices within an industry or by a health min-
istry. For example, a vaccine could be required
to be administered simultaneously with one or
more different vaccines that are proprietary to
one or more different companies in order to re-
duce the cost of administration. In this situation,
the royalties imposed on each of the proprietary
products that are administered will be “packed”
together. Royalty packing may result in the ag-
gregate cost of the several packed products being
too high.



3. TECHNIQUES TO MANAGE ROYALTY
STACKING AND PACKING

A licensee may seek to impose a ceiling for roy-
alties in any agreements it makes with licensors.
For example, the licensee might establish a ceil-
ing of 6% for combined royalties on product
sales. In turn, if the stacked royalties exceeded
6%, each of the licensors would be agreeing to
have the royalties they are to be paid reduced on
a pro rata basis, so that the total royalties due to
the licensors would be 6%. In this situation, the
licensee may be motivated to add more technol-
ogies to its product or process because its total
royalties per unit are capped. To the contrary,
the licensor may dispute the need to add the ad-
ditional technologies to the product and may be
frustrated if its own share decreases much below
the expected return. In many situations, licen-
sors take the position that their technology is the
most important and that their share of the royal-
ties should not be depleted pro rata. These types
of competing interests require the parties to have
a good understanding of how and when reduc-
tions would apply when the agreement is made
and good communications between the parties
when new technologies are incorporated into a
product that would affect the licensor’s expected
royalty stream. Also, there may be a need to dif-
ferentiate some types of royalties from others. For
example, some licensors may be willing to agree
to a pro rata reduction in royalties when other
proprietary technologies are used in the product
to be commercialized. But the licensors may not
be willing to agree to a reduction due to reach
through licenses resulting from the licensee’s use
of proprietary research tools.

A licensor may seek to impose a floor below
which its share of the royalties may not fall. For
example, if additional technologies are required to
exploit a product, a licensor might agree to have
its royalties reduced on a pro rata basis, but not
below a specified floor (for example, the license
requires royalties of 5% but allows for reduction,
if additional licenses are required, with the pro-
viso that in no event will the amount due be less
than 2% per unit sold). The licensor may agree
to a reduction to the floor only if a license from
a third party with a dominant patent position

to the licensor is required to effectively use the
licensor’s technology. That is, a licensor may not
agree to a reduction if additional technologies are
desired by the licensee to make a better product,
but not needed to use the invention—for exam-
ple, the license agreement might specify that if
an additional license to practice the invention de-
scribed in the licensed patent(s) is required from
a third party, the licensee may reduce its royalty
payments by 50% (or by an amount equal to the
amount that would have been due to the licensor,
but in no event shall such reduction be more than
50%). It is not unusual to have in the same license
both a ceiling on stacked royalties and a hard floor
below which royalty rates could not fall. The hard
floor may need to take into account other deduc-
tions from royalty payments that are allowed by
the license. For example, a deduction of patent
costs may be allowed, but will be limited in any
year by the hard floor in royalty payments.

Licensees and licensors might agree to have
variable royalties that depended on, for example,
the importance of the technology in relation to
the creation of the product. The more important
the role a proprietary technology plays in a prod-
uct, the higher the royalties, and vice versa (for
example, the owner of proprietary antigen in a
vaccine raised against the antigen would receive
higher royalties than the owner of a proprietary
expression system for expressing the antigen). In
this situation, however, it is likely that licensors
and licensees would disagree over the importance
of the proprietary technology in relation to the
product being developed.

Packing issues may be handled by requiring
that the royalty be calculated based on the sale
prices of the product if sold alone, or the sale
price of the combination or collection product if
the proprietary product is sold as a combination
or collection.

4. OTHER MATTERS

Not every arrangement requires revenues in the
form of a royalty stream. For example, a lump-
sum payment for use of a research tool may be an
appropriate way to disseminate and exploit a pat-
ented technology. Some technologies may best be
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collected in patent pools which allow for free use
of the technologies or use of the technologies at
fixed prices. A patent pool can make the licensed
technology more widely available for use in dif-
ferent markets (for example, different products
could incorporate the technology), and, further,
access to a number of other different but related
technologies that would be useful to a universi-
ty or nonprofit organization might be available
within the patent pool. Such arrangements may
allow research and development using a variety
of proprietary technologies without the need to
negotiate licenses.

5. CONCLUSIONS

License agreements should clearly define when
and how a licensor will be paid a royalty. An im-
portant part of any agreement is a clear definition
of the product, such that both parties understand
what royalties will be based on. Further, to avoid
any disputes on royalty payments, the agreement
should also clearly define when royalties are not
due. Royalty stacking should be recognized and
understood by those involved with managing IP
in the health and agriculture fields, particularly
when biotechnology products, services, and re-
search tools are involved. Providing agreements
that allow commercialization of a product that
embodies the proprietary technology of several
different companies, and for which royalty pay-
ments are due to each of those companies, re-
quires recognition by the parties of the role each
technology performs if royalty ceilings, floors,
or other mechanisms to address stacking are to
be adopted. Finally, alternatives to royalty-bear-
ing arrangements should be considered, includ-
ing the use of lump-sum payments and patent
pools.’m
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In-Licensing Strategies by Public-Sector Institutions
in Developing Countries
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ABSTRACT

In the past, it was possible for some countries to ignore
IP (intellectual property) management while pursuing
economic development and improved public health.
Globalization, however, has brought the world closer and
closer together, and with the advent of the Agreement
on Trade-Related Aspects of Intellectual Property Rights
(TRIPS), no country can afford to be isolated from the
global IP system. This chapter explains how develop-
ing countries can use this new system to their advantage
through in-licensing technologies (that is, bringing tech-
nology into the public sector through patent license agree-
ments). Offering an overview of the usual requirements
of a license agreement, the chapter also considers issues
that are uniquely relevant to public-sector institutions in
developing countries as they negotiate such licenses.

1. INTRODUCTION

Thanks to globalization, the rules governing
intellectual property (IP) are changing rapidly.
Many countries, such as India, that formerly
stood outside the patent system have become
fully compliant with the Agreement on Trade-
Related Aspects of Intellectual Property Rights
(TRIPS). For developing nations with strong sci-
ence and technology bases, established pharma-
ceutical industries, and emerging biotechnology
industries, adherence to TRIPS compliance and
the ensuing changes have created both challeng-
es and opportunities. Developing countries can
produce health products in two ways: first, by li-

censing technologies developed by public-sector
research and development (R&D) institutions to
the pharmaceutical industry (including the bio-
technology industry in general, which encom-
passes agricultural applications); and second, by
in-licensing technologies from the pharmaceu-
tical industry. While the public sector wants to
introduce affordable health products to the mar-
ketplace, the biotechnology industry is primarily
interested in optimizing its investment returns.
But compromises can be made. For example, IP
developed by the biotechnology industry can
be transferred to the public sector for further
development.

In-licensing is a well-recognized strategy for
transferring technologies from companies to the
public sector. In-licensing allows many parties to
manufacture products, thereby creating enough
competition to bring down the costs of public
health products (like drugs, diagnostics, vaccines
and other biologicals) and crops in agriculture. IP
licensing is often complex because the parties con-
cerned have conflicting objectives. Furthermore,
the biotechnology industry, at least in developing
countries, usually is not very eager to work with
often-times inefficient and incompetent govern-
ment officials. In any case, all parties involved in
IP licensing need:

*  the skill to negotiate a deal

*  astrategy for negotiation
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*  practices that protect the interests of the
public sector

2. TYPES OF AGREEMENTS

2.1 General Requirements

IP transfer agreements must address a number
of aspects: confidentiality, material transfer, de-
velopment (the licensee assumes all responsibility
for further development), co-development (two
parties collaborate on continued development),
and distribution.

Such agreements are at least two-way because
more than one public-sector institution can be
involved in developing a product. For example,
if the Indian Council of Medical Research, New
Delhi, (ICMR) were to in-license a technology
for developing a vaccine from a private company,
there could be at least three parties involved in
the agreement: the ICMR, which is the licens-
ee and a public-sector institution; the licensor,
which is a private company; and the Ministry of
Health & Family Welfare, Government of India,
which will fully or partly fund the project, con-
duct clinical trials, and make the vaccine avail-
able to the public. Usually, either the public-sec-
tor agency or the private company will provide
the first draft of a negotiation agreement.' It is
important that all the parties, especially the li-
censee, clearly understand the basic philosophy
behind the deal: to provide a product to people
who would not have access to it without govern-
ment support. A good agreement is one that ben-
efits all parties.

Well-drafted agreements should allow gov-
ernment officials to negotiate quickly, get ap-
proval from the bureaucracy, as appropriate, and
come to a consensus. Since it takes several years
to bring a product from the laboratory bench to
the patient’s bedside, mutual trust is very impor-
tant during the negotiations and implementation
of the project, especially if some renegotiation is
needed partway through. Court battles are messy,
expensive, and generally unwelcome, especially if
they involve a foreign party.

Parties intending to enter a long-term
working relationship with each other may
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either sign a series of agreements, one omnibus
comprehensive agreement (with smaller spe-
cific agreements attached), or one broad, gen-
eral agreement with two or more related, but
separate, specific agreements. The following
sections describe the kinds of agreements that
can be signed by two parties engaged in jointly
developing a product. The appendices provide
examples of agreements that might be used by
public-sector organizations.

2.2 Confidentiality agreements

The development of a proprietary health product
usually involves the use of confidential informa-
tion: research data, sources of materials, methods
of production, designs of specialized proprietary
equipment, and other nonscientific business in-
formation. The involved parties should therefore
enter into a confidentiality/nondisclosure agree-
ment. Such an agreement not only protects com-
mercially useful information but also indicates
the value of that information. Such agreements
allow all parties to exchange sensitive information

confidently.

2.3 Materials transfer agreement

A materials transfer agreement is drawn up when-
ever a potential licensee wants to evaluate a new
product or process. The licensor should be will-
ing to provide samples or information but, natu-
rally, will want to assure that the other party does
not misuse them (such as by passing on a por-
tion of a sample to some third party or using it to
generate additional material for unlicensed use).
The Center for the Management of Intellectual
Property in Health Research and Development
(MIHR) recommends that public sector re-
search organizations use the Uniform Biological
Materials Transfer Agreement and the implement-
ing-letter format developed by the U.S. National
Institutes of Health (NIH). The wording of the
agreement is uniform for all IP transfers, with
only the Implementing Letter specifically tailored
to each transfer.

2.4 Co-development through collaboration
Even after acquiring new IP from a private com-
pany, it is not always possible or feasible for a



single public sector agency to carry out all stages
of production and marketing. The agency may,
for example, need to collaborate with other pub-
lic sector laboratories in order to complete prod-
uct evaluation (preclinical toxicity tests, clinical
trials, and so on). Also, high-quality, good manu-
facturing practice (GMP) production facilities,
which most public sector research organizations
lack, are needed to develop products for the mar-
ket. The licensee can either pay other agencies to
perform some of the tasks, or, preferably, form
partnerships with them. Collaborating agencies
may request a share of the IP rights or a portion
of the revenue generated by product sales. It is
possible that the final stages of product develop-
ment will require new IP,

Requests for collaboration often take the
form of open tenders. In the absence of estab-
lished procedures (since technology commercial-
ization by the public sector is still an emerging
area), various means have been adopted by the
public sector—primarily to “protect” the pub-
lic sector institution from the unlikely event of
a commercial blunder—most government de-
partments resort to what is called a “committee
approach” through which a group of officials,
including tech transfer professionals, adminis-
trators, finance people, and so forth, work in a
transparent manner to negotiate a deal. Public
communication is important because the gov-
ernment that is funding the initiative will expect
the deal to be performed with complete transpar-
ency. Furthermore, transparency reassures part-
ners and investors.

2.5 Technology licensing agreement
Technology licensing agreements allow one par-
ty to use the proprietary materials or know-how
of other parties. Standard technology licensing
agreements clearly define the period of time for
which the license is valid, the kind of license (ex-
clusive or nonexclusive), the territory in which
the license is valid, the market in which the
product will be released (public sector or open
market), whether or not the product can be
sublicensed, the amount of money to be paid
up front, and the royalties that the licensor will
receive.

2.6 Standard elements of typical agreements

2.6.1 Confidentiality

A confidentiality agreement requires all informa-
tion to be carefully protected. Access to confiden-
tial information should be given only to the prov-
en trustworthy, as improper use of confidential
material can seriously erode mutual confidence
between partners and even lead to litigation.
Scientists, especially those in the public sector,
should be especially careful because they, in other
contexts, discuss science openly.

2.6.2  Territorial exclusivity

In a licensing agreement, the territory is the geo-
graphic region in which the licensee is permitted
to sell the product. The territory could be part of a
country, part of a subcontinent, several countries,
or the whole world;? or, alternately, territory can
refer to a segment of the market in a single com-
pany like public sector or private sale. Sometimes,
nonexclusive licenses are awarded to licensees in
order to promote competition between them. Or
an exclusive license may be granted to market an
expensive product within a limited market—un-
less such market exclusivity is guaranteed, no one
may be willing to manufacture it. Commissioning
a professional agency to carry out market research
in order to make sure that the product is correctly
priced and appropriate for the intended terri-
tory is always advisable. (Commissioning such
surveys is slowly becoming routine practice due
to a lack of in-house expertise and the system of
government regulations.) The guiding principle
for deciding whether to grant exclusive licenses
of nonexclusive licenses should be that while it is
most important to bring new products to market
at affordable prices.

2.6.3  Product liability

Health-related products can lead to liabilities;
especially susceptible products, such as vaccines,
are tested on healthy volunteers. Often, compa-
nies are unwilling to market a product because of
potential liabilities. The licensing agreement for
a health-related technology must define the cases
in which the investigators will, and will not, be
held responsible (for example, such cases might
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involve bad or inferior product, improper storage
and use, administration of the wrong dosage) and
the licensee must take out an appropriate amount
of insurance before starting trials. The clinical tri-
al agreement should also describe how, and how
much, an individual who is harmed by a health
product should be compensated.

2.6.4  Up-front fees and royalties

Ultimately, marketability and price decide a
product’s fate. The licensor must decide the kind
and number of licenses, how much market access,
and so on, it will grant. The parties must agree on
how much money the licensor will receive both
up front and via royalties. These decisions will be
influenced by the amount of revenue the product
is expected to generate. A committee of experts,
administrators, and financial advisors usually ne-
gotiates on behalf of public-sector institutions. A
balance must be struck between the desires of the
licensee (to pay less up front and more through
royalties) and those of the licensor (to receive
as much money as possible at the beginning).
Factors that affect the price of the license include
the expected life of the product, the duration of
IP rights, the existence of a competing product,
purchasing capacity, and whether or not there is a
committed market (in other words, governments
offering purchase commitments), and so on.

2.6.5
The licensing agreement must stipulate the terms

Arbitration

of arbitration in case something goes wrong and
there is disagreement between parties. Arbitration
procedures can be relatively simple if the parties are
in the same country. If governments are involved
in such arbitration proceedings, such governments
will often dictate the outcome. Arbitration be-
comes very complex when parties from different
countries are involved, especially if the arbitration
is conducted in a third country. Of course, all ef-
forts should be made to settle issues amicably.

3. CONCLUSIONS AND
RECOMMENDATIONS

In developing countries, it is important for the phar-

maceutical industry, in general, and the biotech-
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nology industry, in particular, to develop products
(drugs, diagnostics, and vaccines) with a potential
global market. This reorientation from an exclusive
concentration on markets in developed countries
to a product development plan that includes de-
veloping countries can be achieved through part-
nerships between the public and private sectors in
both developed and developing countries.

Most developing countries do not have the
expertise to deal with complex IP licensing is-
sues. Public officials in developing countries of-
ten postpone making decisions in order to cover
up their ignorance and lack of expertise, thereby
discouraging private companies that might be in-
terested in collaboration with them. Professional
help in all areas, from product valuation to draft-
ing IP agreements, would be useful. The follow-
ing drivers are needed for developing countries to
optimize their success:

* abusiness strategy that aims to balance the
objectives of the public sector (to bring af-
fordable health products to market) with
those of the private sector (making profits)

* a marketing strategy that prices products
realistically, using up-to-date marketing
information (any existing products, their
price structure, potential customers, the
size of the potential market in private and
public sectors, and so on)

* the proper legal expertise is usually al-
ready locally available, as many legal firms
in developing countries are familiar with
basic licensing procedures. Marketing and
scientific experts could assist in valuating
patents

Perhaps the ideal solution to the lack of know-
how in developing countries is two fold: first, the
establishment of a national technology transfer
office; and second, the development of core team
of experts drawn from diverse disciplines devoted
to helping to negotiate product in-licensing. m
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Some argue that in general, the public sector
organization should offer the first draft of a licensing
agreement. (See for example,in this Handbook, chapter
12.1 by RT Mahoney.) This approach is generally much
easier than trying to work from a draft prepared by the
private sector organization, because the draft needs to
cover a number of topics of particular concern to public
sector organizations, and these topics probably would
not be addressed in a private sector organization’s
draft.

2

In India, as perhaps in other poor countries, there
are states, or equivalent entities, that are rich, and
politically stable, with promising markets, while other
states—often those with unstable governments—
have uncertain market potential. Currently, each state
in India has its own drug regulator. These officials
have varying expertise and, along with other factors,
can determine the marketability of products in their
states. Additionally, while a price can be the same over
the entire country, each state has its own rates for sales
tax and other taxes.
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CHAPTER 11.1

A Checklist for Negotiating License Agreements

DONNA BOBROWICZ, Technology Transfer Specialist, Loyola University Chicago, Offfice of Research Services, U.S.A.

ABSTRACT

This chapter provides a road map for licensing profes-
sionals to identify the most common terms, contractual
obligations, and other provisions that are likely to be
encountered in crafting a license agreement. Emphasis
is placed on agricultural technology licenses. Since most
people engaged in deal making are involved in multiple
deals at the same time, important aspects can be forgotten
or overlooked at any time and for any deal. The checklist
format allows the licensing practitioner to check off each
item once it has been addressed to the parties’ satisfac-
tion. While expansive, it does not necessarily fit all con-
texts and is therefore intended to serve as a basis from
which institutions and individuals can develop their own
checklists.

1. INTRODUCTION

A checklist to aid in negotiating a licensing
agreement, much less to aid in actually preparing
and writing the agreement itself, may sound like
a simplistic tool to an experienced negotiator or
contract attorney. After all, most people in such
positions are well educated and used to dealing
with multiple projects having many details in
the scientific, legal, and business arenas, all at
the same time. If they did not have the compe-
tence to deal with this type of work situation,
they would not last long in the active, high-pres-
sure licensing environment. But it is precisely
because of myriad details that a checklist can be
life (or deal) saving for the working licensing of-
ficer or attorney. Since most people engaged in
deal making are involved in multiple deals at the
same time, important aspects can be forgotten
or overlooked at any time and for any deal. One
of the simplest ways to make sure that a crucial
or costly mistake does not happen because of an
oversight is to use a tool such as the checklist
presented here.

2. SPECIFIC CHECKLIST SECTIONS

This section introduces and discusses for both li-
censors and licensees each element of the check-
list. If your work requires you to draft license

Bobrowicz D. 2007. A Checklist for Negotiating License Agreements. In Intellectual Property Management in Health and
Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR: Oxford, UK., and

PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.

© 2007. D Bobrowicz. Sharing the Art of IP Management: Photocopying and distribution through the Internet for noncom-

mercial purposes is permitted and encouraged.
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agreements, download the checklist from the online version of this Handbook where it is given without
the annotations.

2.1 Section 1—The parties

Although seemingly self-evident, having all pertinent information about the parties in one place, such
as their legal names, the negotiating party’s contact information, and the legal addresses is a time saver
when the final agreement is being written. No more last-minute telephone calls or e-mails to get infor-
mation that should have been exchanged at the first meeting.

4 N

PARTIES:

1. Licensor’'s Name:
Address:
Principal Office:

Incorporated In: Short Title:

Contact Name:
Contact Title:
Contact Tel/Fax:
Contact E-mail:

2. Licensee’s Name:
Address:
Principal Office:

Incorporated In: Short Title:

Contact Name:
Contact Title:

Contact Tel/Fax:
Contact E-mail:

N /

2.2 Whereas clauses

The following set of “whereas clauses” is offered as a guide for detailing the background of the license.
Not all parties use whereas clauses; some prefer to make the background information a standard set
of clauses that follow language specifying that “the following are terms of the Agreement” or similar
language. Some use of background information in a contract is recommended because within a short
period of time after the deal is done and the agreement signed, negotiators memories will fade and a
short set of statements regarding the background of the deal may become invaluable should the con-
tract need to be interpreted by a court or an arbitrator.
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4 N

WHEREAS CLAUSES:

1. Licensorowns/controls certain Intellectual Property/Tangible Property including inventions
, patents , applications , know-how , other relating to

2. Licensor represents that it has the right to grant a license to

3. Licensee owns/controls certain Intellectual Property/Tangible Property including inventions
, patents , applications , know-how , other relating

to

4. Licensee represents

5. Licensee desires license relating to in order to

N /

2.3 Definitions
A simple contract will not need to have a section devoted to definitions, as the definitions can be pre-

sented when special terms are first encountered. A complex document should present all definitions
in one section for ease of drafting and later interpreting the contract. General terms used throughout
the contract should be placed in this section, as should technical terms that are used frequently. Either
an alphabetical or a hierarchical order is reccommended, the latter being used when a number of terms
are closely related and having them near to each other would allow the reader to more easily navigate
the agreement.

Each license will have its own specific set of definitions, so a short list that includes only the
most commonly used terms is presented here.

4 N

DEFINITIONS:

All other appropriate terms should be listed and defined. Clear definitions will add great
clarity to a license. Care should be taken to write definitions that, in general, stand alone
and are not circular in construction.

A good place to begin thinking about what to define is with a definition of the parties. If
dealing with a company, is it the company and all its affiliates? All of its subsidiaries? Or
only the parent company? Products/Processes licensed should be specifically defined as
Licensed Products or Licensed Processes. If only certain types of inventions are covered,
define the inventions here and refer to them as Inventions;include the patent number and/
or patent application number that is being licensed, and specify if Know-how is included.

K (CONTINUED ON NEXT PAGE) j
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4 N

DEFINITIONS (continued)

Licensee, sales, net sales, profit, territory, field, patents, patent rights, intellectual property,
and nonprofit are examples of other relatively common terms, and there are many more.
Once defined, these terms will usually appear, throughout the rest of the contract, with the
first letter capitalized or in all capitals.

N /

2.4 The grant sections
The following sections may seem to be overkill to the licensing professional. However, each and every

section, if not handled with care and forethought, can result in a deal that is more than unsatisfactory
to one or both parties.

2.41 Rights granted

The exact grant language should be specified. This includes which intellectual property rights the
license is given under: patent right only or know-how right or both and exclusive right, coexclusive
with the licensor, or nonexclusive. The section should also specify the term of the exclusivity and/or
nonexclusivity, and whether such right is irrevocable; and if there is a right to grant sublicenses. Each
organization will find that it tends to make deals in a certain way and may find that certain combina-
tions of grant language will be used repeatedly. In that case, this section may be easily amended to the
specific organization’s needs.

/1. RIGHTS GRANTED: \

a) All substantial (statutory) rights to practice under the rights in specified Intellectual

Property/Tangible Property (detail here) ;

b) andtomake  ,havemade_ ,use_ ,import offerforsale  ,and sell
_____products and processes;

c) Exclusivefor _ vyears and nonexclusive thereafter, or

d) Non-exclusive ,tomake (manufacture)  ,or

e) Exclusive_ tohave madeforownuse  ;or

f) Exclusive except as to Licensor ,to use , to export ,to make and sell
in limited markets ;

g) Irrevocable ,to sell ,have sold ;

h) With right to grant sublicenses ,tolease ,rent

2.4.2 License restrictions

This section deals with the field, territory, prior licensee’s rights, and the commercial rights retained by
the licensor. Some of what is contained in this section appears under Section 1 (the parties), and may

not be needed in all situations.
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4 N

2. LICENSE RESTRICTIONS:

Limited to the Field
Limited to Territory

Subject to prior Licensee (identify, if any) rights

Subject to Licensor’s right to make ,have made ,use , have used

,export ,import ,sell ,have sold (as many as applicable).

N /

2.4.3 Reservation of rights
This section is particularly important when the licensor is a nonprofit and must ensure that certain

rights to use the intellectual property are reserved for academic, nonprofit research, or humanitarian
uses in developing countries, or according to the terms of the Bayh-Dole Act (in the United States).
Forgetting to include the needed reservation of rights in a license could make the license invalid and/or
could lead to an expensive court fight to determine what rights are in fact owned by the licensor.

4 N

3. RESERVATION OF RIGHTS:

a) Licensor hereby reserves an irrevocable, nonexclusive right in the Technology (on behalf of
itself and all other nonprofit/academic research institutions)

b) For Educational and Research uses__, including uses in Sponsored Research _ and
nonprofit collaborations .

c) For Humanitarian Purposes  ,or

d) For uses in Developing or Economically Disadvantaged countries (specify countries)

)

e) Forthe U.S. government under the Bayh-Dole Act

N /

2.4.4 Right to grant sublicenses
The grant of a right to grant sublicenses to third parties also has a number of important choices that

must be considered by parties when awarding this portion of the license. Sublicensees may be anyone
or may be limited to, for example, only parties in privity with the licensee; only affiliates of the licensee;
only a specified number of third parties; or only parties preapproved by the licensor.
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4. LICENSEE MAY GRANT SUBLICENSES:

a) Toanyotherparty  ;

b) To limited number of parties

c) To Affiliates of Licensee _only

d) To third parties preapproved by Licensor ___;

e) Tonominees of Licensor

f) At specified consideration (indicate) ;

g) Consideration to be shared with Licensor ;
h) Copies of sublicense to be furnished to Licensor ;
i) Under other conditions

N /

2.45 Territory
The territory that is granted to the licensee under the license must be specifically identified.

~

5. TERRITORY:

a) All countries

)
b) All countries except

c) Following country/countries

d) That portion of a specific country comprising

2.4.6 Term of the agreement
The date the agreement begins, the effective date, should be noted, as well as the ending date of the

agreement, by whatever method that is calculated. Some of the most common ways are listed below.

4 N

6. TERM OF AGREEMENT:

Effective Date is
For years/months/day (as agreed), until (specify date) ;or
For the life of a specific patent or other intellectual property ;or

Until some future event (specify)

N /
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2.5 Improvements

This section deals with any improvements made and/or patented (by whom and paid for by whom)
during the term of the license by either the licensor or licensee and what obligations are present in
the deal as to whether or not to include future technology under the present license or to have future
technology fall under the reservation of rights to the licensor.

~

7. IMPROVEMENTS BY:

LICENSOR: LICENSEE

Included Included

Notincluded Not included

Who will file Who will file

Who will pay costs Who will pay costs
Assigned/licensed to Licensee . Assigned/licensed to Licensor

2.6 Consideration
The consideration sections of the checklist is relatively involved, and can be cut back if equity is not

part of the payment for the license. Royalty, milestone payments, type of currency, determining rate
of exchange, and equity-ownership issues are listed here, as is the issue of minimum annual payments,
particularly important in the case of an exclusive license.

4 N

8. CONSIDERATION FOR LICENSE:

Royalty free  ;or

Royalty,  percent;of profits _ ;ofgrosssales_ ;ofnetsales_ ;specific
amount (specify)  perunit (specify) __;other (specify) ;

Single sum (license fee) of ;

Milestones (what they are and amount owed) ;

Payment is to be made in currency of which country

At the then current rate of exchange ;

At the rate of (currency) for (currency)
If exchange rate decreases or increases by (specify a percentage) %
the payments shall decrease or increase by like amount; or exchange rate shall be that
published in
Equity: Stock of Licensee (specify)
stock of existing company _ ; new company
value of the shares of stock shall be market value ____ at date of agreement
bookvalue  according to Schedule _;stock shall have full voting rights
;nonvoting . ;

/
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~

9. MINIMUM ANNUAL PAYMENT FOR LICENSE:

Amount __ percalendar year; per 12-month period
Payable in advance

Payable at end of calendaryear _ ; of 12-month period
Credited against earned royalties, yes ; no

. e

/

2.7 Reports and auditing of accounts

Royalties based on any measure tied to a product’s sales should be paid to the licensor accompanied by
a report stating how the royalty was calculated. It should be decided how often and when these reports
(and royalties) are due. Additionally, the right of the licensor to audit the books that generate these

reports should be a part of the license.

~

10. STATEMENTS OF EARNED ROYALTY:

Quarterly, within days of end of quarter
Annually, within days of end of year
Other periods, (specify)

In writing, and certified by _ (official or auditing firm)
With names and addresses of sublicenses

With copies of sublicenses

Together with payment of royalty accrued

11.  INSPECTION OF LICENSEE’S ACCOUNTS:

Not permitted
Permitted
at any time during business hours
at specified times
by Licensor’s authorized representatives
by Certified Public Accountants
Audit to be paid by Licensor unless underpayment is greater than __ %

~
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2.8 Representations/warranties

Certain basic representations and warranties should be given by each party to the other, such as the
ability to enter into this agreement, the validity of the intellectual property, and a standard warranty
disclaimer. These and others are listed below.

/ 12. REPRESENTATIONS/WARRANTIES: \

A.  Validity of Licensed IP
Not admitted
Admitted to Licensee

If patents held invalid, then:
Licensee may terminate:
as toinvalid claims
entire agreement

B.  Good title to Intellectual Property in (specify countries)

C.  Authority of Licensor to enter into the License
Authority of Licensee to enter into the License

D.  Standard warranty disclaimer, of fitness for particular purpose
Merchantability ; Express or Implied

2.9 Infringement
These sections deal with how past infringement by the licensee is handled; if the IP is infringed by third

parties, how such infringement will be handled, and if there is a recovery for the infringement, how
that will be divided between the licensor and licensee. Indemnification by the licensor of the licensee

~

to practice under the IP rights is also covered.

13. INFRINGEMENT:

A INFRINGEMENT OF LICENSED INTELLECTUAL PROPERTY/TANGIBLE PROPERTY
Past infringement by Licensee
forgiven _ ;not forgiven
forgiven for payment of
If infringed by others:
Who will notify
Who will file suit
Who is in charge of suit
Costs: borne by
divided

& (CONTINUED ON NEXT PAGE)J
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4 N

13. INFRINGEMENT (continnued)

B. INFRINGEMENT OF OTHER’S INTELLECTUAL PROPERTY/TANGIBLE PROPERTY
No indemnity by Licensor
Licensor indemnifies Licensee
Licensee indemnifies Licensor
Who will notify
Who will defend
Who will pay costs
Costs: borne by
divided

C.RECOVERY AFTER DECREE

Retained by ; Divided
Right to settle suit:
by Licensor ; by Licensee

by Licensor only with consent of Licensee
by Licensee only with consent of Licensor

N /

2.10 Diligence

Diligence covers the concept that the exclusive licensee will do all it can to operate under the license
so that the licensor reaps a monetary benefit under the license. If this issue is not covered, then the
exclusive licensee can sit on the technology and keep others from exploiting it and bringing money to
the licensor.

~

14. DILIGENCE BY LICENSEE (Usually in absence of minimum royalty): \

Noobligation

Licensee will use its best efforts to

Licensee will use its reasonable best efforts

Licensee agrees to:
produce  orsell _ specifiedunits
produce  orsell  specified products
invest specified amount

satisfy demands of trade
not to refuse reasonable request for sublicense

Penalty for lack of diligence:
license converted to nonexclusive
Licensor may nominate Licensees

& Licensor may terminate _ upon __ days’ notice in writing J
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CHAPTER 11.11

Intellectual property (IP), and how it is paid for, must be defined in the agreement, whether it is only
one patent or if it includes various reports and tangible materials. This part of the checklist may be

more relevant to for-profit licensors, but nonprofit licensors may also have more than just a patent (and

its family) to include in the definition of IP.

/ 15. INTELLECTUAL AND TANGIBLE PROPERTY OF LICENSOR:

Not included, except as described in patents or applications
Included for products (specify)

For term of agreement ; for specified term
For territory of license ; for other territory

A. NATURE OF INTELLECTUAL AND TANGIBLE PROPERTY
i. Invention records __Know-how, not confidential

ii. Laboratory records _ Know-how, confidential
iii. Research reports _ Employee to be bound

iv. Development reports

V. Laboratory notebooks

vi. Construct components and design

vii.  Testfield lay-out and design

viii. ~ Production specifications

ix. Raw material specifications

X. Quality controls _ ;1SO 9ooo procedures

Xi. Economic surveys

xii.  Market surveys _ ;Producerlists __;Brokers
xiii. ~ Promotion methods

xiv.  Trade secrets

xv.  List of customers

xvi.  Drawings and photographs
xvii. Models, tools and parts

xviii. Germplasm

xix.  Other (specify)

B. PAYMENT FOR INTELLECTUAL AND TANGIBLE PROPERTY
Included inroyalty
Notincluded inroyalty
Single payment of

Stock in amount of

Annual service fee of

for term of agreement

for specified term

If Intellectual Property surrounding it is held invalid:
Know-how payment stops

K Know-how payment continues

~

/
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~

N

16. INTELLECTUAL AND TANGIBLE PROPERTY OF LICENSEE:

Not included, except as described
Included for products (specify)

For term of agreement ; for specified term
For Territory

Nature of Property included:

/

212

Right of inspection; technical personnel

If the licensee has licensed seed that is being produced by the licensor and that will include the transfer

of tangible material (the seed) to the licensee, the licensee may want to have the right to inspect the

licensors research data and fields during the term of the license. Whether or not licensors personnel

shall be used to transfer know-how or tangible materials to the licensee, and at what cost, is also an

important item to note in the contract.

~

N

17. RIGHT OF INSPECTION:

Licensee shall have the right to inspect Licensor’s:
Research laboratory
Development laboratory
Laboratory notebooks

Test fields
Production fields ; Nurseries ; Greenhouses
Number of visits permitted per year ; Number of persons

Special conditions of visits

Licensor shall have reciprocal rights of inspection

18. TECHNICAL PERSONNEL:

Licensor shall provide technical personnel to deliver Intellectual Property/Tangible Property

(specify)

At Licensor’s expense ; At Licensee’s expense
Not more than persons for not more than days
At a fee which shall be the salary, plus per cent

Travel expenses ; living expenses
borne by Licensor ; borne by Licensee

~

(CONTINUED ON NEXT PAGE)J
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4 N

TECHNICAL PERSONNEL: (continued)

Number and duration of stay of technical personnel determined by:
Licensor ; Licensee ; mutually
Ownership of reports made by technical personnel

_ - Y,

213 Remaining sections

The remaining sections of the checklist are what may be identified as the “boilerplate sections” of the
license, even though all of these terms are subject to negotiation. In any case, confidentiality terms,
provisions for export control, the non-use of each party’s name by the other party, arbitration (or not),
terms of breach that will cause termination of the contract and the ramifications thereof, force majeure,
assignment, favored-nation clause, notices, integration, language, modifications, applicable law, and
schedules should be standard items considered by every licensing professional.

214  Confidentiality

If a confidentiality, or nondisclosure, agreement has been entered into by the parties and will remain
effective during the term of the license agreement, nothing else is needed. If this hasn’t been done, a
section dealing with terms of confidentiality may be put into the license agreement. If the previously
agreed-to confidentiality agreement is weak, now is the time to bolster it and to make sure that these
terms in the license agreement take precedence over earlier agreements.

4 N

19. CONFIDENCE OF CONFIDENTIAL INFORMATION:

No obligation ; Licensee obligated
Both parties obligated

Confidence maintained for specified time ; Without limitation as to time ; life of
agreement

Until published by owner

Existence of this agreement confidential __ ;Terms and conditions of this License to be kept
confidential

Other

N /
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215  Export regulations; use of party’s name

Export regulations are important in deals where technology is exported from the United States. All
exports must comply with U.S. export control laws and regulations, and in particular, those goods and
IP that may have a military use. It is a topic outside of the scope of this chapter, but as an item on the
checklist, it alerts the negotiator that this is a topic to be considered. Other countries may have laws
dealing with the same topic or with issues or registering the final agreement with the government.
Again, this is a memory jog for the negotiator.

In some cases, either one or all of the parties will not want its/their name used in connection with any
licensed products advertised or sold, as it may suggest that the licensing institution is recommending
these goods. If this is the case, this should be stated in the agreement.

4 N

20. A. EXPORT CONTROL

B. Government registration regulations

21.NON-USE OF NAMES

Licensor’s , with permission

Licensee’s , with permission

/

216 Arbitration

In the case of a major disagreement about the terms of an agreement, parties may wish to take the issue
to arbitration. Arbitration can be carried out in many different ways and it is easier to specify in the
agreement the rules to be used for arbitration, before there is an issue to arbitrate.

4 N

22. ARBITRATION:

No right of arbitration
Parties will use their best efforts
Parties agree to arbitration by:
American Arbitration Association
By otherbody
By three persons, one selected by each party and a third by the selected persons

Appeal from arbitration decision:
Not permitted, decision final and binding

K Permitted to j
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217  Termination

The termination section of an agreement can be quite complicated, or it can be very simple. I have
seen agreements that have been hung up on determining what to do with the rights of the parties if a
material breach were to occur. Thought should be given to this area, but beware of having it take over
the negotiation. Areas to consider include the right of either party to end the agreement for no reason
at all; the rights of the party that has performed when confronted with a party that refuses to perform;
material breach issues; and length of notification of breaching activity and time given to the breaching
party to cure the breach before losing rights and/or being charged penalties. Issues dealing with the
natural expiration of the license should be considered, as well. What happens to the know-how (if any)
upon the expiration of all patents? And what are the confidentiality provisions?

~

23. TERMINATION:

A.By Licensor:
If certain person incapacitated ___ (name)
If certain person terminated _ (name)
At specified time
Upon breach after __ days written notice if not remedied within ___ days
Other

B. By Licensee:
Atanytimeupon _ days written notice
On any anniversary date
At a specified time
Only upon payment of penalty of dollars
Upon breach after __ days written notice if not remedied within __ days
Other

C. Upon expiration, Licensee assigns to Licensor:
Trademarks
Patents
Copyrights
Sub-licenses
As to any specified patents or applications
Germplasm

As to any specified country

Of exclusive license with right to continue as nonexclusive
Whenever any essential claim held invalid

Upon bankruptcy of either party

K (CONTINUED ON NEXT PAGE) j
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4 N

D. Upon Termination, without breach, Licensor assigns to Licensee:
Trademarks
Patents
Copyrights
Sublicenses
As to any specified patents or applications
Germplasm

As to any specified country

Of exclusive license with right to continue as nonexclusive
Whenever any essential claim held invalid

Upon bankruptcy of either party

E. Upon Termination with breach, Licensee assigns to Licensor:
Trademarks
Patents
Copyrights
Sublicenses
As to any specified patents or applications
Germplasm

As to any specified country

Of exclusive license with right to continue as nonexclusive
Whenever any essential claim held invalid

Upon bankruptcy of either party

F. Upon termination, with breach, Licensor assigns to Licensee:
Trademarks
Patents
Copyrights
Sublicenses
As to any specified patents or applications
Germplasm

As to any specified country
Of exclusive license with right to continue as nonexclusive
Whenever any essential claim held invalid

K Upon bankruptcy of either party j

218 Force majeure
This is the “it is out of my control” reason for not performing under the license. A hurricane has just

wiped out your seed crops for the year, and you have no seeds to provide or to sell; your chemical plant
just went up in flames. Things happen, and this fact of life should be considered in the contract. The
key is to determine what is required after the force majeure occurs to get the licensed product out the
door, or the goods to the licensee as quickly as possible. Technically a French term, it literally means
“greater force.”
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4 N

24. FORCE MAJEURE:

Licensor has right

Licensee has right

Both parties haveright

Nature of Force Majeure:

Natural events: fire, floods, lightning, windstorm, earthquake, subsidence of soil, etc.
(specify)

Accidents: fire, explosion, equipment failure, other
Civil events: commotion, riot, war, strike, labor disturbances, labor shortages, raw
material and equipment shortages

Governmental: government controls, rationing, court order

Any cause beyond control of party

Time after occurrence that the exclusive license becomes nonexclusive months
& If there are fixed payments, are they excused during FM period __ ? J

219 Assignment provision

A license is considered to be personal to the licensor, especially in the case of an exclusive license. The
licensor hand picks the licensee, for many reasons, and rejects others for many reasons. Additionally, an
exclusive licensee may be interested in taking a license from a particular licensor, and not from another.
In these cases, the right to assign a license may be forbidden, or at least greatly limited to “only with
the permission of the nonassigning party.” Nonexclusive licenses tend to be more open to assignment,
especially if there are many licensees. There may or may not be fees attached to the transfer, or assign-
ment, of a license.

4 N

25. ASSIGNMENT OF AGREEMENT AND LICENSE:

a) Not assignable by eitherparty
b) Assignable by Licensor, without consent of Licensee __; only with consent
c) Assignable by Licensee, without consent of Licensor; only with consent
d) By either party upon:
Merger
To successor of portion of business involving: license___; or only entire business
To any company of which a majority of stock is owned
To any company of which a controlling interest is owned

Binding upon heirs, successors and assigns
Fee for assigning How much?

N /
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2.20 Favored nation

A licensee may demand that they pay the same royalty and/or fee as another licensee that pays the least
for the same license. This can be limited, for example, to the same royalty rate, but not to up-front
fees, or not take in consideration the worth that cross-licenses to IP bring to a deal. Generally, it is very
tough to determine if one party has a better deal than another unless it is a straight money deal.

/26. FAVORED NATION CLAUSE: \

Licensee guarantees performance (and amount of return)

Licensor required to notify Licensee of similar license
Licensee has option to take term of similar license
License changed to terms of more-favorable license

K Licensee may terminate if not given cheaper license j

2.21 Notices; integration; language; modifications; law; signatures
You will find that clauses that involve the following issues tend to be boilerplate clauses:

* Notices. the handling of any notices, payments, and so forth, that you must make or should
receive

* Integration. a statement that this is the controlling document, no matter what else was said or
signed previously, unless specifically stated in the license.

* Language: deals with languages used in writing the license (Will each translation of the license
be acceptable? Or only the license written in one of the languages?)

* Modifications: specifies whether amendments to the license are to be in writing (If oral chang-
es are OK for your deal, or for portions of it, specify it here.)

* Law: specifies which country’s laws will be applied to interpreting the license; what courts will
hear a lawsuit; and in what country, specifically, lawsuit would be filed.

* Signature: recommended to type in the name and title of the signatory (Two years after sign-
ing, all parties to the deal may have changed, and many signatures may be illegible by then.)

4 N

27.NOTICES AND ADDRESSES:

By registered mail
By registered air mail (for foreign licenses)

By overnight mail

After _ days if by FAX with confirming telephone call
After _ hoursifbye-mailto__ specify
Licensor’s legal address for notice:

Licensee’s legal address for notice:

K (CONTINUED ON NEXT PAGE) j
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4 N

28.INTEGRATION:

This instrument is the entire agreement between parties
This agreement supersedes all prior agreements between the parties or the

agreement dated

29. LANGUAGE (for agreement with foreign language licenses):

The official language(s) shall be __ specify language(s)
Copy in language shall be official ;unofficial

30. MODIFICATIONS AND AMENDMENTS:

This License can not be modified or amended
No modification effective unless written and signed by both parties

31. APPLICABLE LAW:

To be read, construed, understood and adjudicated according to the laws of in

the courts located in
32. SIGNATURES:

For Individual:
Witnessed by ~ witness(es)
For Corporations:

By officer

Title shown

N /

222 Schedules

This is the place to give very specific listings of items covered in the license, background documents,
and research project outlines and specific procedures. It can be easier to modify a schedule than the
whole contract, should the need for changes arise. A few types of schedules are listed.
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4 N

33.SCHEDULES:

A. PATENT LIST (Give inventor, number, issue date, official title)

B. PATENT APPLICATIONS (Give inventor, number, filing date, official title)

C. DESCRIPTION OR COPIES of official documents, such as sublicenses, assignment, prior
license, etc.

D. ACCOUNTING PROCEDURES for determining sales, net sales, sale value of stock, or other
property

E. EXISTING LICENSES AND/OR SUBLICENSES

F. SPECIFICS OF EQUITY ARRANGEMENTS

G. RESEARCH PROGRAM DETAILS

N /

3. CONCLUSION

This license checklist is a comprehensive tool useful for capturing very important concepts and terms

in a complex license. Nonetheless, the checklist can and should be modified by each institution to re-
flect the way it does business. Having key concepts available to the negotiator and license draftsperson
with a quick reading of a checklist can save much aggravation and potential misery should a deal go
bad during its lifetime. It is much more cost effective to craft a sound license up front, having key terms
as well-defined as possible, than it is to fix the problem through arbitration or litigation later on. m

DONNA BOBROWICZ, Technology Transfer Specialist, Loyola University Chicago, Stritch School of Medicine, 2160 S. First
Avenue, Building 120, Room 400, Maywood, IL, 60153 U.S.A. dbobrowicz@lumc.edu
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CHAPTER 12.1

Negotiating an Agreement:
Skills, Tactics, and Best Practices

RICHARD T. MAHONEY, Director, Vaccine Access, Pediatric Dengue Vaccine Initiative,
International Vaccine Institute, Republic of Korea

ABSTRACT

License negotiations involve substantial real or potential
value. They therefore should be supported by a team of
experts. The essential skills and expertise needed for con-
ducting successful negotiations include: business strategy
and development for leading the negotiations, marketing
for estimating commercial potential, law for evaluating
IP and patents and carrying out a variety of related tasks,
science and medicine for evaluating new and potential
health products, manufacturing and production know-
how to determine equipment and additional training
needs, and finance for analyzing input from other experts
on the team to combine into a comprehensive report. The
strength of such a team is in its interdisciplinary compo-
sition; each of the skill areas can complement the other.
From the perspective of international licensing, licensors
can seek to improve the availability of health products in
developing countries, possibly moving from the “tradi-
tional” approach to licensing toward one that incorpo-
rates public sector needs. The best approach for a public
sector organization negotiating an agreement with a pri-
vate sector entity is usually to offer initial terms that the
organization would be willing to agree to if it were on the
other side of the table. Negotiating a fair licensing agree-
ment should not be seen as a process of “bargaining.”
Rather, a licensing agreement is establishing, in written
form, the rules of operation for an ongoing relationship
where mutual trust and confidence will be necessary for
success.

1. INTRODUCTION

An agreement is a means of transferring va/ue be-
tween two parties. Each party has something of
value that the other party needs or desires. For
example, one party may have a product that can

potentially have a very large market, while the
other party has research, manufacturing, or dis-
tribution capabilities essential to reaching that
market. Therefore, the key to successful negotia-
tion is having a clear understanding of the value
each party brings to the relationship. Value has
several facets. There is an objective value: repre-
sented by, for example, how many units can be
sold at a certain price, yielding a certain level of
profit. There are also qualitative values illustrated
by these examples: (1) One company feels that a
particular product, owned by a second company,
would enhance or complete a particular product
line. For instance, it produces hepatitis B vaccine
and would like to have a hepatitis A vaccine; and
(2) One company may believe that access to a cer-
tain product, owned by a second company, would
allow it to develop the expertise to handle other
similar products. By learning how to produce
recombinant DNA hepatitis B vaccine, the first
company enhances its capability to produce other
recombinant health products in the future. It is
important that both parties to a potential agree-
ment think carefully about the benefits that will
or could be obtained through a license agreement.
Only with a clear understanding of the transfer of
value can both parties intelligently and fairly ne-
gotiate an agreement.

This chapter should be of help mainly to
the public sector R&D organization that is

Mahoney RT. 2007. Negotiating an Agreement: Skills, Tactics, and Best Practices. In Intellectual Property Management in
Health and Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR: Ox-
ford, U.K,,and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.

© 2007.RT Mahoney. Sharing the Art of IP Management: Photocopying and distribution through the Internet for noncom-

mercial purposes is permitted and encouraged.
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either in-licensing the technology it needs or
out-licensing technology it has developed. The
discussion applies to a technology that is quite
advanced in development. Nevertheless, the in-
formation should also be of use to university
technology transfer managers and others who
are not necessarily directly connected with on-
going R&D programs.

We discuss the licensing process from three
points of view: the skills needed, the tactics used,
and the practices employed to protect the inter-
ests of the public sector.

2. SKILLS NEEDED

Because a license negotiation involves substantial
real or potential value, it should be supported by
a team of experts. Private sector managers com-
monly complain that public sector organizations
are poorly prepared to undertake effective nego-
tiations, often demand unrealistic conditions,
and cannot present a convincing case about the
reasonableness of their demands. Obviously, we
can do better.

There may be only one or two persons con-
ducting the negotiations, but they should be able
to call upon experts in different areas. The follow-
ing are essential skills for negotiations:

* business strategy or business development
* marketing

e law

* science and medicine, including regulation
* production

e finance

2.1 Business strategy

Often, the business strategist is the lead negotiator.
With considerable experience in structuring busi-
ness relationships, the strategist will use the inputs
of all the other experts to assemble the negotiating
package. This person needs to have a clear sense
of how the particular negotiation relates to the
overall goals of the organization. This is important
because without this sense, the negotiations may
lead to a result that will not be useful to the orga-
nization. After all, signing an agreement does not
necessarily mean that negotiations were success-
ful. The business strategists goal is to maximize
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the benefits to all parties. Of particular concern is
developing a strategy to be implemented by public
sector organizations that helps to ensure that the
resulting product is available, appropriate, adopt-
able, and affordable by the poor in developing
countries. Such a strategy, known as a global ac-
cess strategy,' has been the focus of much analysis
recently, and the business strategist and his or her
team should have prepared a global access strat-
egy, as appropriate for their product. The negotia-
tions of a license agreement should lead to terms
that help achieve the specific goals of the strategy,
which are defined in the agreement.

2.2 Marketing

Expertise in marketing and market analysis is es-
sential to negotiating a good agreement. Omission
is dangerous because it can lead either to an over-
estimation or underestimation of the market po-
tential, which, in turn, can lead to a suboptimal
agreement or a rejection of an agreement that
could have been successful. Lack of marketing
knowledge may also make it difficult to negoti-
ate the best (fairest) deal. In the context of this
Handbook, we define markets as both private sec-
tor markets and public sector health systems. For
products such as a malaria vaccine, the public sec-
tor market will often be the most important, but
an understanding of the travelers’ market in devel-
oped countries will also be essential. A marketing
specialist should ask the following questions:

* What level of sophistication is required to
market the product?

* How does the new product complement or
compete with existing products?

* Would the product be directed at old or
new customer groups?

¢ If the product is to be sold in both the pub-
lic and private sectors, what are the barriers
to achieving a profitable market?

* What types of information would be need-
ed to promote the product to both the gov-
ernment and the private sector?

e What are feasible prices and would these
prices be sufficient to support the project?

* How fast would the market grow and
what would be the minimum sales for
sustainability/profitability?



With the answers to these questions in hand,
the public sector agency will be well prepared to
conduct negotiations.

23 Law

The need for legal assistance is clear.” The lawyer
should possess IP expertise, be able to evaluate
patents, and have a variety of additional skills or
be able to access those skills. A party wishing to
license a technology will need to be able to assess
the value of the patents. This assessment will in-
clude an evaluation of the claims of other similar
patents. While patent offices try to avoid granting
patents with duplicate claims, it is very common
to find many patents with the same or similar
claims, especially for health products—a num-
ber of patents may be issued that claim different
methods to produce the same health product.
The lawyer will need to determine the potential
for claims of patent infringement. The lawyer
might also advise on the need to obtain a license
from another patent holder before using the of-
fered patent. This assessment (called a freedom to
operate assessment) will help in determining the
true value of a patent. Such an assessment would
answer the questions: Are there other patents that
actually are more important? Who owns them? A
lawyer will also be needed to advise on the laws
of the various countries in which work would be
carried out. For example, it may be necessary to
evaluate the legal aspects of various arrangements
for paying up-front fees and royalties. Some coun-
tries tax royalty payments quite heavily but have
low or no tax on legitimate charges for technol-
ogy transfer. Other legal, country-specific matters
include validity of termination conditions and
validity/enforcement of milestone conditions.

2.4 Science, medicine, and requlations

The negotiating team should have scientists and
medical experts who are knowledgeable about the
products under discussion. In this age of highly
sophisticated science, a lead negotiator would be
ill-advised to proceed without obtaining good
scientific advice about a new health product tech-
nology. Not only is it important to assess the fea-
sibility of the new product from a scientific point
of view, but it is also important to know what

is going on in the field broadly. One must ask,
for example, if there were several methods for
production of a health product: Which is best?
Which is easiest to control? What are the safety
considerations of each? It is also important to un-
derstand the regulatory framework, or lack there-
of, for the potential new product. What kinds of
clinical trials, in how many settings, and for what
length of time will be needed? In the absence of a
regulatory framework for a truly innovative prod-
uct, how can such a framework be created and
how long will it take?

2.5 Production

The production staff also should be involved in
the licensing negotiation. They need to contrib-
ute their knowledge about required production
equipment, the needs for additional training, and
facility requirements. Production experts can also
provide cost estimates for establishing produc-
tion and for approximating variable costs at given
production volumes. (Variable cost studies help
determine the extent to which cost is sensitive to
production volumes.) Production staff will also
be able to advise on requirements for adequate
quality control. For codevelopment agreements,
production experts can be indispensable for ad-
vising on production feasibility. Product devel-
opers working in the lab often are unrealistically
optimistic about how easy it will be to produce
a product in commercial quantities. Production
staff can bring reality to the discussions. A final
topic for production experts is to understand the
potential costs that might be incurred in differ-
ent settings (for example, developed versus de-
veloping countries). It may be desirable to seek
production in a developing country to ensure the
lowest costs.

2.6 Finance

Before negotiating, carrying out a careful finan-
cial assessment of the project is essential. The as-
sessment will help the manager determine what
new funds will be required to launch and sustain
the project, which will require factoring in such
variables as the cost of funds (interest payments),
hard currency requirements, break-even points
(the length of time it takes to recover the initial

CHAPTER 12.1
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investment given certain assumptions about sales
and costs), return on investment, impact of roy-
alties and other technology acquisition fees, and
opportunity costs (involving the question, could
the money be used more profitably in some other
way?). The financial analyst will take inputs from
all the other experts and combine them to pre-
pare a report.

It should be clear that each of the skill areas
complements the others. For example, in a tech-
nology licensing agreement, it will be necessary
to assess the relative capabilities of the potential
licensee’s production and marketing depart-
ments. A licensee might be strong in production
but weak in marketing, or strong in marketing
but weak in production. If the differences are too
great, implementing the agreement may be dif-
ficult. In these cases, the agreement should have
tangible performance obligations for activities in
which the firm is weak and flexibility where the
firm is strong. The marketing, finance, and pro-
duction staffs will need to work together to com-
plete these assessments.

Not all groups have direct access to a com-
plete complement of staff resources. In those
cases, expertise could be obtained through con-
sultants or related institutions that do have the
capabilities.

3. TACTICS FOR NEGOTIATING
A LICENSE AGREEMENT

Once two organizations have decided to seek to
conclude a licensing agreement between them,
the first step is to designate the negotiating teams.
Each organization should clearly indicate who the
members of the negotiating team are and what
their respective responsibilities are. The principle
line of communication should be between the
two lead negotiators. However, the two groups
may need to exchange technical information. For
example, it may be necessary for one organization
to share scientific information with the other. In
that case, the scientific staff of each organization
should carry out the exchange. Or it may be nec-
essary to go into technical detail about produc-
tion issues, in which case the production staff
of each organization should be involved. When
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there is an exchange of technical information, the
discussion should be limited to the information
itself, and the technical individuals should not
enter into any negotiations with respect to the
licensing agreement unless such involvement is
requested by the lead negotiator.

In general, the public sector organization
should offer the first draft of a licensing agree-
ment. This approach is much easier than trying to
work from a draft prepared by the private sector
organization because the draft needs to cover a
number of topics of particular concern to public
sector organizations, and these topics probably
would not be addressed in a private sector organi-
zation’s draft. The topics of concern are jurisdic-
tion, liability issues, ownership of I, protection
of the public sector, and others. It is much easier
to start with a draft that has all of these issues
clearly laid out—and is based on previous expe-
rience—than to try to insert those issues into a
draft that does not include them.

The public sector organization’s lead nego-
tiator may ask for examples of the kind of agree-
ment that the other organization feels comfort-
able with. The lead negotiator may extract some
of the key wording in clauses from the example
agreements and insert them in the prototype of
the public sector organization agreement. In cer-
tain cases, primarily for in-licensing, it may be
necessary to use the private sector organization’s
standard agreement, either because the organiza-
tion requires that its agreement be used or be-
cause it has extensive experience in the kind of
licensing agreement at issue, and time and energy
would be saved.

One variation in developing a first draft of
a license agreement is to prepare a term sheet. A
term sheet lists the major issues that are expected
to arise in the negotiations and indicates the out-
come that the proposing party hopes to achieve.
For example, if the agreement includes the devel-
opment of a commercially viable production pro-
cess, the term sheet would indicate a schedule for
achieving various stages of production capability,
the number of units to be produced, and the qual-
ity standards that the units would have to meet.
A term sheet is a straightforward way for the par-
ties to discuss key issues without having to wade



through a long document that contains a lot of
routine boilerplate. Table 1 provides an example
of a term sheet for a clinical testing agreement.
The best approach for a public sector orga-
nization negotiating an agreement with a private  success.
sector entity is usually to offer initial terms that
the organization would be willing to agree to if it
were on the other side of the table. Negotiating a

fair licensing agreement should not be seen as a

CHAPTER 12.1

process of “bargaining.” This is because a licensing
agreement establishes, in written form, the rules
of operation for an ongoing relationship where
mutual trust and confidence will be necessary for

At the beginning of the negotiations, it is
important for each group to clearly state what it
hopes to achieve from the negotiations, although,
of course, there will always be confidential

-

TERM SHEET

Clinical Research Agreement

Diligence

Phase I/ll initiation by [DATE]
Phase lll initiation by [DATE]
Regulatory submission by [DATE]
Clinical trial design by [DATE]
Manufacturing

Transfer prices to [DATE]

ncGMP (noncurrent good manufacturing practice) material for
phase I/Il trial

cGMP (current good manufacturing practice) material, per
unit

Cost sharing for manufacturing scale-up
Investigational New Drug (IND) preparation by licensor
Quality control monitor for clinical trial

Regulatory license holder

Indemnification

TABLE 1: PROTOTYPE TERM SHEET TO FACILITATE NEGOTIATIONS

Territory Kenya

Initiation 2007

Completion 2008

Subjects 250

Funding 100% paid by [DATE]
Initiation 2009 or 2010
Completion 2012

Subjects 10,000

Funding 100% paid by [DATE]

~

1/1/07
1/1/10
1/1/12
Licensor consent

Licensor or its agent

Paid by licensor

uss$io

To be determined
$0

100% paid by [DATE]
[DATE]

[DATE] indemnifies licensor

/
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information that cannot be revealed. The public
sector organization may be interested in work-
ing with a group that can develop a superb and
economical production methodology for a new
product that the public sector organization has
developed. The counterpart organization may be
interested in participating in the development
of regulatory guidelines for a particular kind
of product. By stating their primary objectives
clearly at the beginning of the negotiations, it
will be easier for both parties to take into ac-
count the needs of the other.

Negotiating a license agreement often takes
much longer than either party would like. This
can be frustrating for the technical staff of the
public sector organization, who would like to re-
sume research and development activities as rap-
idly as possible but have to put on hold many
such activities until the license agreement is
signed. There are a number of reasons why license
negotiations often take longer than anticipated.
The license must be approved at multiple levels in
each organization and will undergo review from
technical, financial, legal, and other experts with
varying points of view. Often the views may differ
internally, which requires internal negotiations
that take some time to resolve.

4. PRACTICES TO PROTECT THE INTERESTS
OF THE PUBLIC SECTOR

Table 2 illustrates how licensors can seek to im-

prove the availability of health products in devel-

oping countries. It summarizes the “traditional”

approach to licensing and then indicates a more

public sector option.

Two examples of a clause pertaining to ter-
ritory are provided below. The clause is for use
in agricultural research and development but can
be adapted to health research and development.
The clause would be used in a license issued by a
university to a private company.

Example 1: Public Intellectual Property

Resource for Agriculture (PIPRA)?

Definition of Humanitarian Use:

Definitions:

“‘Humanitarian Purposes” means (a) the use
of Invention/Germplasm for research and

1160 | HANDBOOK OF BEST PRACTICES

development purposes by any not-for-profit
organization anywhere in the World that has
the express purpose of developing plant ma-
terials and varieties for use in a Developing
Country, and (b) the use of Invention/
Germplasm for Commercial Purposes, includ-
ing the use and production of Germplasm,
seed, propagation materials and crops for hu-
man or animal consumption, in a Developing
Country.

“Commercial Purposes” means to make,
have made, propagate, have propagated, use,
have used, import, or export a product, good
or service for the purpose of selling or offer-
ing to sell such product, good or service.”
“Developing Country” means any one of
those countries identified as low-income
or lower-middle-income economies by the
World Bank Group at the time of the ef-
fective date of this agreement and all other
countries mutually agreed to by Licensor
and Licensee.

Reservation of rights
Notwithstanding other provision of rights

granted under this agreement, University
hereby reserves an irrevocable, nonexclu-
sive right in the Invention/Germplasm
for ~Humanitarian  Purposes.  Such
Humanitarian Purposes shall expressly ex-
clude the right for the not-for-profit orga-
nization and/or the Developing Country,
or any individual or organization therein,
to export or sell the Germplasm, seed,
propagation materials or crops from the
Developing Country into a market out-
side of the Developing Country where
a commercial licensee has introduced or
will introduce a product embodying the
Invention/Germplasm. For avoidance of
doubt, not-for-profit organization and/or
the Developing Country, or any individual
or organization therein, may export the
Germplasm, seed, propagation materials
or crops from the Developing Country of
origin to other Developing Countries and
all other countries mutually agreed to by
Licensor and Licensee.
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Toric

Areas
of use

Territory

Price

TABLE 2: ILLUSTRATIONS OF BEST PRACTICES FOR
LICENSING TO MEET PUBLIC SECTOR GOALS

BASIC CONCEPT

This clause specifies the limitations
on the application of the patent in
developing products. The simplest
approach is to grant the licensee
an exclusive right to all possible
applications of the patent, including
not only those specified in the patent,
but others that may emerge as further
research and development proceeds.

This clause specifies the geographic
areas in which the licensee has the
right to exercise the patent. The
simplest approach is to grant the
licensee an exclusive right to all
possible territories. Usually a license
is valid only in the countries where a
patent has been filed, but the license
can give the licensee the right, at the
licensee’s expense, to file for patent
protection in additional countries.

In most licensing agreements, there
will be no conditions with respect
to price. The licensor assumes the
licensee will determine the best price
to ensure the greatest return on
investment.

PUBLIC SECTOR CONSIDERATION

The clause could grant an exclusive
license only for those products
that the licensor actually wishes to
pursue. Also, the clause could grant
an exclusive license only for those
products that were unlikely to have a
significant market among the poor in
developing countries.

The clause could grant an exclusive
right to a major portion of developed
countries, for example, North America.
The licensor could grant another
exclusive limited license to countries
in Europe. Finally, the licensor could
grant  nonexclusive licenses to
both licensees for an agreed list
of developing countries. Then the
two primary licensees would have
to compete for sales to developing
countries.

The licensor can consider several
options of setting a condition of the
price tothe publicsectorin developing
countries.

« The price could be specified, for
example, US$0.30 per tablet. This
is feasible only when the licensor
has detailed technical knowledge
of the production, marketing, and
distribution costs.

« The price could be set at cost of
production plus a reasonable
markup, for example, 15% of cost of
production. This is feasible when
the licensor has a reasonable
expectation of being able to
monitor the cost of production.

+ The price could be set at “no higher
than the lowest price offered to
any private sector buyer.” This may
be preferred in cases where it is
expected there will be large bulk
purchases by private sector buyers
who are good at negotiating the
very best price.

CONTINUED ON NEXT PAGE j
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TABLE 2 (CONTINUED)

Topic BAsIC CONCEPT

Labeling In most licensing agreements, there
will be no conditions about labeling.
The licensor assumes the licensee
will prepare labeling in conformity
with national drug regulatory agency
requirements.

White This concept has been developed by

knight the U.S. National Institutes of Health.

condition It calls for the licensee to undertake

PUBLIC SECTOR CONSIDERATION

The licensor can help ensure that
the product is licensed properly,
especially in developing countries
where national regulatory agency
requirements for labeling may not be
rigorous or enforced. For example, if
some of the research that led to the
patent was supported by the World
Health Organization (WHO), the
license can specify that the name of
WHO cannot be used without prior
written approval of WHO. Additionally,
the license could state that any claims
for the use, safety, and effectiveness
of the product should receive prior
written approval.

The licensor can ask for a number of
actions including donation of product

some specific actions that will benefit

the public sector.

N

for clinical evaluation in public sector
research programs, joint efforts
to develop markets in developing
countries, free supply under specified
condition to developing countries,
and soon.

/

Example 2: Donald Danforth Plant

Science Center

Reservation of IP Rights

for Humanitarian Purposes
COMPANY and Danforth shall diligently
and in good faith negotiate the terms of the

license, making provision for preserving the
availability of the Intellectual Property for
meeting the needs of developing countries.
or

Danforth shall retain the right to use Phase
I Materials and Phase II Materials for both
academic and commercial research pur-
poses, which shall include the right to use
such technology for the benefit of countries
eligible for International Development
Association funds as reported in the most
recent World Bank Annual Report.
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This clause has been part of the Donald
Danforth Plant Science Center’s IP policy since
2002.*

5. CONCLUSION

The negotiation of licenses is a complex undertak-
ing that involves various tactics and a variety of
skills. To meet the needs of the public sector, the
negotiations should include special considerations
in many clauses of the agreement. Moreover, be-
cause IP management involves matters of real or
potential considerable value, it should be given
the resources and personnel it needs to do the job
well. No serious private sector company would
enter into IP negotiations without allocating
an appropriate level of resources and personnel.
Because public sector research organizations are



concerned with saving human life, their impera-
tive to do the same should be no less. m

RICHARD T. MAHONEY, Director, Vaccine Access, Pediatric
Dengue Vaccine Initiative, International Vaccine Institute,

San  Bongcheon-7dong, Kwanak-ku, Seoul 151-818,
Republic of Korea. ymahoney@pdvi.org

1 Mahoney RT, A Krattiger, JD Clemens and R Curtiss.
2007. The Introduction of New Vaccines into Devel-
oping Countries IV: Global Access Strategies. Vaccine
(in press). See also Krattiger A, et al. 2006. Global Ac-
cess Strategy for the live recombinant attenuated

Salmonella anti-pneumococcal vaccine for newborns.
Arizona State University: Tempe. www.biodesign.asu.
edu/centers/idv/projects/, and Anonymous. 2006.
Strategic Plan. Dengue Vaccines: The Role of the Pedi-
atric Dengue Vaccine Initiative. Strategic Partnerships,
Supportive Research & Development, Evaluation, and
Access. International Vaccine Institute: Seoul. http://
www.pdvi.org/PDFs/PDVI%205Strategic%20Plan.pdf.

See, also in this Handbook, chapter 6.10 by J Dodds and
chapter 6.9 by M Goldman.

www.pipra.org/docs/HumResLanguagePIPRA.doc. See,
also in this Handbook, chapter 2.1 by AB Bennett.

Beachy R.2006. Donald Danforth Plant Science Center.
St. Louis, U.S.A. Personal communications. See, also in
this Handbook, chapter 17.9 by K Schubert.
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CHAPTER 12.2

An Introduction to Marketing
Early-Stage Technologies

MARCEL D. MONGEON, Intellectual Property Coach, Mongeon Consulting Inc., Canada

ABSTRACT

This chapter describes marketing concepts and how to
use them to create marketing plans for newly developed
technologies in the health and agricultural sectors. The
traditional marketing model invokes the “four Ps” of mar-
keting: product, price, place, and promotion. This chap-
ter, however, concentrates on the “five Ws” of marketing,
which are more relevant to early-stage technologies: who?
what? where? when? and why? The author then discusses
the concept of the unique selling proposition (USP) and,
finally, considers the marketing of technology transfer ac-
tivities, or internal marketing.

1.INTRODUCTION
Because marketing is usually taught only in for-
mal business programs, it is often not understood
by scientists, technologists, and engineers. This
lack of understanding can impede the transfer of
technology from the laboratory to the commer-
cial sphere.
Common misconceptions about marketing
include that it is:
* only relevant to for-profit companies
* just a fancy name for advertising
* making buyers buy things they do not
need
* just about one’s skill in selling something to
others

Let us begin with the first misconception:
Marketing is only relevant to for-profit companies.

Of course, a for-profit company will not be suc-
cessful unless it sells products; this means that the
company must understand its markets. However,
the same is true for a not-for-profit or a govern-
ment agency: neither can be successful without
understanding the markets for its technologies.
The reason for this is that the need of these types
of persons to have users who will be interested in
the technologies. If there are no users, the tech-
nology will not be adopted.

Next, marketing early-stage technologies has
litcle to do with advertising. While understanding
how markets become aware of technology is im-
portant (a key concern of advertisers), this is only
one of many pieces of information required to
understand how a market will respond to a spe-
cific early-stage technology. Advertising is only
one small part of an overall marketing strategy for
any product; advertising promotes awareness of a
product inside potential markets. However, in the
case of early-stage technologies, other aspects of
marketing are more important: after all, if some-
one does not know where their potential markets
are, advertising will likely be ill-conceived or pre-
pared. Marketing includes identifying markets as
well as the features of the technology that will be
of interest to those markets.

Third, marketing is frequently characterized
as a type of behavior-modification technique that
alters buyers’ intentions and makes them buy

Mongeon MD.2007.An Introduction to Marketing Early-Stage Technologies. In Intellectual Property Management in Health
and Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR: Oxford, UK.,
and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.

© 2007. MD Mongeon. Sharing the Art of IP Management: Photocopying and distribution through the Internet for non-

commercial purposes is permitted and encouraged.
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products they do not need based on deceptive ad-
vertising. It is true that if a product is advertised
as having features or benefits it does not have,
buyers will be dissatisfied. Children discover this
common sense, for example, when a doll they
have seen advertised on television proves not to
be able to dance!

Finally, although “selling skills”—such as
“cold-calling” a prospect, introducing a poten-
tial investor/licensee to the idea of an early-stage
technology, and conducting a licensing negotia-
tion—are certainly important, such skills are only
one aspect of marketing.

Put simply, marketing is:

Understanding the buyer’s needs and how to
satisfy those needs.

Accomplishing these simple objectives, how-
ever, often requires a complex strategy.

2. “PUSH” AND “PULL’

A frequent criticism of technology transfer is
that people are too concerned with “pushing”
technologies into the market rather than allow-
ing buyers’ needs to “pull” those technologies
in naturally. But the real problem is that, very
often, buyers don’t even know what their needs
are!

the
Although today, most people who use it would

For example, consider Internet.
say they can’t live without it (or they need it),
20 years ago, the idea that all computers might
be connected by some overarching network
was the stuff of science fiction. However, few
science-fiction writers envisioned that such a
“web” might allow us to place orders for goods
and services or to receive communication and
information. However, once Internet technol-
ogy was pushed on to consumers, a market was
created. Consumer demand has pulled more
and more technologies into the market ever
since. The original Internet technology was
created despite any study of consumers’ need
for it; The success of the Internet technology
was not anticipated until the early-1990s other
than by a few visionaries. Rather, consumers
adopted it when they discovered that it satis-
fied their needs.
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3. TECHNOLOGY TRANSFER AND
EARLY-STAGE TECHNOLOGY

In this chapter, it will be important to understand

two key concepts: technology transfer and early-

stage technology.

Technology transfer refers broadly to any
means of moving a scientific idea from a labora-
tory to practical use application in a production
environment. Technology transfer can be formal
and well-regulated: for example, assigning intel-
lectual property ownership for a new technology,
licensing the technology, and starting up a new
company based on the new technology.

Some technology transfer is informal and less
regulated. For example, many of the technolo-
gies that contributed to the personal computer
revolution (such as the laser printer, Ethernet,
WYSIWYG, and the mouse) were developed at
Xerox’s Palo Alto Research Center in the 1970s.
Xerox did not capitalize on these technologies by
actually bringing any of them to the market as
products, and they were eventually transferred to
other companies when the employees who had
originally worked on those projects left Xerox.

Technology transfer is also generally used to
refer to the process used to ensure that research
findings are translated into actual use. Rather
than relying on inventors to determine the practi-
cal uses of their inventions and put the appropri-
ate structures in place to bring that use to market,
an intermediate person or department (referred
to as the technology transfer office [TTO]) takes
responsibility for that work.

Early-stage technology refers to a scientific,
technical, or engineering finding that is not em-
bodied in an existing product and that does not
obviously lend itself to a commercial enterprise.

Early-stage technology, for example, led to
the creation of the Roundup Ready” line of genet-
ically modified seeds sold by Monsanto. A gene
that makes a plant tolerant to glyphosate had
been discovered. In itself, the finding had little
practical value. However, the already existing her-
bicide Roundup® was based on glyphosate, and
researchers discovered that plants containing the
new gene could be safely used with the herbicide.
The herbicide kills weeds, but does not harm the
Roundup Ready® crops.



Careful marketing work (usually done by the
TTO) can help an organization turn an early-
stage finding into a commercial product. The
TTO accomplishes this by determining possible
uses for the finding, identifying potential users,
recognizing the features of the end product that
will attract users, and then getting the resulting
product to those users.

Utility is what a product allows the customer
to do. Using a bicycle, for example, allows some-
one to get from point A to point B faster than on
foot. Marginal utility is what a particular product
does better than any other. A bicycle may have
limited marginal utility since it may not be the
only way that someone can travel a short distance,
and it may not be the best way, either. A bicycle
with square wheels, designed to roll over a roadbed
comprised of inverted catenary structures (also
known as a “washboard” surface)' would likely
have a limited marginal utility for almost every-
one. Such a bicycle would only appeal to people
who not only want or need a bicycle but who also
live near a lot of roads with surfaces that follow
a very specific, very unusual structure. However,
for a few people, a square-wheeled bicycle would
have a very high marginal utility, since no other
vehicle could travel over such roads.

Let us consider an example of an early-stage
technology. A new membrane designed for the
separation of proteins has a utility that is similar
to many existing technologies such as filter paper
or gel electrophoresis. However, if our new mem-
brane has the additional benefit of being able to
separate proteins based on their ionic charge,
then the marginal utility becomes the ability to
separate proteins on this basis. Those users who
are interested in this feature (which is likely to
be a large number) will be interested in the new
product’s marginal utility over the general utility
of all types of filtering and separation methods.

4. THE “FIVE WS” OF MARKETING,
PLUS ONE “H”

4.1 The who of marketing
When marketing a product, its first important
to know who will be buying it: What if we were

dealing with a new drug that has been identified
for hypertension (high blood pressure)? Who is
the “buyer” of this drug?

We might begin by assuming that the buyer
is the patient because he or she actually pays the
pharmacist for the drug. Upon further reflec-
tion, however, we realize that it is the prescribing
physician who makes the decision about which
drug to prescribe. In fact, the patient has little
input into that decision; so, in effect, the buyer
may be the prescribing physician. Then again, in
many jurisdictions, larger organizations—HMOs
(health management organizations) or govern-
ments—decide for which drugs, and under what
conditions, patients will be reimbursed. Thus, the
buyer of our new drug may not be the same from
jurisdiction to jurisdiction.

Now, let us turn to a different sort of product,
an early-stage technology. A researcher has identi-
fied a specific genotype that makes pigs much more
susceptible to porcine stress syndrome (PSS). Pigs
that have PSS are significantly smaller than those
without it (do not have the genotype). Farmers
who raise the pigs (producers) sell the pigs to
slaughterhouses, which in turn sell the carcasses to
processors. Processors will pay less money to the
slaughterhouses for PSS carcasses, and the slaugh-
terhouses, in turn, pay less to the producers.

Who is likely to buy PSS-identification
technology: the producers, the processors, or
the slaughterhouses? Most likely, the producers:
by using the technology, they can cull PSS-posi-
tive swine from their stock and save themselves
the cost of raising inferior animals. In turn, the
producers can sell to the slaughterhouses with the
promise that their herds are PSS free.

4.2 The what of marketing
What do buyers want? In order to understand the
market, TTO professionals must understand:
* how buyers will use the product
* what factors buyers will consider when
making decisions to buy
* what product characteristics buyers find
attractive

It is dangerous not to understand exactly
what buyers want and what they are willing to pay
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for what they want. For example, the Concorde
airplane was able to cut the usual trans-Atlantic
flight time (approximately seven hours) by a little
more than half. However, in order for the com-
pany to turn any profit at all, a Concorde flight
cost more than three times the price of the aver-
age nonsupersonic flight. As you probably already
know, the Concorde went out of business.

What went wrong with the Concorde’s mar-
keting concept? In all likelihood, the marketers
overestimated the amount that buyers of long-dis-
tance travel were willing to pay for reduced flight
times. In the 1950s, buyers of long-distance travel
had certainly been willing to pay more for faster
travel: they opted to pay substantially higher pric-
es in order to travel by air rather than rail or ship.
Because buyers were happy to make the trade-off,
the size of the air-travel market expanded rapidly,
which allowed airlines to reduce costs, leading to
further market expansions (a so-called virtuous
circle). Ultimately, this led to the almost complete
replacement of rail and sea travel by air travel. But
while travelers in the 1950s were happy to pay
for improved travel technology that saved them
days worth of travel, Concorde customers did not
feel that the prices they were being charged were
worth a mere four-hour time savings (a three-hour
flight rather than a seven-hour one).

Consider another example. A new set of ob-
stetrical forceps® has been devised made from a
molded plastic rather than the existing standard
of metal. The plastic allows a limited amount of
play at the fulcrum point of the forceps. This play
ensures that no more than a set amount of force
will be put on the head of the baby being deliv-
ered. The new technology meets with a great deal
of resistance in the marketplace. Why?

In part the answer comes from misunder-
standing the what of marketing. Buyers (which
include obstetricians) obviously consider many
factors in purchasing such a device. The use of
plastic rather than steel was likely perceived as a
deficiency due to the perception that somehow
that material is less sterile than metal, which is
well known in delivery rooms. In addition, the
change in material results in a significant change
of weight and the perception that the plastic
device is less robust than its metal counterpart. If
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these perceptions of buyers had been considered,
alterations to the product may have resulted in an
easier adoption of the technology.

4.3 The why of marketing
Once we have established who will buy our prod-
uct and what they want to buy, we need to ask
why someone should buy our product as opposed
to someone else’s. In order to answer this ques-
tion, we must ask a broader one: why does a com-
pany (after all, most early-stage technologies are
not sold to consumers) buy anything? To put it
another way what are the drivers or forces acting
on a company?
Michael Porter suggests that there are five

such forces:?

1. Competition among businesses in the

industry

2. The threat of new businesses in the

industry

(SN

. 'The threat of new, competing products

4. The bargaining power a company has with
its suppliers

5. The bargaining power a company has with

its buyers

By understanding these forces, marketers can
determine what is of interest to potential users for
any early-stage technology. If the technology can
help the user address a company’s concerns in any
of these forces, it is more likely that the technol-
ogy will be adopted; if there is no effect in any of
these forces, there is little likelihood that the user
will be interested.

If we analyze these forces for a user decid-
ing whether or not to adopt a product derived
from an early-stage technology, we find that the
new product must give the user an advantage in
one of the five areas. For example: does the new
product:

1. Lessen the potential competition among
those already in the industry. This could
be accomplished by creating a new class of
products that competitors will not be able
to create for a number of years.

2. Lessen the threat of new companies coming
into an industry. For example, increasing



the barriers to entry for new companies
would make this happen.

3. Lessen the threat to companies within the
industry of new, competing products. By
ensuring that there is good IP protection
around the new product, the possibility of
new, competitive products is lessened.

4. Affect reliance on existing suppliers. By
either reducing the amount required from
existing suppliers or by bringing new sup-
pliers into the picture, the new product
would provide added bargaining power
over suppliers.

5. Affect the relationship between buyers. A
new product can significantly alter the rela-
tionship with buyers by, for example, provid-
ing buyers with product features that they
are not able to obtain from anyone else.

It is important to articulate which of these
forces a technology will help the business cus-
tomer address—something we might call the “So
what?” test. In order to answer this question, you
need to consider what your product offers cus-
tomers in the way of:

* features (the obvious attributes of your
product)

* advantages over other, similar products

* benefits to the user

Remember that it is a f-a-b idea to make sure
that your product is competitive!

Furthermore, any product or early-stage
technology needs a unique selling proposition
(USP): that is, something that distinguishes your
product from any other (discussed in section 5).

4.4 The where of marketing

We have figured out who will buy our products.
Next we must ask: where are products or early-
stage technologies sold? After all, there is no eBay
for technologies yet (although a number of tech-
nology exchanges are in the works).

Products typically move through “channels
of distribution.” Let us take the example of a hy-
pothetical new technology that allows us to am-
plify DNA. How can we get that technology into
use? What channels of distribution would exist?

First, there could be use in research laboratories.
Laboratory use could be subdivided into aca-
demic and for-profit (such as in a pharmaceutical
company) research labs. There is also use of the
amplification technology with various practical
tests for patients: paternity testing and predictive
genetic testing, as well as forensic crime-scene
testing. Finally, the amplification technology
could also be used in certain drug-production
processes. Without much work we can see how
one relatively simple early-stage technology may
have a large number of uses.

These different uses have an intellectual prop-
erty implication. Although that aspect is beyond
the scope of this chapter, it is important to realize
that certain types of uses for a technology may be
prohibited by IP protection making it important
to derive as many different uses as possible: some
of these may be hindered from use by IP consid-
erations; others may be free for use.

Consider another example: software that
helps hospitals use their imaging equipment.
What channels of distribution do marketers
need to consider? Depending on the jurisdiction,
hospitals may be free-standing private institu-
tions, part of a health-management organization
(HMO), or part of a government or quasi-gov-
ernment organization. In addition, a hospital may
not be entirely independent: it may be associated
with other hospitals or healthcare providers in a
buying group.? In other words, the person who
makes the buying decision (or even lists a soft-
ware product in a catalog) may be some distance
from the users of the software.

Furthermore, should the software company
be separate from, or in alliance with, the com-
panies that sell the imaging equipment? This
is not a trivial decision, because it is likely to
determine who the buyer is. For example, an
equipment vendor is more likely to sell directly
to medical staff, whereas a software vendor is
more likely to sell to the computing and infor-
mation services department. Not only are there
a number of potential buyers within the hospital
in at least two different departments, but also
the hospitals or departments may buy software
through a number of different channels (directly
from equipment manufacturers, or through one
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or more buying groups). There are at least eight
channels® of distribution!

4.5 The when of marketing
The last question to ask is when can you sell some-
thing to buyers?

451 The long-term when

Many technologies exist long before people be-
come interested in them as products. For ex-
ample, after the discovery of the double-helix
nature of DNA in the 1950s, it took approxi-
mately 40 years (until the 1990s) before actual
products depending on DNA were generally
available. This long-term aspect becomes impor-
tant when one considers that the term of patent
protection is usually limited to twenty years. In
other words, even if the original discovery of the
structure of DNA had been patented, any ac-
tual revenues resulting from the discovery would
only have been seen after the expiry of the rel-
evant patents.

Another technology that took more than a
century to be adopted by the public was the fax
machine. It was invented in the early 1800s, but
it was inidally too slow: transmission took six
minutes or more per page. Public interest in the
fax machine only arose in the late 1980s, when
digital compression technology allowed a page of
data to be sent in less than one minute.

4.5.2 The short-term, seasonal,
or cyclical when

Governments and institutions have differing
equipment needs, depending on where they are
in their annual budget cycles, how old or up-to-
date their equipment is, and whether or not regu-
lations have recently changed. For example, the
software that allows accountants to create non-
tamperable digital images of documents moves off
the shelves most slowly in February, March, and
April. Why? The answer is simple: at that time of
year, accountants are too busy dealing with their
clients’ taxes to consider purchasing new tools for
their own administrative needs.

4.6 The how of marketing
Thus far, we have considered the five Ws:
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* Who is going to buy our product

* What should  be
emphasized

* Why buyers should want to buy the

product  features

product
*  Where we should sell the product and where
along the distribution channel buyers are
*  When buyers will be most interested in the
product
So  how this

information?

should marketers use

Usually, the how is answered with a market-
ing plan, a written document that answers each
of the previous questions in detail. If the product
is an early-stage technology, there are probably
not going to be any concrete answers. In fact, it
may be sufficient to identify possible answers and
their ramifications. The early marketing plan can
also be considered a provisional document that
will be regularly revised as research and develop-
ment continue.

It is essential to point out that this marketing
plan is likely an important function of the technol-
ogy transfer office. The creation of such a plan will
be done once the office answered the questions that
we have posed in this chapter and add considerable
value to the early-stage technology. Value is added
by identifying potential markets, products that can
be sold into those markets and the features, advan-
tages, and benefits those products will have.

Although there may be no hard answers at
this point, market research will never go to waste.
It may come in handy when the company consid-
ers licensing or spinouts. Also, potential buyers
can be contacted early, and their responses can
be useful for later market research. Moreover,
people who work in early-stage technology are
usually happy to cooperate with someone who is
researching the market for a new technology.

5. THE UNIQUE SELLING PROPOSITION

The unique selling proposition is the advantage or
benefit that the product offers to the buyer, 7ot a
description of the technology that creates that ad-
vantage or benefit. To see the difference, consider
the following examples.



During the California Gold Rush in the
1870s, miners complained that their pants wore
out very quickly. In response, a tailor named Levi
Strauss put copper rivets at the corners of the
pockets of his denim pants. Miners quickly rec-
ognized the superiority of these pants, and to this
day the USP of Levi’s jeans is their durability. The
copper rivets are the source of that durability, but
they are not the advertised feature.

USPs are also used in the automobile industry.
Volvo represents the ultimate in safety, Ferrari rep-
resents the ultimate in speed, Rolls-Royce repre-
sents the ultimate in luxury, and Toyota’s Prius the
most environmentally friendly hybrid car. These
companies advertise the concepts of safety, speed,
luxury, or environmental friendliness—not the
technologies that make their cars safe, fast, luxuri-
ous, or environmentally friendly. Brands such as
GM and Ford, which no longer have any USP as-
sociated with their mark, are doing rather badly
compared to those with clearly defined USPs.

Likewise, the computer industry uses USPs.
Apple, for example, emphasizes how easy its
computers are to use rather than advertising the
specific technologies that make its computers
user-friendly.

In order to develop an attractive USP for an
early-stage technology, marketers must emphasize
what buyers need over what the technology can
offer. The tendency of many marketers to over-
empbhasize the technology may explain why they
are often accused of “pushing” their products into
the market rather than letting them be “pulled” in
by virtue of consumer demand.

Let us take, for example, a technology that
allows certain vaccines to be administered using
an aerosol rather than an injection. There is no
question that the science may be exciting and of
interest to potential users. However, the USP has
nothing to do with this exciting science. Rather,
the real potential which will increase user de-
mand is to point out that aerosol vaccine delivery
will allow significantly easier (and painless) de-
livery to the end users as well as potentially an
easier storage and delivery of the vaccine prior to
administration.

Sometimes a USP is bound up with the busi-
ness model of the company. FedEx guarantees

overnight package delivery; Domino’s Pizza spe-
cializes in extremely rapid, hot, home-delivered
pizza. Both of these companies have business
models that allow for unusually fast delivery of
products or services. With this kind of USP, of
course, it is vital that delivery be as timely as
promised: even small delays may send customers
elsewhere.

6. CONCLUSION

Marketing is the technique of identifying mar-
kets. For early-stage technologies, it can be a dif-
ficult process given the uncertainty of what uses
the technology can be put to. Nonetheless, for
some early-stage technologies, the work done in
the marketing phase can actually add significant
value, since it identifies potential uses and buyers
that may not have been considered by the original
scientists. m

MARCEL D. MONGEON, Mongeon Consulting Inc., 301
Sunnymeade Drive, Ancaster, ON, LIG 4L2, Canada.

marce/@mongeonmnsulting.com

1 Peterson I. 2004. Riding on Square Wheels. Science
News Online, 165 (14). www.sciencenews.org/arti-
cles/20040403/mathtrek.asp.

2 See U.S.Patent No.5,849,017.

3 Porter ME. 1979. How Competitive Forces Shape
Strategy. Harvard Business Review 57(2): 137-145. An
explanation can also be found at en.wikipedia.org/
wiki/Porter_s_forces_analysis.

4 MEDBUY® isan example of a purchasing group. www.
medbuy.com.

5 The actual distribution channels for such a product,
defined by those who might make the decision to
buy this product, include: (1) the radiologists who are
ultimatelyresponsiblefortheequipment;(2)themedical
administrators of the hospitals; (3) the information
technology department in charge of software at the
hospital; (4) the purchasing department in charge of
purchasing imaging equipment; (5) a buying group
that acts on behalf of an aggregate of hospitals such
as an HMO; (6) a paying authority thatauthorizes any
new acquisitions such as a government department
or an HMO; (7) the manufacturer of the equipment
looking to integrate the software; and (8) individual
physicians and departments who find out about the
software and are looking to acquire the tool outside of
the normal channels.

CHAPTER 12.2

HANDBOOK OF BEST PRACTICES | 1171






CHAPTER 12.3

Technology Marketing

ROBERT S. MACWRIGHT, Executive Director, University of Virginia Patent Foundation, U.S.A.
JOHN F.RITTER, Director, Office of Technology Licensing, Princeton University, U.S.A.

ABSTRACT

Finding out how to market your technology to potential
licensees can be a perplexing process. There is no common
consensus about how to approach technology licensing,
and workshops on the topic tend to offer a haphazard mix
of tools and strategies that cannot be applied generally.
This chapter emphasizes the importance of actively mar-
keting your technology. It offers a systematic marketing
approach supported by numerous models for contacting
and prioritizing your contacts. The chapter also includes
numerous helpful worksheets to guide and focus your ap-
proach. By following the steps laid out in this chapter,
you will have learned a great deal about the market for
your “merchandise,” its potential licensees, and its value.
You may have even found a licensee!

1. INTRODUCTION

If you ask ten seasoned licensing professionals
about how they locate potential licensees, you
are almost guaranteed to receive ten different
answers. The truth is that technology marketing,
although one of the most important and difficult
aspects of technology licensing, is rarely carried
out in a systematic way.

There is no consensus about the best way to
approach technology licensing, and many people
are not willing to share their expertise. Marketing
experts in technology transfer learned the ropes

just like about everyone else learns the tricks of
their trade: by experimenting with hit-or-miss
techniques. This haphazard approach probably
explains why most training workshops on the
topic offer smorgasbords of tools and strategies
that one person or a few people found useful
and that may or may not be useful to someone
else; the workshops never offer much guidance
about which tools to use, when to use them, or
in what order.

The following materials suggest that it is
possible to construct a marketing plan that
will (1) work for both the novice and the ex-
pert in most, if not all, situations and (2) allow
the licensing professional to continually refine
his or her marketing strategy by systematically
examining the feedback received from various
sources.

2. MOVING MERCHANDISE
To fully appreciate how important technology
marketing is to your licensing program, consider
this simplified step-by-step plan of how technol-
ogy marketing works:
1. You begin by having to market technolo-
gies that are “raw materials.”

MacWright RS and JF Ritter. 2007. Technology Marketing. In Intellectual Property Management in Health and Agricultural
Innovation: A Handbook of Best Practices (eds. A Krattiger,RT Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K., and PIPRA: Davis,

U.S.A. Available online at www.ipHandbook.org.

Editors’ Note: We are most grateful to the Association of University Technology Managers (AUTM) for having allowed us
to update and edit this paper and include it as a chapter in this Handbook. The original paper was published in the AUTM
Technology Transfer Practice Manual Second Edition (Part VII: Chapter 3).

© 2007.RS MacWright and JF Ritter. Sharing the Art of IP Management: Photocopying and distribution through the Inter-
net for noncommercial purposes is permitted and encouraged.
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2. By investing capital in patent applications
or other IP protection, you convert the raw
materials into “merchandise.”

3. Licensing converts your merchandise (non-
liquid IP assets) into capital (liquid assets).
These assets fall into two categories: recov-
ered capital and profits.

4. Recovered capital (and, optionally, profits, as
well) can be re-invested with the aim of con-
verting more raw materials into merchandise,
the licensing of which will generate more re-
covered capital and additional profits.

5. If the rate of licensing is slower than the
rate at which raw materials are converted
into merchandise, your inventory will grow.
Eventually, most of your capital will be tied
up in nonliquid assets, and you will go out
of business.

The point is that you must move your
merchandise.

3. HOW TO MARKET

Our approach to technology marketing makes
use of the telephone extensively and requires that
each call to a prospective licensee be followed up
in writing.

Although direct mail communication with
potential licensees is perhaps the least costly ap-
proach, the response rate to such mailings is ex-
tremely low, and there is no way to answer any
questions that potential licensees might have. The
same can be said for computer databases and bul-
letin boards, which require potential licensees to
log on, search for, and find advertisements and
information about your technology. The limita-
tions of such an approach are evident.

In an ideal world, the licensing professional
would personally meet with all potential licensees:
much more information can be communicated in
person, and the response to the presentation can
be gauged more easily. But few companies have
the resources to keep their marketing profession-
als on the road. Although conferences are an ef-
ficient way to meet many potential licensees in
person, they do not happen frequently enough
to be adequate as a sole source of new contacts;

1174 | HANDBOOK OF BEST PRACTICES

besides, not all companies send representatives to
such meetings.

Although telephone conversations are not
quite as good as face-to-face meetings, phone con-
versations are a close second choice. The greatest
advantage of using the telephone is that you can
easily and inexpensively communicate with po-
tential customers who are geographically distant
and dispersed. Follow up each phone call with a
brief letter and a nonconfidential description of
the technology you hope to license. This follow-
up activity will remind your potential customer
about your offer and allow you to offer materials
that can be sent to his or her company’s scientists
for further consideration.

4. DISCLAIMER

Keep in mind that the ideas shared in this chap-
ter are new and have not yet been put to the test
in the “real world.” However, they are based on
more than 20 years of experience by licensing
professionals. We believe that these are practical
materials, and we hope that you will put these
materials to the test. We look forward to hearing
your comments and criticisms.

The strategy outlined here is meant to serve
as a template. We expect each user to modify it
to suit his or her own needs and personal style.
Some professionals may eventually choose to
abandon this strategy altogether for a more free-
form approach to marketing.

Finally, we have recommended particular ref-
erence texts or databases with reluctance; some
professionals in the field might feel that we are
promoting the interests of certain companies.
We would like to point out, however, that 1)
not one of the contributors has ownership inter-
est in any of the companies recommended here
and (2) none of us has received any compensa-
tion or consideration for our recommendations.
Furthermore, we acknowledge that many other
services and resources may be just as good as those
we have recommended, and some may be far bet-
ter; many more resources exist that we have been
able to personally evaluate. We therefore invite
you to explore the alternatives for yourself. The
Association of University Technology Managers



(AUTM) Web site contains a section on market-
ing resources in its business section that can help
you to begin your exploration.'

5. SYSTEMATIC MARKETING
This systematic technology marketing approach
can be divided into four major activities:

Step 1. Collect information from the inventors.

1. Attach the marketing information sheet

shown in Box 1A to your disclosure form

(all Boxes are at the end of this chapter).

This form explains the importance of tech-
nology marketing to the inventors.?

2. Attach the subquestionnaire, shown in Box
1B to the disclosure form, which asks the
inventors to consider a variety of market-
able applications for their invention. Each
inventor should fill out this portion of the
questionnaire: each person is likely to have
different ideas and different contacts.

3. Based on any information you have on hand
(or that you can reasonably estimate) about
the current situation of the market(s) into
which the invention might be introduced,
fill in the summary sheet shown in Box
1C. Fill out one sheet for each hypothetical
product or service envisioned by you or the
inventor(s). Keep this sheet updated as you
collect relevant information.

4. In order to collect further information that
may aid in marketing the invention, con-
sult with the inventor(s) about the contents
of the summary sheet in Box 1C, and ask
them the questions on the checklist in Box
1D.

5. For each target market, prepare a tailored,
single-page, nonconfidential disclosure, in
accordance with the guidelines and sample
text shown in Box 1E.

Step 2. Collect information about potential
licensees.

1. Begin with online searches. You may de-
cide to manually search for potential li-
censees, for example, using the CorpTech
hard-copy directory.’

2. Subscribe to a service that provides an on-
line database that you can search for po-
tential licensees (for example, Knowledge
Express Data Systems [KEDS] or another
system of your choice).

3. Install the database software by follow-
ing the tutorials and step-by-step in-
structions provided. Review any addi-
tional instructional materials that come
with the database, paying particular at-
tention to information on how to use
the database.

4. Develop both a list of keywords that will
help you identify potential licensees and a
profile describing your ideal licensee, and
also develop a CorpTech-like profile for
your ideal licensee.

5. Search the databases using the param-
eters you have collected: your keywords,
CorpTech profiles of companies that might
be possible customers, and the profile you
created of the ideal licensee. Identify the
five companies that seem to be the best
matches for your technology. If you are
having trouble identifying the top five, use
the worksheet in Box 2 to narrow down
your list of companies.

6. If you are using KEDS, you can sub-
stantially expand the number and focus
of hits by using the Knowledge Express
“hypertext” function. This function al-
lows you to quickly determine which of
the many available databases have en-
tries that match the keywords you have
identified. You can then search each da-
tabase individually for possible licensing
prospects. The hypertext function will
often find entries on advanced tech-
nologies in the CorpTech and BioScan
databases (the latter is a database that
focuses on biotechnology and related
disciplines), Business News (which con-
tains current information and lists com-
panies that are not listed elsewhere),
and SBIR (which lists awards made by
the Federal Small Business Innovative
Research program for small, high-
tech companies).
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Step 3. Review and prioritize your prospects list.
Examine your list of prospects. Using the
worksheet in Box 3, assign each of the top
five corporate prospects a rank from 1 to
5, with 1 the highest priority and 5 the

lowest priority.

Step 4. Make contact with potential clients.

1. Review the guidelines (Box 4A) for finding
the right person to talk to. Write down the
company’s telephone number, and, if pos-
sible, make a list of names and titles of po-
tential contacts.

2. Review the three cold-call transcripts (Box
4B) and familiarize yourself with the sorts of
conversations you can expect, depending on
whether your prospects are very interested,
not at all interested, or somewhat interested.

3. Review the “What to Get Across to Your
Contact When You Call” checklist (Box
4C), and make sure you have all of the
information you will need to convey. You
may want to write it down so that you do
not forget any of it.

4. Make the call. Call the company with the
lowest priority of the five you have selected.
Box 4A explains how to find the right per-
son to talk to.

5. During and after the call, record infor-
mation about the prospective company
and how your contact responded on the
“Reaction Data Sheet” (Box 4D).

6. Send the prospect a follow-up letter, mod-
eled after one of those in Box 5, along with
a copy of the nonconfidential disclosure
(regardless of whether or not the prospect
requested one).

7. Repeat steps 4 through 6 for each of the
other prospects, working from the one with
the least potential to the one with the great-
est potential (in other words, beginning with
number 4, then number 3, and so on).

8. Next, call those prospects ranked 6, 7, 8,
and so on in order of decreasing potential.

9. If you have found a licensee, congratula-
tions! But do not stop. One prospect is
fine, but two or more prospects are bet-
ter: if you are planning to offer an exclu-
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sive license, more prospects will give you
more bargaining power; if you are plan-
ning to offer nonexclusive licenses, each
new prospect means more payoff for your
marketing efforts. If, on the other hand,
you have not been able to find a licensee,
assess your results using the guidelines in
Box 6 and decide what you want to do
next: Continue looking for prospects us-
ing the same strategies? Continue looking
for prospects using new strategies? Wait a
year and try again? Write off, as a loss, the
capital invested in IP protection for this
invention?

6. CONCLUSIONS

By following these steps, you will have learned a
great deal about the market for your merchan-
dise, its potential licensees, and the value of your
product. You may have even found a licensee.
Build on whatever success you have found by tak-
ing the time to learn from your experience and by
analyzing the feedback you have obtained from
your systematic marketing approach. And share
what works with others.

For further information, suggestions, or guid-
ance regarding this marketing strategy and how it
might be customized or refined, please feel free to
contact the authors at the numbers shown below.
We would also appreciate your feedback on how
this approach has worked for you, and how you
believe it might be improved. Please share with
us copies of any revisions you may make to the
instructions or forms. m
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www.autm.net (accessible to AUTM members) First
select “Business,” then “Marketing,” then “Resources to
Review.”

See, also in this Handbook, chapter 8.4 by DR McGee.

www.corptech.com.

See, also in this Handbook, chapter 7.2 by SP Kowalski
and A Krattiger.

See, also in this Handbook, chapter 11.8 by S Shotwell.
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4 N

Box 1: COLLECTING INFORMATION FROM THE INSIDE (STEP 1)

A.Filling Out the Invention Questionnaire

When you complete the attached Invention Questionnaire, you will notice that it includes questions
not only about the technical aspects of your invention, but also about its potential commercial
market(s).

If you are like most inventors, you will probably not be very interested in thinking about how to
market your invention. However, your answers to these questions are at least as important, if not
more important, than your answers to the technical questions. Why? Remember that a patent is,
first and foremost, an economic vehicle. It gives patent holders a monopoly on the manufacture,
use, and sales of an invention for the life of the patent. The government grants such monopolies
in order to provide an incentive for individuals and companies to invest the resources and effort
needed to bring new products to the marketplace.

If patents were free, we could patent every invention and make profits on whichever ones reached
the marketplace. Unfortunately, obtaining a patent is always costly. The application procedure for
a typical U.S. patent costs between $10,000 and $20,000 from start to finish, and foreign patent
applications can cost more than $100,000 for a single invention.

Therefore, we, as technology transfer specialists, have to try to determine in advance which
inventions are likely to be of interest to licensees. The goal is to license each patented invention in
exchange for a royalty, so that we can both recover the costs of the patent application process and
generate additional revenues. If we patent inventions without first considering their licensing
potential, we risk losing the money we have invested in patenting costs.

Granted, market exploration is not your job—it is ours. However, though you may not think that
you know anything about marketing, experience has shown that inventors are one of the most
valuable sources of market information. You know your new technology better than anyone else.
You probably know how it might be used, and you might even know who would be interested in
licensing it.

Now you know why we are asking you for help with marketing. Please answer the following
marketing questions to the best of your ability. If you do not know the answer to a question, or
are unsure whether you really understand the question, try to answer it anyway, and make your
answer as comprehensive as possible. Please feel free to provide additional information that we
have not specifically requested.

K (CONTINUED ON NEXT PAGE) j
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4 N

Box 1(CONTINUED)

B.INVENTION QUESTIONNAIRE

Docket Title

Date Completed by Form _ of

Please feel free to attach additional sheets if you need more room or if you want to explain your responses.
In addition, please attach any materials that you think might help illustrate or supplement your answers.

PRODUCTS AND SERVICES
List as many products or services (whether actual or hypothetical) as you can think of that might
benefit from your invention. Be adventurous: try to think of both broad and narrow applications,
as well as applications that are outside of your own field.

1.

2.

[etc.]

COMPETING PRODUCTS AND SERVICES
List as many existing products or services, and the companies that provide them, as would be in
competition with your new invention if it were to be used for all the functions you listed on the
Products and Services form. You may wish to refer to catalogs or databases in completing this
next list. Please attach any relevant product brochures or descriptions.

Product or service Company

[etc.]

POSSIBLE LICENSEES
List the names of companies you think would be interested in using your invention to make, use,
or sell products or services. If you have a contact at any of these companies, be sure to provide a
name and telephone number. (We will obtain your permission before we contact anyone.)

Company Contact Phone
1.

2.

[etc.]

ADVANTAGES
If we are to convince companies to invest in the commercial development of your invention, we
will have to be able to explain why it is superior to alternative products, processes, or services.
List all of the advantages of your invention. Attached is a list of possible advantages for you to
consider and to help you generate other ideas.

1.

2.

[etc.]

& (CONTINUED ON NEXT PAGV
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CHEAPER

EASIER TO USE
EASIER TO MAKE
SAFER

MORE
ECOLOGICAL
FASTER

MORE PRECISE
MORE
ATTRACTIVE
NOVEL

CLEAR VALUE

QUIETER
SMELLS BETTER

TASTES BETTER

BETTER SIZE

BETTER WEIGHT
MORE DURABLE

MORE RELIABLE

EASIERTO FIX
LARGE MARKET
GROWING

last MARKET
LASTING MARKET
EASY FOR

TO SWITCH

HARD TO
DUPLICATE

HIGHER PROFIT
MARGIN

N

Box 1(CONTINUED)

B.INVENTION QUESTIONNAIRE (continued)

POSSIBLE ADVANTAGES OF YOUR INVENTION

The invention is cheaper to make or use than currently available products or processes.

The product or process is less complicated, less labor intensive, or more user friendly than
those of currently available products or processes.

The product is less complicated to make, or its manufacturing process is less complex, than
those of currently available products.

The product or process is safer for the operator, bystanders, or animals than currently
available products or processes.

The product or process recycles materials that usually end up in landfills or is less
polluting than currently available products or processes.

The product or process works faster than currently available products or processes.

The product or process yields a more exact result than those produced by currently available
products or processes.

The product would be attractive to a broader segment of the marketplace than those
products currently on the market.

The product or process is novel: people would ask, “Why didn’t | think of it?”
Other products or processes are similar enough that the value of this one will be apparent.

The product or process is quieter or the sound it produces is less irritating than is true of
currently available products or processes.

The product or process produces no smell, or a more pleasant smell, than is true of currently
available products or processes.

The product (if intended to be tasted) tastes better than currently available products.

The product is more compact, or is larger and has greater capacity, than currently available
products.

The product is lighter or heavier (whichever is preferable) than currently available products.
The product is more durable than currently available products.

The product breaks down less frequently, or the process is more consistently successful, than
currently available products or processes.

The product is less complicated or costly to fix or adjust than currently available products.

There is already a large market for this product or process, or the appeal of the product or
process will likely create a large market where one did not previously exist.

There has been steady growth in the target market for your product or processes over the
several years.

The need or demand for the product will last a very long time.

The product or process is similar enough to currently available products or processes

MANUFACTURERS that users or manufacturers can easily switch.

Competitors will have difficulty producing an equivalent product or process, or to solve
problems without it.

The product or process is easier and cheaper to make than currently available products or
processes, but can be sold for a comparable amount.

(CONTINUED ON NEXT PAGE) j
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Box 1(CONTINUED)

C. MARKET SUMMARY DATA

Docket Title

Date Completed by Form _ of

Note to reader:Since this sheet is completed before any systematic research is performed, the information
is likely to be both highly speculative and incomplete. You may need to fill out a separate form for
each product or service that you envision for this invention. Use this form as a guide when discussing
marketing issues with the inventor(s).

Product or service

Market size ($ million) Worldwide us.

Europe Asia

Top companies

Other companies

Competing products or services

Market cycle status |:| growing |:| stable D contracting

Regulatory requirements

Expected regulatory costs ($ million)

Other investment needed (rough estimate)

K (CONTINUED ON NEXT PAW
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Box 1(CONTINUED)

D. QUESTIONS FOR INVENTOR INTERVIEW

Do you have any family members, friends, or ex-classmates who work for a company that
might have an interest in your technology?

Do you have a company of your own? Are you interested in starting a company?

Do you have any consulting or other relationships with companies? Would these companies
be interested in your technology?

When we license the technology, would you be willing to collaborate with the licensing
company as a principal or as a technical advisor?

Do you know of anyone who might want to invest in this technology (venture capitalists or
private investors, for instance)?

Where did you work before you started working here? Do you know anyone from your
previous position(s) who might be of help?

Would you be willing to spend a little time calling friends and colleagues to find out what
they think about your technology and its possible applications?

Can you give us a few names and telephone numbers of people with whom we could speak
about your technology and possible licenses?

Would you be willing to speak to potential licensees about your technology?

Would you be willing to make prototypes or samples, or carry out demonstrations, in order
to help us in our licensing efforts?

~

Ask each of the inventors the following questions, preferably in person or by telephone, rather than
in writing. Depending on the direction the conversation takes, you may decide to ask other questions
that occur to you that are not on this list. You may find that the inventors are more candid if you speak
to each of them privately.

(CONTINUED ON NEXT PAGEy
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E. DRAFTING THE NONCONFIDENTIAL DISCLOSURE

Anonconfidential disclosure (NCD) should be nonenabling, that is, it should not contain enough information
to allow a person skilled in the field to reproduce the invention without undue experimentation. The NCD
should, however, contain enough information to pique the interest of the person reading it. Only on very
rare occasions should an NCD exceed one page in length. There are many possible formats for an NCD, but
we recommend the following one:

1st Section. Begin with an introductory sentence such as: “A novel dengue virus vaccine has been developed
by BioReplicon Corp.and is available for licensing.” The remainder of this section should give a punchy, brief
explanation of the field of the invention.

2nd Section. Briefly describe the state of the art before the invention, and then highlight the important
advantages that the invention offers over the currently available alternatives.

Keep in mind that you can often disclose performance data without giving anything else away. For example,
you can say, “Vials of one milliliter in volume, having walls 0.1 millimeter thick, were able to withstand
sustained pressures measuring in excess of ten atmospheres.” A reader would be able to see that the
material in question is very sturdy without being able to figure out what it was or how it was made.

If at all possible, refer to and append any data (charts, tables, graphs) that show the invention’s technical
superiority and/or compare the technology with currently available alternatives.

3rd Section. Describe the terms of licensing and provide contact information, should the reader wish to
make further inquiries.

4th Section (optional). Provide brief biographies of the inventors, especially if they are well known in their fields.
An example of an NCD follows:
New Invention

A novel method for manufacturing piezoelectric composites has been developed at Moorhead University
and is available for licensing.

Piezoelectriccomposites are composed of two layers,an “active phase”and a“passive phase.”The active phase
physically deforms when an electrical current is applied, thereby producing sound waves. By improving the
match between the sound impedance of the active phase and the target of the sound waves (for example,
the skin), the passive phase improves the efficiency of sound transmission. Piezoelectric composites are
used in medical imaging devices, hydrophones, and various sensor applications.

The industry currently uses a “dice-and-fill” method to make such composites. This method involves sawing
slits into blocks of active-phase material,and then filling them with passive-phase polymer. Our new method
overcomes many of the disadvantages and limitations of the dice-and-fill method:

Improved efficiency: The process takes fewer manufacturing steps to produce the same composite.
Less waste: No material is lost, because no slits have to be sawed.

Increased flexibility: The dice-and-fill method can create only two-phase composites, but our method can
create multiphase composites. (See attached page for diagrams of the types of multiphase composites that
are possible to make using our technology.)

Improved preformation: Our method allows for the variance of active-phase volume content, thus
decreasing the out-of-plane distortions of the transmitted signal.

This new technology is available on an exclusive or nonexclusive basis.
For further information, please contact:

John Smith

Technology Licensing Associate

Office of Technology Transfer

Someplace University

Somewhereville, LA 12345

Phone +1-800-555 1212, Fax +1-800-555 1213
smight@someplace.edu

Dr. Arnold Smuthers, co-inventor of the described invention, is a world-renowned authority in the field of
piezoelectrics, and holds over 30 U.S. and foreign patents.

N

~
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A.

Box 2: COLLECTING INFORMATION FROM THE OUTSIDE (STEP 2) \

WORKSHEET FOR DEVELOPING A SIMPLE SEARCH STRATEGY

Docket Title

Date Completed by Form  of

1

4.

Because you have already collected some information about the technology and its market from the
inventor(s), developing a licensee search strategy should be easy. Ask yourself:

. Do | already know of a few companies that might be good licensees for this technology? Search

. Create a profile of the ideal licensee. Imagine the ideal licensee (or describe a licensee known to you

In what product development areas might potential licensees be interested? List single- and
multiple-word descriptions that might be used as search identifiers. Keep in mind that you may
want to find several licensees, each holding a license to make, use, and sell licensed products in a

different field of use.’

for information on these companies, and then use that information as a guide to search for other,
similar companies.

that you think would be ideal) for the technology. Complete one copy of this form for each product
or service that you have envisioned for this technology. Use additional copies as necessary.

Company size O/arge O medium O small Ostart-up
Structure O private O public O nonprofit
Country Ous. O foreign O multinational

State/province

Sales per year $ (million)

No. of employees

Products and/or services

If you are stuck, imagine that you are the president of a company that would be an ideal licensing
partner, and ask yourself the following questions:

1.What is our product development focus? How does this product fit?

2.What kind of personnel do | have? What kind of personnel would I need if | were to license this
technology?

3. What is my existing manufacturing capability? Can | manufacture this technology? Can | create
the ability to manufacture it? Can | outsource its manufacture?

4.Do | have access to complementary technology?

5.What kind of capital resources do | have? Where will the research funds come from?

6.What kind of marketing expertise do we have? If it is limited, can we partner with other companies
that have more marketing expertise?

7.1sitimportant for this technology to have international markets? Do we have the ability to develop
international markets?

8. What regulatory issues are involved? Can we handle these, given our current levels of resources
and expertise?

9. Do we have experience with this type of early-stage technology? (For example, [the applicable
type of technology].)

Now, go back and re-address questions 1,2, and 3. J

1184 | HANDBOOK OF

BEST PRACTICES



CHAPTER 12.3

additional sheets.

Write the names of the prospect
companies in the spaces at the right,
and on the similar spaces on the
next page.

/ Box 3: RANKING PROSPECTS: A WORKSHEET (STEP 3)

For each of the potential licensees identified, assign a score for each, using the criteria listed below.
If you have no information, leave the space blank. Rank the companies, with the most promising
prospect being the company with the highest total score. If you have more than five prospects, use

~

CRITERIA

SCORE (1-5)

Portfolio includes products like this one

Has large share of relevant market

Could expand its share of that market

Has patents on related technology

Has personnel needed

Has relationship with you or your office

Has relationship with inventor

Company not too big or small

Company already expressed interest

Good fit with other company products

Located nearby

Has known licensing experience

Good fit with company R&D focus

Has long history, established management

Known for being an innovative company

Respected by the inventors

Has introduced new products recently

Has membership in professional association

Is well known, has good reputation

Has large marketing and sales force

Has international marketing capability

Has successfully licensed from you in the past

Would big part of company’s business

Can manufacture or out-source it

Can afford necessary re-tooling

Has product development resources

Can afford up-front, minimum payment

TOTAL

RANK

_/
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/ Box 4: MAKING CONTACTS (STEP 4) \

A. CONTACT IDENTIFICATION GUIDELINES

As you contemplate which individual in a company might be best to contact, it is worthwhile to consider how
someone wishing to license to or from your organization would identify you. You hope the person would find
you, but, in the end, the path between you and that person might not be direct. Furthermore, it may take a
few calls before you identify the “right” person at the company you have identified as a licensing prospect.

The following guidelines should help you to make contact with the right person.
1. Utilize the knowledge of secretaries

Receptionists and secretaries are often knowledgeable about who does what at their company.Secretaries
of higher-level executives generally are the most knowledgeable about sophisticated functions such as
licensing. If you are having trouble finding out who to talk to, try asking the secretary of a vice president
or the president.The secretary for the legal department may also be quite helpful. Describe carefully who
you are and what you need.

2. Try to look up your contact

Regardless of the apparent size of a company, it is always worth the time to first look up the company
in the LES directory and the AUTM directory. Even small companies sometimes belong to one or both of
these organizations, and if the target company is listed, any one of the members included in the listing
is most likely a “direct hit.”

If the company has more than one member, look up all of the members’ titles before you decide who to
call. If the company is fairly large, unless your technology is a revolutionary invention, you are probably
better off calling the second or third most senior licensing person. He or she is more likely to spend the
time to hear you out, and to take the time to follow up after the call is over.

If the company is of substantial size, look up the company in CorpTech, Dunn & Bradstreet’s, or Moody’s
directory, if available (you can also do this online). Look under the corporate officer’s listing, and look
for titles such as:

« director of licensing - director of new product development

« director of technology acquisition « vice president for new product development
- vice president for new ventures + new technology analyst

« patent counsel - director of marketing

« general counsel « vice president for research and development

The listing should give the officeholder’s name. Although that person might not be the person you need
to speak to, having a name and title that is at least somewhat relevant make

3. Make a call or two

If you have found a name or at least a title that looks promising, call the company and ask for the
person, or the person with that title. In all likelihood, a secretary will answer. Tell him/her your name,
the organization you are from, and explain that you have a new technology that you think the company
would be very interested in acquiring. Ask if the person you have called is the right person to speak to.
The secretary may believe that someone else is the right person or that a different department would be
better able to help; in either case, ask to be transferred. On the other hand, the secretary may not know
who or which department to refer you to. If that is the case, ask to speak to the person you called. Then,
give that person the same introduction and ask if he or she is the right person to speak to. If he or she is
not the right person, ask to be transferred.

Whenever you are transferred to another line, start by saying, “[name’s] office thought you might help
me,” or “The president’s office thought you might help me,” for example. This will avoid the possibility
of being referred back to someone you’ve already spoken with and will suggest to the second person
that the first person thought it was worthwhile to help you, so they should, too. Introduce yourself as
described above, and proceed in the same way.

For a company that is not listed in the LES directory, the AUTM directory, CorpTech, Dunn & Bradstreet’s,
or Moody’s, it is likely that the company is fairly small. For fairly small companies, it is sensible to start “at
the top.” Call and ask to speak to the president. Usually an executive secretary will screen the president’s
calls and will ask why you have called. Give your name and the name of your organization, and
explain that you have a new technology you believe the company would be very interested in. You
will likely be connected to the president, a vice president, or research director. Introduce yourself,

K and ask if you were properly directed. Proceed as described above. j
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Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Box 4 (CONTINUED)

B. COLD-CALL TRANSCRIPTS

The following transcripts illustrate the sorts of conversations you might encounter when talking with
a prospective licensee. Keep in mind that these are examples and that you should be prepared for
conversations that do not follow any of these patterns. However, we do not mean to suggest that
a company of one size is a better prospect or will be more receptive to your call than a company of
another size. Good licensing deals can be made with companies of all sizes.

Also, do not assume that the length of these transcripts is necessarily representative of the length of
the conversations you will have with potential licensees. Conversations can be quite long and cover
many subjects, especially if your contact is very interested in what you have to say. Be sure to leave
plenty of time for the call, and hope that you need it.

1.The call we all want. (It really does happen this way sometimes.)

Hello, this is Jake Sinclair, and I'm from the University of Maui. I'm calling because our
Professor Mahalo has invented a new fiber-optic stethoscope that we thought your company
would be interested in.

University of Maui, huh? | went there as an undergraduate. Great school. Who did you say
was the inventor?

Professor Mahalo.

Oh, yeah! | took a course on biomedical engineering with him about ten years ago. I'm sure
anything he’s invented is really good. What can you tell me about it?

Well, it has an electronic pickup device that picks up even very faint sounds. It then converts
the signal to a light beam, and transmits the beam through a fiber-optic fiber to a decoder
that is about the size of a large felt-tip marker. The decoder electronically filters out
background noise, then transmits the filtered sounds to a pair of headphones.

A fiber-optic stethoscope. Pretty neat. As you know, stethoscopes are our only business here
at Stethoscope Technologies.

Yes, we know. That’s why we thought of you. Also, you have an excellent reputation in this
field.

And, as it turns out, we have been looking for a high-tech product to sell to the top end of our
market. But it would be very important to us that the device we sell look and handle like our
other, more traditional stethoscopes.

Dr. Mahalo feels that the pickup and decoder could be miniaturized enough for that with a
little engineering work.

Well, this certainly seems interesting. Do you have any patent protection?

Yes, we have applied for two U.S. patents, and on one of them, we have already filed a
worldwide application under the PCT [Patent Cooperation Treaty].

Hmm. Wow, this sounds like it may be just what we have been looking for. Could you send us
some detailed technical information so we can talk with our product design team about it?

Sure. Of course, we will need to have you sign a confidentiality agreement first.

Oh, that’s no problem for us. If you would fax one to me, I'll courier it back to you tonight,
and maybe you could send us a copy of the patent applications. After we’ve had a chance to
review them, if we're still interested, we could come visit you and Dr. Mahalo next week on
our way back from Japan.

Sounds great. However, we would prefer not to show you the claims until it becomes more
certain that you are interested in a license.

That’s fine.

Well, I've really enjoyed talking to you, and I'll fax you the confidentiality agreement right
away.

Great. And tell Dr. Mahalo that | look forward to seeing him again.
Sure will. Bye.

~

/
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Box 4 (CONTINUED)

B. COLD-CALL TRANSCRIPTS

2. The“No thanks” call. Because few technologies are attractive to everyone, quite a few of your calls

may be of this type.

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Licensor:

Prospect:

Hello, my name is James Sulkind and | am in charge of out licensing for the Omed Marine
Corporation. I'm calling because one of our scientists has developed a radio beacon
technology that is simply too high tech for our manufacturing capability, but we thought it
might be right up your alley.

Radio beacons? We make televisions and FM receivers, but we’ve never made marine stuff.
The market’s too small.

Well, we know the market is relatively small now, but marine radio equipment is growing
increasingly sophisticated, even in pleasure boats, and we thought it might be a new and
growing market for you.

Nah, we’re volume producers, and that market will never be big enough for us to bother with.
We even gave up the portable radio market, and that was probably ten times bigger than the
one you're talking about.

Are you sure you wouldn’t be interested?

Yes, I'm sure. But why don’t you send me something anyway?

Sure, be happy to.

Thanks. Bye.

Interestingly,even if the person is not interested, he or she usually wants something in writing anyway.
Some may circulate it to their R&D and marketing staff, just to double check that your technology is
not something they want to pursue. Others may just want a nonconfidential disclosure to attach to
their monthly reports in order to show their bosses that they have been actively considering new
technologies. Regardless of your contact’s intentions, follow up on the phone call and send the written
disclosure. It may or may not get a second look, but at the least, it will encourage that individual to
take your call the next time when you have another technology to offer.

3.The “Gee, | don’t know” call. Another common situation is one in which the person you call has
some interest in what you have to say, but really is unsure if the company would be interested or
not. In this situation, it helps to have persuasive skills and to have spoken with your inventors in

advance about the benefits that your technology can offer.

Hello, my name is Beverly Houghton, and I'm a licensing associate at Ethridge University. 'm
calling because Dr. Cuthbert of our computer science department thought that you would
be quite interested in his new neural network approach to “just in time scheduling” for
automotive parts production.

Neural networks? We just got our computerized production scheduling system on the market
last year. | don’t think we are ready to make any big changes in it at this point. Coordinating
all of our warehouses and car dealers was an enormous investment. Besides, our inventories
are already stable and at very low levels compared to the old days.

Well, Dr. Cuthbert is familiar with your system, and he thinks that it could really benefit from
this new approach. He also thinks it could be implemented easily and quickly.

Oh, really? What does he think would be the benefit?

Dr.Cuthbert says he thinks that the processing time would be reduced by at least 50 percent,
and that this time savings would be directly translated to increased speed at the parts
department terminals.

Well, node speed has been an issue.

Yes, and you could increase node speed by, say, 20 percent, and then have processing time
left that would allow you to receive and transmit more data in real time. This increased
information transit may allow you to have even lower levels of standing inventory than you
currently think possible.

Interesting. What does Dr. Cuthbert think it will cost us to do this?

In terms of hardware, nothing. On the software side, he already has compatible software
elements that he and your programmers could easily weave in.

But there’s a catch, right? You guys aren’t going to let me use this for free.

~
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Box 4 (CONTINUED)

You're right. But because we hope to license this technology to others, too, the cost to you
should be relatively low. We would like to get something up front, plus about $100 per node
per year.Of course, there would also be some costs for Dr. Cuthbert’s time, and we are looking

for about $50,000 per year for use of his neural-network system software.

Well, when you add it up, that’s a fair amount of money. Besides, if we tell our dealers that
we're going to mess with this system again, they’ll scream bloody murder.

Only until they see what it can do.
Well, maybe. What can you send me about this?

For starters, | can send you a nonconfidential disclosure. If you're still interested, | can send
you a copy of the patent application, and maybe have you talk to Dr. Cuthbert.

Well,at this point, just send me the nonconfidential stuff. If the operations guys are interested,
I'll call you back.

It'’s on its way. If you like, maybe we could also set up a demonstration for your operations
guys.

Well, since you're right here in Detroit, maybe that isn’t such a bad idea.

How about if | have Dr. Cuthbert call you to set it up?

Well, let’s not get ahead of ourselves. I'll give you a call after we’ve thought about it here.

Great. | look forward to your call. Bye. (After hanging up.) Who knows? | better make a note to
call him back.

C. “WHAT TO GET ACROSS TO YOUR CONTACT WHEN YOU CALL’ CHECKLIST

The following checklist should help you make sure that you cover the basics on each call. Of course,
there may be something else you want to get across that is not on this checklist. Also, the person you
call will likely ask questions that are listed here.

To some extent, the level of your contact’s interest will determine how far down this list you get.In any
event, failing to get some things across is not fatal.

Inthe beginning,you may want to write notes to yourself to make sure that you know exactly what you
need to say. But don’t sound as if you're speaking from a script. Even when you have more experience,
you may still find it helpful to check off items as you cover them.

[] Your name

[[] Your organization

[] Your location

[] A general overview of the technology

[] Who the inventor is (if he/she is an academic or well known)

[] Why you think the company should be interested in the technology

[] The advantages that the new technology offers over existing products,
processes, or services

[] Whether prototypes or demonstrations of the technology are available

[] Whether you have applied for patents, copyrights, and/or trademarks;
whether there are trade secrets

] Whether you are looking for an exclusive or nonexclusive licensee
(or are undecided)

[] Whether other licenses have already been granted

[] That you can provide written nonconfidential information about the technology

[] That you would be willing to enter into a confidentiality agreement
with the company

] What confidential information you could provide

/
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D. REACTION DATA SHEET

Box 4 (CONTINUED)

Docket Title

Date Completed by

Form  of

and help you interpret his or her reactions.

IDENTIFYING INFORMATION
Who made the call

Complete a copy of this form after each call to each potential prospect. Make sure to review any prior
forms before you make each call. They will help you remember what the person’s personality is like

The checklistis a general barometer of your prospect’s reactions. It is a supplement to,but not a substitute
for, the notes you will take during the call regarding what was said and what needs to be done.

Company hame

Company address

Contact

Title

Secretary’s name

Telephone no.

] made small talk [] talked about company [J conversant
[] talked about market [] talkative [] talked about LES

N

Date of call
Company size [iarge [ medium [ small U start-up
Location us. [] foreign [ multinational
Structure [ private [ public [ nonprofit
CONTACT’S MOOD
[ calm 1 hurried [] somber [] annoyed [ curious
[Jamused ] angry [ tired [] guarded ] happy
CONTACT'S ATTITUDE
U receptive U enthusiastic Usarcastic U disinterested Dencouraging
[ sincere [] mysterious [sinister [ secretive [Jconfused
[Jaloof [ friendly [CJcondescending  [] respectful [Cnervous
CONTACT’S COMMUNICATION STYLE
[ hardly spoke [ asked questions [ made suggestions [ made jokes

[[1gave opinions

[ talked about family

/
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Box 4: MAKING CONTACTS (STEP 4) CONTINUED

CONTACT’S LEVEL OF INTEREST
U expressed minor interest Umoderately interested

Cbored

U expressed a lot of interest
[ disinterested

[[] expressed some interest

[ expressed a lot of interest

[ expressed lack of interest

NEGATIVE COMMENTS CONTACT MADE ABOUT THE TECHNOLOGY

[ retooling costs too high [[] technology too complex [ technology too costly

] market too committed [I market too unpredictable
[[] benefit too small

[ licensor/inventor not known [] demonstrations not available

[ market too small
[ benefit not worth price [ prototypes not available
[ technology not proven

[ similar technology flopped [Imarket in decline  [profit margins too low [bad fit with market needs

POSITIVE COMMENTS CONTACT MADE ABOUT THE TECHNOLOGY

[0 modest retooling costs [Ctechnology not too complex [J technology inexpensive

U market large I market would be receptive I market predictable
[ benefit well worth price [large benefit [ satisfies current and future market needs
[ technology well proven [ high profit margins likely [ market expanding

CONTACT’S REASONS FOR BEING DISINTERESTED IN THE TECHNOLOGY

[ resources are already committed to other projects ] technology is a bad fit with the company’s other products

O company is not innovative
[ company doesn’t like in licensing
[ economy is bad

[[1 company has no licensing experience

CONTACT’S REASONS FOR BEING INTERESTED IN A LICENSING DEAL

[ product is a good fit with the company’s other products
[J ample resources available

[ the company is innovative

[[] company has strong R&D, marketing and sales capabilities
[ working on inferior version

[J economy is good

CONTACT’S REASONS FOR NOT LIKING THE TERMS

Ul does not understand the technology
Clwants to limit up-front licensing costs

[[Idoes not like confidentiality agreements

FOLLOW-UP ACTION YOU PROMISED

[[Iprovide nonconfidential disclosure
[1provide a demonstration/sample
[Jsend a sample

[call again

I working on better one

[ got burned last time

[ technology is a bad fit with the company’s goals
[[1company has a small sales/ R&D staff

[[1 company prefers high-technology products
[J company has in-licensing experience

[ product is just what they need

[ licensor/inventor is known and respected
[ company likes to in license

[ product is a good fit with company goals

Ulwants a different degree of exclusivity
Clwants to limit royalty burden
[CJdoes not like usual license terms

[[Iprovide a confidentiality agreement
[Jhave an inventor or scientist call

[arrange a demonstration

/
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Box 4 (CONTINUED)

FOLLOW-UP ACTION PROMISED BY THE CONTACT
[[lask technical staff about the technology
[CJreview the technology with management
Ulprovide a confidentiality agreement
[Cget in touch if interested (“don’t call us, we’ll call you”)
[call back (“we’ll call you, but we don’t mind if you call, too”)

CONCLUSION ABOUT THE CHANCES FOR PROSPECT
SURE THING: We have a deal in the making.
HOT PROSPECT: Good follow up will likely make a deal.
LUKEWARM PROSPECT: Hard work might make it happen.
LONG SHOT: Miracles can happen!
TOTAL DEAD END: Forget it.
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/ Box 5: FoLLow-UP LETTERS \

Follow up with your licensing prospect by sending a letter similar to one of the following examples.
Decide which letter format to use based on whether the reaction from your licensing prospect was
hot, lukewarm, or cold.

In writing such a letter, keep it short and personalize it a bit: for example, mention something from the
conversation to show that you were truly interested in what the person was saying. Remember, these
are just examples; improvise!

1. Letter to a hot prospect

Dear Charles:

I very much enjoyed speaking with you this afternoon about our new rotary device for applying
plaster casts. Although | knew that CastCorp was a major supplier of plaster for hospitals and
physicians’offices, | did not know that you also made plaster-room and operating-room equipment,
as well as orthopedic surgical supplies. No wonder you were so interested in our new invention.

As promised, a nonconfidential description of the rotary cast applying device is enclosed. Since
you were quite interested in the technology, | have taken the liberty of sending a copy of our
standard confidentiality agreement. Of course, we would be happy to discuss the agreement with
you and address any concerns you might have about it. If the agreement seems reasonable to
you, we can send you a copy of our patent application. Also, we would like to invite you to see a
demonstration of the device.

Should you have any questions about the technology or the confidentiality agreement, please
feel free to call me [phone #]. We look forward to hearing from you soon.

Sincerely,
Lawrence Muvaney
Licensing Associate

2. Letter to a lukewarm prospect

Dear Ms. Hollister:

Thankyou for taking the time to speak to me today about Dr. Mortimer’s new gene-therapy vector
system.We are aware, as you pointed out, that there are quite a few similar systems already on the
marketplace. However, Dr. Mortimer and his colleagues feel that this new system is substantially
simpler and more flexible than the systems currently available.

As promised, | have enclosed a nonconfidential description of the vector system. | hope that the
description encourages you and your scientists to find out more about it. If you should have any
specific questions, please feel free to call me at any time at [phone #].

Sincerely,
Janice Datillio
Licensing Assistant

3. Letter to a long shot

Dear Mr. Corman:

Thank you for taking the time to speak with me today about Dr.Kaufman’s new process for making
microcrystalline polypropylene fibers. | understand that at this time PolyCo only manufactures
bulk polypropylene. However, perhaps the enclosed nonconfidential description of our new
process will encourage PolyCo to consider making specialty products in the future.

If you have any questions, please feel free to call me at [phone #].

Sincerely,
Martin Howard
Licensing Associate

N /
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Box 6: ASSESSING YOUR RESULTS \
Docket Title
Date Completed by Form _ of

N

By this point, you have spoken to at least five companies about your new technology. Go back and look
at your Reaction Data Sheets.

If you heard at least some maybes, it may be worth continuing to look for prospective
licensees. At the very least, make sure you follow up with those “maybes.”

If you only heard nos, ask yourself:

« Was there a pattern in the reasons people gave for saying “no”? If so, consider them
carefully. They may point to a flaw in the technology or your marketing strategy.

- Did people give reasons for saying no that seemed to focus on the unsuitability of the
technology for this particular company, or for the market in general? Comments in the
former category suggest that you may still be able to persuade them that the technology
is advantageous to them: perhaps the technology could be more effectively marketed to
another type of company.

Based upon your answers to the above questions as well as your gut instincts, check off one of the
boxes below. You have spent a fair amount of time with this market and this technology by now, and
you are entitled to make an honest assessment. If it looks bad, go ahead and say so.

CONCLUSIONS ABOUT THE TECHNOLOGY
A SURE WINNER: We just need to find a receptive company.

A GOOD PROSPECT: A close match will likely make a deal.

AN UNCERTAIN PROSPECT: We might find a licensee with hard work,
but it may not be worth it.

A LONG SHOT: Maybe someone will love it.
TOTAL DEAD END: There is no possibility and no hope.

If your technology is a sure winner or a good prospect, go back to Step 2, and find other potential
licensees and contact them in order of their ranking. If it’s an uncertain prospect or a long shot, you
may want to revisit the technology in six to 12 months: the situations of the market and/or potential
licensees might have changed, or the technology might be improved by its inventors. But if it’s a total
dead end, write it off—at least in your own mind—and focus your energy on moving your other more
promising merchandise.
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IP Portfolio Management: Negotiating
the Information Labyrinth

JEREMY BURDON, Director of Intellectual Assets, Health Science Ventures, Arizona Technology Enterprises, LLC, U.S.A.

ABSTRACT

The management of intellectual property is all about
managing innovation with the procedures and processes
that are required to turn that innovation into valuable
patent rights. A truly strategic approach to IP manage-
ment will span conception to product market release.
Integrating IP management into the R&D, advance de-
velopment, and product development cycles seamlessly
provides opportunities to gain and enhance IP protection
while offering the potential to reduce risk and lower costs.
The following chapter discusses some of the key elements
of IP portfolio management and how the combination of
the right IP tools, procedural know-how, and organiza-
tional attributes and behaviors can contribute to success-
ful implementation.

1.INTRODUCTION

The role and importance of patent professionals
in IP (intellectual property) portfolio manage-
ment (IPM) are increasing significantly within
business, academic, and legal entities. Driven by
the speed and magnitude of today’s technological
development, the sheer volume of patent infor-
mation, and the increasingly competitive, global
environment, there is a need to more effectively
manage the patent process to enhance efficiency
and gain a competitive edge in the marketplace.
In many respects, this means deploying tools and
processes that have been prevalent in the business
world:

* data mining and databases for information
athering and storage

gathering and storag,

* state-of-the-art software tools and processes
for data acquisition and analysis

* program management methodologies

e effective communication across technical,
business, and legal teams

Couple these with effective, continuous im-
provement processes, and you have a recipe for
efficient generation and management of intellec-
tual property with predicted outcomes and bal-
anced risk (see Figure 1).

2. IPM:THE WORK PRODUCT

The planning, gathering, and analysis of IP in-
formation is vital in any organization engaged in
efficient competitive intelligence and strategic de-
cision making. From the perspective of IP-port-
folio management, the processes and tools that
enable acquisition, analysis, and organization of
IP information are usually the same, regardless of
whether the final outcome is supporting a tactical
or a strategic approach. However, the breadth and
scope of a patent search, resultant IP analysis, and
delivery of information is often quite different.
Information developed to support tactical deci-
sion making may be narrower in scope and rely
on a well-defined product specification within a

Burdon J. 2007. IP Portfolio Management: Negotiating the Information Labyrinth. In Intellectual Property Management
in Health and Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR:
Oxford, U.K, and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.
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known competitor landscape. Conversely, gener-
ating reliable, accurate IP information to support
a strategic decision usually requires, among other
things, a much broader scope of patent-informa-
tion search, multiple analysis methods, and vari-
ous information-delivery vehicles.

A unique blend of skills is required to man-
age intellectual property successfully. Portfolio
managers, or an IPM team, need broad technical
knowledge, business acumen, strong communi-
cation skills, and a thorough knowledge of U.S.
and foreign patent laws and procedures. State-of-
the art patent search and analysis tools are needed
to gather and analyze patent data, while robust
IP database tools maintain invention records,
patent information, patent prosecution files,
and associated business, licensing, and financial
information.

The type and scope of IP analysis that IPM
professionals are called upon to research and
deliver varies immensely in complexity. Table 1
defines and describes most of the main defined
[P-analysis tasks, along with their scope and
complexity.

Commercially available IP databases such
as Derwent,' STN,?> Thomson,> Delphion,*
and Micropatent’ offer comprehensive cover-
age and are well-suited to both simple que-
ries and complex searches limited by patent

class or extended-Boolean-technology keyword
strings. Free patent searching is available at the
U.S. Patent and Trademark Office (PTO),® the
European Patent Office (esp@cenet),” and other
country-specific office databases, but is currently
unsuitable for detailed patent searches. Databases
such as esp@cenet are useful for rapid screening
of IP data that has been generated using commer-
cial databases, providing rapid access to an indi-
vidual patent publication, or an issued patent, in
a convenient, user-friendly interface.®

IPM professionals are usually trained to gen-
erate complex keyword strings from the initial
invention disclosure, a combination of invention
disclosure, and provided references, or following
a technology scan in the technology area of the
invention. Synonyms of key technologies will be
determined and a search will be performed using
specific combinations of technology keywords,
with Boolean logic deployed between main
searches or search subsets. Patent classification
systems are powerful tools, and intelligent use of
patent classification (either alone, or in combina-
tion with other keyword searches) is extremely
effective for relevant patent retrieval. The major
patent classification systems are the International
Patent Classification (IPC), European Patent
Office Classification, and the U.S. Patent Office
Classification.

-

IP data mining

N

FIGURE 1: KEY ELEMENTS OF EFFECTIVE IP PORTFOLIO MANAGEMENT
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4 N

TABLE 1: IP PORTFOLIO MANAGEMENT TASK DEFINITIONS

IP TASK DEFINITION, SCOPE, AND COMPLEXITY

Technology Scan High-level scan of the patent and nonpatent literature to
gauge current technology status. Used prior to invention
conception or may facilitate technology brainstorming

Current Awareness/IP Monitoring of newly published patent applications or
Surveillance issue patents; supports “patent intelligence”/“competitive
intelligence” initiatives

Licensing/Business Patent portfolio maintenance, patent-prosecution support,

Development IP Support updating patent status information, generating reports on IP
status

Patent Development/ Targeted IP search and analysis to determine similar,

Patentability overlapping, or identical technology. A search is conducted

within the full specification of US. and foreign patent
applications and issued patents

Patent Landscape Analysis of IP in one or more specific areas of technology;
integration of detailed IP analysis information into defined
format such as a “landscape” enabling both high-level
overviews or detailed analysis (may support patentability or
claims analysis activities)

Infringement Targeted IPclaims analysis todetermine if one or more patents
may be infringed by a new product release to market

Validity A search for a prior-art reference that may render a target
patent or patents invalid

N /
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A brief scan of the patent and nonpatent lit-
erature is usually performed to provide a quick
analysis of a particular technology area. This task
may precede or facilitate technology brainstorm-
ing, or may be used to aid in and verify inven-
tion conception. With the availability and access
of free online search tools for literature and pat-
ent searching, the task is often performed directly
by the scientist or engineer without the need or
support of an IPM professional. If the technology
concept is in its early stages or is broad in nature,
an IPM professional may help to focus the IP
search, eliminate irrelevant search data, and help
in the analysis and interpretation of the results.

IP surveillance is simply the monitoring of
newly published patent applications or issue pat-
ents, usually in well-defined technology areas. This
activity is usually ongoing with research, advanced
development, and product-development activities
and supports “patent intelligence”/“competitive
intelligence.” Currently available commercial
patent-search tools allow the generation of so-
phisticated search terms with automated search
frequency and delivery of the results via e-mail.
The level of analysis and delivery of that analysis
is user-defined. In most circumstances, it is nec-
essary only to provide the patent number, title,
and assignee (if known). Individual patent docu-
ments can be provided if the number is small, or
alternatively, a list with direct hyperlinks to the
patent document can be generated. Occasionally
it may be necessary to provide a brief summary of
the patent document, and/or provide a list of the
independent claims. The IPM professional can
generate this data, often, by performing a brief
scan of the patent specification and claims. IP
with complex specifications may require a more-
extensive analysis to derive an understanding of
the claimed invention. Alternatively, commercial
services such as Derwent are available to provide
a summary of the invention.

Licensing and business-development support
activities including patent portfolio maintenance,
patent-prosecution support, patent-status infor-
mation updates, and generating reports on IP sta-
tus are key responsibilities of IPM professionals.
IP management software systems such as Inteum
C/S* are indispensable database management
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tools capable of integrating patent data (inven-
tion disclosure, patent applications, issued patent
information, and so forth) with current financials
(licensing, fees, patent prosecution, annuity and
maintenance fees, and so on). In most circum-
stances, data will be extracted from the IPM da-
tabase and an updated patent search performed
and cross-referenced to ensure the most accurate
patent status? It may also be necessary to access
the current prosecution status using the PTO’s
PAIR" or by communicating with the prosecut-
ing attorney to ascertain the most current status.

A patentability, or novelty, search is a search
and analysis to uncover technology that may be
similar, overlapping, or identical to the intellectu-
al property for which the patent is being sought.
A search is conducted within the full specifica-
tion of U.S. and foreign patent applications and
issued patents (in other words, it is not limited to
the claims, as a patent or patent publication is po-
tentially prior art for all that is disclosed). In most
cases, a patentability search is best conducted by
a patent professional. Depending on the nature
of the technology and scope of the invention, the
volume of search results can quickly become un-
manageable. A well-structured search can greatly
reduce the search time, eliminate irrelevant search
data, and streamline the analysis. It is highly de-
sirable to have completed a patentability search
prior to writing claims and generating a patent
application. It is often the responsibility of the
IPM professional to ensure that this key step is
performed, providing analysis of the results rela-
tive to the invention disclosure.

A patent “landscape,” or “map” is generally
an analysis of IP in one or more specific areas of
technology. IP search results are analyzed and
the information integrated into a defined for-
mat such as a visual landscape, or map enabling
both high-level overviews or detailed analyses of
specific patent documents. The level and com-
plexity of a patent landscape are defined by the
question posed. A patent landscape may be useful
for providing information on potential areas of
research and invention, indicating current posi-
tion strength, (comparing new disclosures, prefile
applications, patent applications in prosecution,
and issued patents relative to competitors), or



defining technology “gaps” or “white space.” The
IPM professional should be cautious when em-
ploying a patent landscape/map to define a tech-
nology pathway or the potential patentability of
an invention, particularly if the data interpreta-
tion does not include a detailed analysis of the
patent and what information has been disclosed.
A technology space may seem to be extremely
crowded if defined at a high level with a simple
(broad) search strategy, or even somewhat com-
plex (narrow) search strategies. Successive re-
finement of the landscape using additional sub-
searches may be required to define ‘white space,’
and a detailed analysis at the disclosure level for
patentability should be performed to assure there
are no lost opportunities. In short, it is only when
the patent data is analyzed (which usually means
reading each patent in the landscape search) that
an accurate [P landscape can be generated.

AnIPM professional may provide patentsearch
and analysis support for an infringement, for free-
dom to operate (FTO), or for a validity opinion.
An infringement analysis involves a search only at
the claims level of a patent and has the purpose of
determining whether one or more patents may be
infringed by a new product release to market. A va-
lidity search is performed for a prior-art reference
that may render a target patent or patents invalid.
The complexity of a validity search is similar to
that of a technology scan or patentability search. A
search at the claims level for an infringement/FTO
search is simpler, however, the data analysis will be
more complex. Here the claims are analyzed in the
form of a “claims chart,” which allows compari-
sons from each element of the claim to elements
or features of the potentially infringing product.
The claim chart is a key tool of attorneys who are
litigating patent cases.

3. INTEGRATION WITH
INNOVATION MANAGEMENT

Phased-gate innovation management is a process
for managing the development of new technol-
ogy, widely used by mid- to large-size technology
companies. The process provides a framework for
evaluating a “funnel” of conceptual ideas and ear-
ly-stage concepts while providing a mechanism

for reducing the investment risk. Figure 2 illus-
trates a phase-gate development process for (A)
product development and (B) research and de-
velopment scenarios. At the end of each stage,
numerous input and output factors are analyzed,
and the risk, based on the status of the technol-
ogy, the business impact, market environment,
and financial status is analyzed prior to moving
to the next gate.

The timely development of a robust patent
position, effective patent portfolio management,
and continuous monitoring of patent informa-
tion for competitive analysis and infringement
are all important for reducing risk.

Typically, however, IP strategy is applied only
at the initial conception stages and at the later
stages of product development (after product
definition and prior to product release). Patent
applications may be filed on early-stage concepts
without regard to further modifications or im-
provements, and monitoring of the competitive
IP position. This can leave R&D and business
development groups with a false sense of security,
believing that the simple act of filing provides
solid IP protection.

Embedding the IP management process into
the technology-development process is a key stra-
tegic approach to new technology development,
IP portfolio development, and strategy. By in-
tegrating IPM continuously into the phase-gate
development process—from conception through
R&D—advance development, and product de-
velopment, an organization may evolve a stron-
ger patent position, optimize R&D costs, reduce
patent expenses over the long haul, and minimize
the potential for patent infringement and litiga-
tion risk. This approach is illustrated in Figure 3,
which shows a phase-gate technology develop-
ment with integrated IP management processes.

During the initial phase of project defini-
tion or concept development, the use of patent
landscape or mapping methods may be useful for
providing information about potential areas for
research and invention, partnering, or licensing
opportunities. There may be relevant disclosure in
one or more patent applications already in pros-
ecution, patent protection may already exist in a
specific technology area of preliminary interest,
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or there may be an opportunity to license-in the
technology. Discovery of prior applications or is-
sued patents can be advantageous or detrimental
depending on the breadth and scope of the inven-
tion as disclosed in relation to what may now be
perceived to be new and novel. Prior disclosure
may not be enabling for the new invention, how-
ever, an earlier published application or issued
patent may be prior art. Given a analysis of the
current IP portfolio, there may be opportunities
to amend applications in process, abandon and
refile, or file for reissue to gain broader protec-
tion. In-licensing may provide an opportunity to
gain access to a key technology in the very early
stages of product development, providing an op-
portunity to significantly lower the cost of devel-
opment and decrease time to market. IP develop-
ment will be most active during the early-concept
and R&D/advanced-development stages, taper-
ing off in the later stages of product development
as the product becomes more defined. However,
effective IPM processes need to be maintained in
these later stages to ensure that patent prosecu-
tion is adequately supported. Provisional patent
applications filed during the initial stages may
at this stage be nonprovisional applications that
are one or two years into prosecution, or PCT
applications may be reaching the national stage.

Continued advanced-development activities or
product development may involve generating
new inventions requiring patentability analysis
and tactical or strategic positioning relative to
the growing patent portfolio. Meanwhile, con-
tinuous patent monitoring may indicate that the
competitor IP landscape is shifting, opening up
the possibility of minor or major modifications
being needed with respect to the product devel-
opment strategy.

4. CONCLUSION

Technology development and IP management
need to be intertwined to ensure commercial
success and company viability. The increased
complexity of high-technology research and de-
velopment, the need to develop global-market
strategies, reduction of product-life-cycles, and
broadening product portfolios require an integra-
tion of IPM practices and procedures into inno-
vation and product development. Organizations
can capitalize on the integrated IPM approach by
blending state-of-the art IP search and analysis
tools and techniques, IP database management
systems, continuous improvement processes, and
seamless communication between R&D, busi-
ness, and legal teams. Successful integration of

-

FIGURE 2: INTEGRATING THE IP MANAGEMENT PROCESS
INTO THE TECHNOLOGY-DEVELOPMENT PROCESS
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this model can enable the transformation of inno-
vation into value, by defining strategic direction
and the protection of rights based on a broad,
high-quality patent portfolio. m

JEREMY BURDON, Director of Intellectual Assers, Health
Science Ventures, Arizona Technology Enterprises, LLC, 699
South Mill Avenue, Suite 601, Tempe, AZ, 85281, U.S.A.

jburdon @azte.com
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CHAPTER 12.5

The IP Sales Process

TODD S. KEILLER, Director of Technology Transfer, University of Vermont, U.S.A.

ABSTRACT

Marketing an institution’s intellectual property (IP) is
essential but challenging work. This chapter provides
helpful information about how to locate potential licens-
ees, how to determine whether or not they are qualified
to manage a particular technology, and how to persuade
them to begin licensing negotiations. The chapter stresses
the importance of self-knowledge: having a clear sense of
your institution’s own IP goals, as well as the institution’s
strengths and weaknesses. Having this awareness makes
it possible for a technology transfer office to choose
wisely when it evaluates the strengths and weaknesses of
potential marketing targets. Indeed, the chapter, rather
than simply providing a basic overview of the market-
ing process, offers concrete suggestions and tough ques-
tions for those who aim to successfully market academic
intellectual property.

1. INTRODUCTION

The goal of marketing IP is to bring motivated
parties to a license negotiation. Technology
transfer managers must locate potential licensees
and make them aware of a technology’s promise. A
technology transfer office (TTO) can best attract
licensees by placing the right information in the
right hands of the right companies at the right time.
Getting all of these “rights” right is a challenge
for any marketing effort, but some marketing
challenges are unique to marketing intellectual
property. First of all, the products (university

inventions) are not developed in response to
market needs. Thus, a TTO must convince
businesses of the marketability of potential
products before businesses have recognized the
usefulness of such products—and the existence
of which they may have never even imagined.
Of course, university inventions are early-stage
technologies. Often, the technology has not been
demonstrated: the buyer (the licensee) cannot
“touch the merchandise,” and the inventors
themselves may have a hard time defining the
technology’s utility. In fact, no one may even be
sure that it will work.

Moreover, persuading potential customers
to begin license negotiations is difficult because a
business takes on considerable risk when licensing
intellectual property. Of course, there are license
fees, but greater costs come in the form of reori-
enting internal resources and priorities, investing
enormous sums in development, and changing
company behavior (in terms of manufacturing
processes, kinds of products offered, and so on).
And if the invention is a “bust,” it is the licensee
who usually bears the financial burden.

On the other hand, everyone knows that
new technologies can offer the promise of enor-
mous value. Innovation is the engine behind any

Keiller TS. 2007. The IP Sales Process. In Intellectual Property Management in Health and Agricultural Innovation: A Hand-
book of Best Practices (eds. A Krattiger, RT Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K,, and PIPRA: Davis, U.S.A. Available

online at www.ipHandbook.org.

Editors’ Note: We are most grateful to the Association of University Technology Managers (AUTM) for having allowed us
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growing business. Therefore, for a marketer of an
institution’s intellectual property, the task is to
make a licensing deal as attractive as possible by
reducing the risk/promise ratio.

2. GETTING STARTED

To overcome the difficulties, one must begin at
home. Indeed, when we think of “selling” an in-
stitution’s intellectual property, a logical place to
start is to ensure that the objectives of the TTO
match those of its institution. The TTO and the
institution it works for have a common goal and
a common vision. This may seem rather obvious,
but it is best for the institution to understand
and endorse how the TTO operates (including
its policies for such issues as conflict of interest,
equity holdings, royalty splits, and even the direc-
tion of the research being licensed). Without this
endorsement, a technology transfer manager’s
marketing efforts will not be supported and, in
a worst-case scenario, a negotiating process that
took a great deal of time and effort to achieve will
be rejected by your institution. If the objectives
of the TTO are not clearly in line with that of the
institution, it will also be difficult to create and
maintain an atmosphere of trust and cooperation
between the TTO and the universitcy—much less
between the TTO and its potential customers.

A written policy—approved by the appropri-
ate authorities and available to all investigators—
will establish the ground rules for the TTO’s op-
erations. In addition to emphasizing the need to
create economic benefit both for the institution
and the community, this policy should reflect the
philosophy of the institution. The following are
sample objectives one might consider.

1. To increase research support from industry
while maintaining these principles:
* free and open communication among
colleagues
* collaborative research, as appropriate,
among colleagues
* an atmosphere of cordiality and mutual
respect among scientists and clinicians
2. To provide guidelines for fairly distributing
the economic benefits of academic—indus-
try relationships and to ensure that these
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relationships enhance the institution’s basic
mission in the areas of teaching, research,
and community outreach

3. To provide reliable, expeditious processes
and procedures for resolving conflicts of
interest in academic—industry relationships

4. To ensure that partnership companies act
ethically and in a socially responsible man-
ner, so that they diligently promote the
development and dissemination of the in-
stitution’s research products for the greatest

possible public benefit

Publicly articulating such principles for the
campus community will make the TTO’s efforts
more focused, transparent, and effective. This is
partly because the institution will be able to get
behind the TTO wholeheartedly and partly be-
cause sharing these goals with potential business
partners can go a long way toward fostering mu-
tual understanding, which is always helpful for
facilitating the negotiation process.

3. TECHNOLOGY AUDITS
A common TTO complaint is that “no one has
time to audit the inventory of inventions.” If
technology transfer managers do not know what
is in the pipeline, then it will be impossible to
organize a coherent sales or marketing strategy.
Understanding what inventions are in the patent
process, what investigators are actively working
on, and whether this work matches the depart-
ment chairperson’s expectations is valuable, not
least because such understanding lays the founda-
tion for an effective sales strategy.

Auditing the status of each technology is such
a critical starting point that it could be worth
the expense to bring in an outside consultant to
augment the review of the invention disclosures,
understand the patent situation, evaluate the
commercial potential, and recommend commer-
cialization alternatives.

3.1 Resource assessment

Once a technology transfer manager knows the
“inventory” of the TTO, the manager can assess
the resources needed to implement a sales strategy,



especially in relation to staffing. Balancing cases
among available licensing professionals, for exam-
ple, will allow for an even allocation of time for
those cases that are close to closing. A technology
transfer manager would not want to have one pro-
fessional attempting to close ten cases, while anoth-
er has none closing. In general, a caseload of up to
40-50 inventions in various stages of qualification
per person is possible if good planning is in place.

However, realistically allocating cases among
available resources may result in a shortfall. Once
again, an outside consulting group may need to
be brought in to handle a series of unattended
cases. Moreover, it is always difficult to decide
when to drop a case—the institution risks incur-
ring unrecoverable patent expenses by carrying a
case too long. Therefore, TTOs should not have
cases lying dormant without having a strategy for
eventually marketing them. Giving the case to a
consulting group on a success-fee basis, with a
small retainer to manage expenses, may be a logi-
cal action plan for cases that cannot be attended
to by TTO personnel. The challenge is to ensure
that the consultant’s approach is fully aligned with
the strategy and personality of the TTO in order
to match the mission of the institution, manage
the interface with the commercial targets, and
make sure the investigator is feeling the technol-
ogy is adequately being attended to, rather than
being overlooked or pushed aside.

3.2 Sales strategy

Keeping up with the ongoing stream of new in-
ventions, managing the existing portfolio of proj-
ects, and negotiating and closing the transfer of
technology—all of this provides lessons in prior-
ity setting and planning. Careful preparation al-
lows a technology transfer manager to be efficient
and fair to all parties involved. After all, a scientist
with a technology of little value may invent the
next blockbuster royalty generator for the institu-
tion. The key to success in all of these areas is to
keep up with the technology stream while build-
ing up an inventory of cases.

If building a long-term royalty stream is a
goal for the institution, a manager cannot do this
without closing contracts. The technology transfer
manager should therefore consider creating an

objective for the TTO of closing a certain num-
ber of contracts per year. Having this goal as a
cornerstone of the sales strategy will create a sense
of urgency, enhance office performance, and pro-
vide a sense of focus for the staff. A TTO might
consider holding a monthly “to do list” meeting
that realistically sets goals for the next 30 days,
with the primary goal being a task related to clos-
ing a contract. Academic settings often revolve
around fiscal years or semesters, while the TTO
customers revolve around monthly, or at most,
quarterly objectives. Having a TTO work around
shorter-term priorities can potentially enhance
the velocity at which the office either moves tech-
nologies “up” toward licensing, or “out” to the

“abandoned” file.

4. WHO IS THE CUSTOMER?

4.1 lIdentifying customers

To develop a sales strategy, a technology trans-
fer manager needs to thoroughly understand the
customer so that he or she can ensure that the
customer best matches the technology’s require-
ments and potential. Exactly who the customer is
in a technology transfer is not always evident. On
the one hand, the TTO must enter into tough ne-
gotiations with research sponsors and other pro-
spective licensees; on the other hand, the TTO
serves the institution and research scientists. The
bottom line is, however, that the manager needs
to remember that the industrial sponsor/licensee
pays the royalties. To be sure, the scientist is the
producer of the package to be sold, so treating
that person as the TTO’s client and partner is
equally important. The TTO must maintain a
delicate balance.

Listening to the customer throughout the
process can be a difficult challenge, but a deal
could very well depend upon how well the TTO
staff is listening. In particular, the manager must
recognize that the technology is usually compet-
ing with other priorities in the company’s devel-
opment plan. Open communication will allow
the manager to respond to the customer’s needs
and also let the TTO determine whether the cus-
tomer is right for the technology.
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4.2 Finding potential licensees

For most technologies, a list of potential partners
can be easily generated. Indeed, the explosion of
Web-based databases makes it simple to get a list
of potential customers that may be appropriate to
contact." Sites like biospace.com, not only allow the
technology transfer professional to “reach out” and
find customers, but maintaining your own Web
site, that is updated routinely, allows companies to
“reach in” to the institution portfolio. A TTO may
be surprised at how companies are getting more so-
phisticated in searching university Web sites. The
Massachusetts Association of Technology Transfer
Offices has gone a step further and maintains a
central Web site that can search 19 institutions
through the use of key words.? The site is updated
nightly for any additions/deletions made by an in-
dividual institution. Other programs like TechEx.
com also allow companies to reach in to the insti-
tutional portfolio from members worldwide who
have listed their available technologies. Such lists,
however, need to be sifted through before drawing
up a targeted prospect list.

Another useful source of industry contacts
is the team of scientists working at your institu-
tion. Scientists will often already have an industry
contact for a given technology, and a scientist’s
relationship with a company is invaluable for ini-
tiating negotiations. In fact, AUTM data have
shown that 54% of licensees were initiated due
to investigator-company relationships.> So TTO
staff must be sure to ask the scientists about their
contacts. (Knowing where their graduates have
gone can often provide useful leads.) When ex-
ploiting an inventor’s personal contact, however,
one must make sure that the technology transfer
manager is serving the best interests of the tech-
nology and not limiting its possibilities by defer-
ring to the inventor/scientist.

Other sources of contacts may come from
the TTO members
experience from previous cases, AUTM members
who have dealt with the targeted field of tech-
nology, or other members of the institution who

industrial ~ experience,

have dealt with the company. Industry directo-
ries, professional association directories and ma-
terials, and trade publications and newsletters can
all provide useful leads.
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Of course, if you are a TTO manager, remem-
ber to think about your own contacts! Who do
you know? Who do your friends know? Who has
come to see you in the recent past? Networking
begins with you.

4.3 Qualifying potential licensees
Evaluating companies means asking at least these
four key questions:
1. Does the technology fit the company’s need?
2. What is the company’s time frame to de-
velop the product?
3 Does the company have the budget to de-
velop the product?
4. Is there any reason why the company
would be unwilling to work with the
institution/scientist?

It is often difficult to get accurate answers to
these questions. The company contact may not
be able to answer them, which may require the
technology transfer manager to try to get the
company to open up and explain its position. A
simple tip is to ask questions beginning with the
words “who, what, when, where, and why.” With
these types of questions, the contact cannot give
a simple yes or no answer. Most importantly, the
TTO manager must remember to listen after ask-
ing the question! It is pointless to ask a question
and then have a colleague (or yourself) answer it
instead of the customer.

5. KEY QUALIFYING QUESTIONS

5.1 Does the technology fit the need?

The good way to start is by asking, clearly, wheth-
er the technology field matches the company’s
current business development strategy. The ques-
tion should be posed to the scientific contact at
the company, as well as to the business contact,
preferably at the executive level or at least with
the top business development manager. The tech-
nology transfer manager should be on the look-
out for company scientists eager to work in an
area that does not match the company’s overall
business goals. While such scientists may have the
capability to fund initial work for the technology,



he or she will most likely be unable to move the
technology any further.

Asking for a review of the company’s busi-
ness strategy is appropriate, and good customers
will want to provide this—confidentially—to
ensure that everyone knows where this poten-
tial partnership would fit. After all, the compa-
ny’s scientific efforts must be matched with its
marketing endeavors for a licensed technology to
be commercialized.

The company should also be able to provide
a sense of the market for the proposed product.
Such information should include market size,
trends, participants, and contacts, as well as recent
deals relevant to the market and the company’s
overall approach to the market. Specific questions
might include the following:

* Does the product fit into an easily identi-
fied market niche?

* What is the total market potential (range)?

* How fast is the overall market growing?

* Is the market prone to frequent innovation
or is it a traditional/static market?

* Is market demand stable, cyclical, or
seasonal?

* How many major competitors exist?

* Is market power diffused among many par-
ticipants or concentrated in a few?

* Is the market characterized by critical price
constraints, (for example, regulation, in-
dustry, association, dominant price leader,
and so on)?

* Are competitors generally aggressive or rel-
atively passive in their marketing?

e Are
developments?

others  working on  similar

* What competing research/development ef-
forts exist?

* How easy would it be to duplicate the
product?

* At what stage of development are others
involved in this area of technology?

* How large are barriers to entry in this
industry?

* How large a market share would be required
to achieve the company’s objectives?

* How fast will consumers recognize and re-

spond to this innovation when available?

Ideally, both parties come to the table with a
clear idea of their needs. The TTO will have a list
of the strengths of the technology, the strengths
of the investigator, and the strengths of the insti-
tution, while the company will arrive with a clear
definition of what it needs to accomplish its stra-
tegic goals. A close match will allow the manager
to move on to the next qualifying question.

5.2 Do time frames mesh?

Where does the project fit in with the company’s
development plans? The due diligence clauses
in the contract need to match the answer to
this question. The technology transfer manager
might have negotiated a terrific royalty on prod-
uct sales, but the company may not have plans to
insert the technology into its product develop-
ment group until the year 2015. Reviewing the
business plan would be helpful in assessing the
intentions of the company.

The company needs to express its intent to
commercialize the technology in an acceptable
time frame in order for the negotiation to pro-
ceed. Too many TTOs have been surprised by
their partners’ lack of diligence, and asking this
question in the beginning establishes the ground-
work for moving on to the next qualifying ques-
tion. Diligence can be ensured by attaching mile-
stone payments, minimum annual royalties, or
research-funding-level commitments to develop-
ment activities.

5.3 Is the company’s budget adequate?

How much money does the company have
budgeted to develop this technology? The an-
swer must match both the institution’s and the
company’s needs. Will the scientist be comfort-
able with this level of funding? What research
should be carried out at the company versus at
the institution? The answers to these questions
may reveal a flaw in the company’s intentions.
For example, it may desperately want this tech-
nology to round out a portfolio that would help
the company raise additional funds but not re-
ally have the budget to undertake the project.
The TTO might then miss the opportunity to
license the technology to another party who has
adequate funding available.
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Typically, this question can come down to
a company having any funds versus having the
right funds. While having “any funds” may be
acceptable, all involved need to understand this
prior to entering into an agreement.

5.4 Do prejudices exist?
Prejudice against an institution, TTO, or scientist
should not be overlooked in the qualification pro-
cess. The TTO, for example, may have found the
ideal company for commercializing a technology,
but it turns out that the scientist is a leading con-
sultant for the competition. Or perhaps the com-
pany has a major program in this field with another
institution, and wants to avoid diluting its efforts.
Perhaps previous negotiations with the company
have been poorly handled, and so the company is
reluctant to negotiate with the institution again.
Such prejudices need to be addressed. Any of
these situations can cause negotiations to break
down or even never begin. If historical prejudice
involved former personnel or a situation that no
longer exists, then the prejudice may be irrelevant,
but there need to be assurances from the company.

6. MARKETING PACKAGE

6.1 Tailoring to your customer

The marketing package depends on the stage of
customer qualification. Initially, when inventory
is made, a short, nonconfidential abstract of the
technology should be prepared. Organizing these
abstracts by market segment allows the TTO to
provide tailored packages to prospects. The tech-
nology transfer manager must understand that
industrial business development offices receive
hundreds of technology proposals. Proposals that
align with the interests of such offices will have a
much better chance of getting attention. Do not,
however, overplay this aspect. Potential custom-
ers will reveal their level of market knowledge
when they are qualified in the “technology to fit
the need” questioning. It is extremely dangerous
to tell a company how to conduct business in its
field, even if a scientist thinks the company is ap-
proaching it incorrectly. Boxes 1 and 2 present two
approaches for initiating the search for a company
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to license and develop a technology. Rifle-shot
marketing* (Box 1) is most appropriate when the
TTO has a handful of good partnering prospects.
The shotgun-marketing approach (Box 2) pro-
vides advantages for small tech-transfer offices.” It
is a no-frills approach that allows for a wide range
of notification without a huge investment of time,
but it requires careful orchestration.

An up-to-date Web site, with available tech-
nologies easily accessible, will augment your mar-
keting approach. Make it easy for customers to
navigate to a technology area and provide your
nonconfidential abstracts. It could also be helpful
to allow a link to pdf files of the abstract and of
other publications so that the person searching can
easily share the information with other internal
staff. The TTO might also consider developing a
list of quick pitches on video with the investiga-
tor taking 3—4 minutes to explain the technology.
Technology today can produce videos relatively in-
expensively, and setting a goal of adding 1-2 per
month will help build the inventory without di-
verting too much energy from other tasks.

6.2 Getting it (confidentially?) right
An even more targeted approach than that of rifle-
shot marketing will give the right information, to
the right person, at the right time. Such precision
requires a tremendous amount of effort, and man-
agers should evaluate the opportunity cost of pur-
suing this approach in relation to other technolo-
gies that could be marketed using other methods.
To pursue the “right-right-right-right” method,®
be sure to offer the “right information” including;

e dite

e abstract

* patent or serial number

* summaries and digests

* catalogs and lists

* patent applications

* venture summaries

* business plan outline

* inventor discussions

As far as knowing how much information to
give—and the form in which to give it—be sure
to emphasize the benefits of the invention rather
than its features. Describe what the invention



Box 1: RIFLE-SHOT MARKETING

1. Present to one company at a time (or at most three or four).

2. Do not spend time and money publishing lists of “available cases.”

3. Present technologies handpicked for your contacts—but do not wear out your welcome.

4. Send as much nonconfidential information as you can, including published papers, if possible.

5. Do not send confidential information uninvited, but include a confidentiality agreement for easy
access to more information.

6. Include the names of all the inventors; for example, “R.Jones and Albert Einstein” not “Jones, et al.”

7. Send a cover letter that explains:
- what the case is all about (one paragraph)
- why the case might interest the company
+ what the licensing situation is
« how to get more information

. Don’t be unnecessarily protective of information.

. Do answer phone calls and letters promptly.

N
4

Box 2: SHOTGUN MARKETING

Principle features of the shotgun marketing approach:

« many companies notified at once

« “cold mailings” used instead of targeted mailings
« preference to hit “more” instead of “less”

« follow-up time reduced

Special techniques for using the shotgun approach:

« provide a marketing package with a nonconfidential abstract for the invention/technology

- use letterhead, stationery, and other paper goods that clearly identify the institution

- use careful selection criteria to identify marketing targets

+ maintain as much contact as possible with technology liaisons of the primary marketing targets
- explain to potential licensees why you are using this approach

N /

AN
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does rather than how it does it. Compare the
invention to one or more current alternatives,
and highlight the invention’s advantages but
be prepared to knowledgeably discuss its
disadvantages. Identify and evaluate the market
potential, estimate production methods (and
costs, if possible), and estimate the investment
required to commercialize the invention. For the
latter, be sure to consider what other technical,
marketing, or distribution resources would
be required. Also, share knowledge you may
have of any regulatory, governmental, or other
factors that are important to commercializing
the particular technology. Finally, develop an
intuitive feel for how the invention would fit
in a company’s strategic technical plans. As part
of this attempt, try to use a title that will have
marketing appeal, instead of a patent-type title.
For example, turn “Synthesis of Conducting
Tim Films by Nitridation of Spin-on Oxides”
into “Improved Fabrication for Titanium
Nitride Films Using a Sol-Gel Process.” This will
show that you have carefully thought not only
about how the potential product would fit into
the company’s product portfolio but also how it
might fit more generally into the market.

To get your information into the “right
hands” at the “right company,” you will need
to have identified who the “right hands” are.
Consider what company level or function is most
suitable for your pitch:

* top: chief executive officer, president, gen-

eral manager, vice president, director

e bottom: scientist, engineer, operations staff,

marketing/sales personnel

* middle: licensing, patent counsel, tech

transfer

* by function: R&D, engineering, market-

ing, business development

Be sure to take full advantage of alumni
employees, departed inventors, and others who
may still have very useful contacts and informa-
tion that can help you get your materials into the
right hands. Of course, before you can identify
the right hands, you will need to have identified
the right company. Resources for finding the right
company include:
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* inventors

¢ online services

¢ business directories

* trade journals

* professional and trade associations

* scientific conference attendees/speakers

* government contacts (for example, Small
Business Innovation Research grantees)

To find the right time to contact the right
hand at the right company with the right infor-
mation, you will need to be aware of changes in
government regulation, shifts in business focus,
external circumstances (for example, war or mac-
roeconomic changes), personnel changes, tech-
nical breakthroughs, and other relevant current
events. Think hard, then roll the dice.

It is possible to provide even more detailed
information after confidentiality agreements have
been signed. But more and more companies are
scrutinizing their willingness to sign such agree-
ments, especially for devices. At any rate, in con-
fidence, more scientific detail may be provided,
including a more detailed patent-status descrip-
tion. Depending upon the opportunity’s poten-
tial size, the TTO may go further and provide a
full business plan to prospective investors.

The key to any successful information pack-
age is to find answers to as many questions as
possible as to what companies would partner well
with the institution, and then tailor the package
to handle any objections raised by the customer.
Be sure to emphasize the benefits of the invention
related to the market. For example, could the in-
vention lead to any of following?

* a product or service that performs an en-
tirely new function

* improved performance of an existing
function

e improved manufacture of an existing
product

* additional functions of an existing product

* an existing product in a new market

* integration of two existing products

If the answer is yes, be sure to say so. Finally,
and most importantly, follow up and keep track
of contacts.



7. CLOSING THE TRANSACTION

71
Hopefully, the basic terms of the technology

Terms

transfer will become evident after the qualifica-
tion effort is complete. However, it would not be
unusual for the terms to reveal the true answers to
qualification questions. This is when it is critical
for both sides to really understand what is expect-
ed from each party. Budget and remuneration is-
sues should certainly be resolved at this stage and
not left to the execution copy stage.

The technology transfer manager should not
take a term sheet lightly. The institution attorney
will caution the TTO that the term sheet could
be construed as a binding document. Therefore,
it should not be used for loose negotiating, but
instead as a sincere effort to understand each
other’s responsibilities for the transaction. This
includes not only the financial commitments,
but the personnel, laboratory, institutional, and
corporate resource commitments.

7.2 Transaction time and negotiation process
Transaction time, or the time taken to negotiate
a contract from start to finish, is critical to the
TTO if it is going to keep up versus build up its
inventory. Lengthy negotiations, long meetings
without agendas or outcomes, and lack of prepa-
ration all contribute to prejudices that could in-
terfere with current and future transactions.

The technology transfer manager should keep
in mind that royalties cannot begin without the
completion of the transaction. A six-month delay
due to a lack of focus or commitment may mean
six months of lost revenue to the company and lost
royalties to the institution. Moreover, competitive
technologies often have a limited window of op-
portunity. It is a real disservice to all involved if
an opportunity is missed because of an inability
to work through the issues. One should always re-
member that, instead of languishing, it is usually
better to determine quickly that a potential partner
is not actually a qualified customer and then move
on to another party that is more capable. The TTO
has to look at such options as an opportunity cost:
there are always other cases that could be moved
forward but for a delayed qualification process.

This author has found it helpful as a mem-
ber of a technology transfer department to re-
view regularly the top three to six projects that
are nearest to closing. Department members
contribute to the process by suggesting ways to
move things toward closing. The exercise also
reminds the professional to spend an appro-
priate amount of time completing the task. In
short, the TTO often needs to be the facilitator
as much as the negotiator.

73 Follow up

The signatures on the execution copy of the con-
tract are usually (1) the signal for celebration
and (2) the opportunity to move on to the next
case. However, the follow-up to a contract is of-
ten overlooked, and this can be a costly mistake.
One must maintain contact in order to ensure
that the company’s original goals with respect to
the technology remain the same. Be aware that
the company may have been saying yes, when it
really meant no, to questions during deal nego-
tiations or during the ongoing commercialization
of the institutions technology. This indecision
can manifest itself when the TTO has presented
a technology to a company that either does not
want to, or cannot, make a decision about com-
mercialization. The institution, for example, may
be a big customer of the company’s existing prod-
ucts, and the company does not want to upset the
current relationship by passing on an opportunity
to license a technology. But because the company
does not know what to do, it does nothing, and
the technology sits.

There is also no alternative to tracking con-
tracts to make sure that payments are made and
milestones are reached. Indeed, the diligence of
all parties needs to be assured in order to eventu-
ally see a product enter the market. A database
program should be used to automatically flag
events, activities, and payments so that the TTO
can more effectively follow up with the sponsor,
collect fees, and monitor progress. By following
up and measuring the success of a program, one
gains useful information for future contracts.
Indeed, a relationship can be built with the
company that allows for more-efficient future
negotiations.

CHAPTER 12.5

HANDBOOK OF BEST PRACTICES | 1211



8. CONCLUSION

Marketing intellectual property has unique chal-
lenges, not the least of which is trying to sell un-
developed (and, therefore, unproven) technology.
The intangible and uncertain nature makes finding
companies to develop such technology difficult,
and yet critical to bringing the technology to mar-
ket. Taking the many special considerations into
account, marketing intellectual property can keep
a technology transfer manager on top of IP devel-
opments at his or her institution, be an intellectu-
ally and socially stimulating part of the job, and
be a successful foundational element of a TTO’s
overall achievements. m
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CHAPTER 12.6

Patent Licensing for Small Agricultural
Biotechnology Companies

CLINTON H. NEAGLEY, Associate Director, Technology Transfer Services, University of California, Davis, U.S.A.

ABSTRACT

A small agricultural biotechnology (agri-biotech) com-
pany needs to establish a strong IP portfolio. Such a port-
folio provides a foundation for R&D, encourages outside
investment and funding, and supports product commer-
cialization. An important step in establishing an IP port-
folio is in-licensing patent rights from third-party patent
holders. Nonexclusive licenses typically give a company
freedom to operate and open up the possibility of creating
commercializable products. Exclusive licenses give a com-
pany an exclusive position for commercialization under
the patents in question.

This chapter discusses in-licensing as it applies to small
agri-biotech companies. It describes the types of technol-
ogies that may be subject to in-licensing, the procedures
attendant upon in-licensing, and the terms that may be
delineated by in-licenses.

1. INTRODUCTION

In order to be successful, a technology company
needs to build a proprietary position in intellectual
property (IP); that is, it needs to build a strong IP
portfolio. The portfolio should be composed pri-
marily of both company-developed patent rights
and patent rights acquired through licensing, but
it may also include know-how, trade secrets, copy-
rights, and trademarks. The IP portfolio should
include a diverse set of IP rights that provide the
company with both freedom to operate (FTO),
which clears the path to commercialization, and

a position of exclusivity, which provides a unique
competitive position. Acquiring license arrange-
ments and the FTO or exclusivity they provide
increases a company’s value, its attractiveness to
funders, and its chances for acquisition or public
offering.

Company-owned intellectual property is an
important part of any company’s portfolio, but
R&D to develop IP takes time and money. In-
licensing allows a company to obtain IP rights
at an early stage, without having to invest in
research. Nonexclusive in-licensed rights, that
is, rights granted to more than one licensee (see
below), provide FTO under the given patent
rights. On the other hand, exclusive in-licensed
rights, that is, rights that are granted to only a
single licensee (see below), provide FTO under
the given patent rights and assure the licensee of
a commercial position of exclusivity on produc-
tion, sales, or use, at least for a certain length of
time.

A strong IP portfolio is key for companies
based in countries with established patent sys-
tems. A strong IP portfolio can also be an as-
set for companies in the rest of the world: it
makes them more competitive in their home
countries. Moreover, a strong IP portfolio may
be necessary if such a company wishes to export
its products to countries with established patent
systems.

Neagley CH.2007. Patent Licensing for Small Agricultural Biotechnology Companies. In Intellectual Property Management
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Oxford, U.K, and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.
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2. NONEXCLUSIVE AND
EXCLUSIVE LICENSES

An IP license (or IP license agreement) is a con-
tract in which a holder of IP rights (the licen-
sor) grants certain rights to another party (the li-
censee) in return for compensation (monetary or
otherwise). The scope of a license depends on the
rights that are licensed, as well as how, when, and
where these rights may be used or practiced. The
rights granted by a patent license include rights
granted under the patent itself, but may also in-
clude trademark rights, copyrights, know-how
rights, or rights over tangible material (personal
property). The characterization of an IP license
depends on one’s perspective: the licensee con-
siders it an in-license (because the licensee takes
the license, as well as responsibilities and benefits
thereof, into its IP portfolio) and the licensor
considers it an owut-license (because the licensor
grants IP rights out of its own portfolio). In the
case of a cross-license, parties pay for in-licenses
from each other by granting out-licenses to each
other.

In-licensing of patent rights may be either on
a nonexclusive or an exclusive basis. Each type of
licensing arrangement serves a different purpose,
involves different contractual terms, and comes
with a different price tag.

In general, a nonexclusive license gives the li-
censee FTO for the patented technology, but not
an exclusive position. The licensor may grant li-
censes to others for the same technology. A non-
exclusive license may contain a nonassert clause:
that is, the licensor agrees not to assert any other
patents against products developed by the licens-
ee using the original license. It is not uncommon
for small agri-biotech companies to acquire a se-
ries of nonexclusive licenses so that they have the
right to develop technologies that they can even-
tually use to create new products.

In contrast, an exclusive license gives the li-
censee FTO for the patented technology and an
exclusive position on its use; in other words, hav-
ing an exclusive license to a patent is, in certain
ways, like holding the patent itself. Exclusive li-
censes can help a new company to establish itself
in a research area and to generate income for its
own research activities. The trade-off is that an
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exclusive license typically costs more than a non-
exclusive license.

“In-between” licensing positions may also
be possible. For example, a company could seek
a nonexclusive license with the option within a
certain period of time to convert the nonexclu-
sive license to an exclusive license. Such an option
grant is normally more costly for the licensee than
a nonexclusive license alone because the licensor
agrees not to grant licenses to others during the
specified period of time.

3. TYPES OF AGRICULTURAL
TECHNOLOGIES COVERED BY
LICENSING

A small agri-biotech company should develop

a competitive IP portfolio that includes patents

and licenses for enabling technology, trait tech-

nology, and also plant material.

Enabling technologies (in other words, research
tools) are used to bioengineer new organisms.
Enabling technologies include plant transforma-
tion technologies; promoters and other expression
systems, including constitutive, inducible, tissue-
specific, and temporal-specific promoters; mark-
ers, including selectable and screenable markers;
vectors; gene-suppression technologies; leaders,
transits, and signals; excision technology; and oth-
er components introduced into a bioengineered
plant that are not trait- or phenotype-specific.

In-licensing is typically nonexclusive for en-
abling technologies. Nonexclusivity allows the
licensor to grant many licenses and thus widen
its revenue base; at the same time, the licensee
can acquire technology and FTO at a lower cost.
At times, however, in-licensing of enabling tech-
nologies may be exclusive, either for broad use or
for specifically defined use, such as a defined crop
area or a defined trait area. Licensing enabling
technologies may involve a transfer of rights over
tangible property (for example, DNA sequences)
that may be regulated by material transfer agree-
ments or bailments.'

Trait- or phenotype-specific technologies can be
used to create plants with new genes that express
desirable traits. The genes may be derived from
any type of organism, for example, viral, bacterial,



fungal, plant, or mammalian. The genes may be ex-
pressed as desirable agronomic traits, for example,
biotic or abiotic resistance, or desirable consumer
traits such as color, flavor, texture, or fragrance.

In-licensing is often exclusive for trait-specific
technologies. A license may only authorize the li-
censee to work with a particular crop or group of
crops. Exclusive licenses allow the licensor to be
compensated for genes that it is not currently ex-
ploiting itself; at the same time, such licenses allow
the licensee to hold an exclusive position with re-
spect to the use of these technologies and to devel-
op new commercial products with them. Licensing
of trait technologies may involve a transfer of rights
over tangible property, for example, genes or gene
constructs, which may also be regulated by mate-
rial transfer agreements or bailments.

A third type of technology is the plant ma-
terial into which enabling technology and trait
technology can be introduced. Plant material en-
compasses model plants, for example, Arabidopsis,
that are used in early-stage research, as well as
commercial-crop plant material (either breeding
material or varietal material) that is used both in
research and later-stage development or commer-
cial work.

Plant material can be in-licensed if it is pro-
tected by patents (or plant patents) or by plant
variety protection/plant breeder’s rights. If the
plant material is not protected by intellectual
property, access may be through material transfer
agreements or bailments. However, not all plant
material is protected by IP laws; some is in the
public domain or freely available, for example,
from the U.S. Department of Agriculture.

4. LICENSING PROCEDURES

Licensing is a time-consuming and expensive
procedure. Normally, each company involved in
licensing has a team that includes one or more
in-house technical people (and often the head of
research), as well as one or more business people.
In addition, in-house and outside patent special-
ists should be available to provide input. Patent
specialists include patent counsel (in the United

States, lawyers who are qualified to practice before
the U.S. Patent and Trademark Office, or PTO)

and patent agents (in the United States, nonlaw-
yers with technical training who are qualified to
practice before the PTO). If the company is not
large enough to have in-house patent counsel,
then outside counsel who understand the compa-
ny’s technology and budget requirements should
be retained. Even when in-house patent counsel
(and/or in-house patent agents) is present, outside
patent counsel should still be held at the ready to
assist with difficult or special situations.

The company should develop a patent plan
for each R&D project it hopes to undertake. In
addition to planning IP protection for company-
developed inventions, the patent plan should
identify the existence and status of third-party
patents for which it would be useful to obtain li-
censes. As the research plan matures, and as the
third-party patent landscape changes, the patent
plan will need to be revised.

The process of identifying third-party patents
is detailed elsewhere in this Handbook.” But brief-
ly, third-party patents may be identified based on
information available from a number of sources,
including published patent applications, patent
grants, publications, conference presentations,
Web sites, Securities and Exchange Commission
submissions, and the popular press. Patent ap-
plications are published by the PTO; by the
World International Patent Organization, which
publishes patent applications under the Patent
Cooperation Treaty; and by individual foreign
patent offices.

Although it is important to consult pub-
lished patent applications, a few caveats are called
for. First, the patent application is published 18
months after the patent is filed, so it does not
contain up-to-date information. Second, the
published patent application normally contains
the claims as filed, not as may be amended in
prosecution or as will be granted. After the pat-
ent application is published, however, the patent
file is made available to the public and it will be
possible to track any changes of the patent claims
during the patent prosecution. Third, there is no
guarantee that the patent application will issue as
a patent. Fourth, it is not uncommon for more
than one applicant to seek patent rights for the
same invention. In countries outside the United
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States, the general rule is that the first to file a
patent application is entitled to the patent. In
the United States, however, it is the first to invent
who is entitled to the patent.

Once important third-party patents are
identified, they and their file histories should be
studied to determine the scope of patent claims
and their applicability, or lack thereof, to the
project being considered. If the patent is appli-
cable to the project, if a license is available, and
if its price is within the company’s budget, the
company might decide to seek the license. If the
patent is applicable to the project but a license
is unavailable, or not economically feasible, the
project plan should be reevaluated; there may be
work-arounds, that is, alternative ways of achiev-
ing the same results, that avoid the patent.

If the company decides to seek a license, the
company should determine whether it wants
nonexclusive or exclusive rights, decide what it
is willing to pay for them, and decide whether
it wants license rights or option rights.> Contact
with the patent holder (the potential licensor)
can be made directly or through an intermediary,
such as an outside law firm. Using an intermedi-
ary may be useful if the company does not want
to identify itself to the potential licensor until it
is certain that a license is available. Negotiations
can be direct or conducted through an intermedi-
ary and are often governed by mutually agreed-
upon confidentiality agreements. During the
negotiations, the licensor may ask for a business
plan from the potential licensee(s) if the licen-
sor is deciding among several potential licensees
and/or in order to calculate the level and type of
compensation it will request. The negotiation is
normally conducted under the direction of, or at
least with the input of, each company’s business
and legal team. Typically, discussions lead to the
creation of a term sheet, which in turn is followed
by negotiation of the terms and language of the
license agreement.

5. TERMS OF LICENSE AGREEMENTS

The core of a patent license agreement consists of
two parts: first, the rights to be granted to the li-
censee, and second, the compensation to be paid
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to the licensor. The rights granted are generally de-
termined by the scope of the patent, though not
always. The license may also delineate other rights
that are to be granted, for example, tangible prop-
erty rights, copyrights, know-how, trade secrets,
or trademarks. The licensor receives compensa-
tion by way of a negotiated payment arrangement
of fixed fees and/or royalty fees. Other key pro-
visions of the license agreement typically include
responsibility for liability; diligence requirements
(defined below); the licensee’s rights of participa-
tion in patent procedures; the term or duration of
the agreement; and license assignability (defined

below).

51 Patent rights

The rights conferred by a license, or patent rights,
are normally based on the rights covered by one
or more defined patent applications or patents,
along with rights to any related filings (such as
continuations, divisionals, and reissues). If the
license is to be applicable in a foreign country,
patent rights will also include rights under the
counterpart patent(s) of that country. As noted
above, the license may also confer rights under
any other patents of the licensor that cover prod-
ucts covered by the defined patents (nonassert
clause).

5.2 Rights granted to the licensee

According to a strict definition of an exclusive li-
cense, the licensor keeps the title to the patent
but retains no other rights for itself (although,
as noted below, in practice the license will often
specify certain retained rights for the licensor). In
a sole license, the licensor grants a single license
while retaining full rights for itself. In a coexclu-
sive license, the licensor grants licenses to a de-
fined number of licensees (typically two).

There are several key ways that a license grant,
either nonexclusive or exclusive, can be limited or
defined. First, the grant can be limited zerritori-
ally, for example, it can be restricted to certain
countries, or certain geographical areas within the
United States. Second, the grant can be limited in
terms of duration, for example, it can be limited
to the life of a given patent, or some other defined
period of time. Third, the grant can be limited to



a defined freld of use (for example, research use, or
use of certain crops or traits).

The grant, even where exclusive, may also be
limited by specified retained rights of the licensor,
that is, those rights that continue to be held by
the licensor or that can be granted by the licensor
to other licensees interested in a different busi-
ness area, in a different territory, or for different
fields of use. For instance, the Public Intellectual
Property Resource for Agriculture (PIPRA) rec-
ommends that agri-biotech licensors retain rights
that will allow them to license their technology to
others for humanitarian purposes.* If a patented
technology is developed using U.S. government
funding, any license is subject to the rights of,
and the obligations owed to, the U.S. govern-
ment (Bayh-Dole Act, 35 U.S.C. § 200 et seq.).

Normally, the grant will specify whether or
not the licensee has the right to grant sublicenses
to afhiliates, other corporate partners, or other
third parties. There may also be express sublicense
rights to allow others to make or sell products on
behalf of the licensee. Exclusive license agree-
ments often allow broader sublicensing rights
than do nonexclusive license agreements.

In addition, the grant may also provide for
release or forgiveness for past acts of infringement
by, or on behalf of, the licensee. The license may
also grant additional rights in the form of mosz-
Jfavored-nations clauses, in nonexclusive licenses,
or in the form of right-of-first-refusal clauses for
future licensor improvements. A most-favored-
nation clause provides that, in the event the li-
censor grants more favorable terms in a license
with another party for the same patent rights, the
licensor will offer the same more favorable terms
to the original licensee. A right-of-first-refusal
clause provides that, in the event the licensor de-
velops improvements of the licensed patent rights
and chooses to make those improvements avail-
able for licensing, the licensor will offer to license
such improvements to the licensee before offering
to license them to others.

5.3 Compensation due to the licensor

Compensation may be a combination of fixed
fees, which can be paid up-front and/or periodi-
cally, and earned royalty fees. Both the level and

timing of compensation are important to the
company with respect to its planning and budget.
In determining what compensation it is willing to
pay, the company will need to estimate the poten-
tial value of the licensed technology and assess the
potential value of any commercialized products
that might be developed under the license. This
analysis should take into account many factors,
including the product’s potential market size, its
likely market share, the nature of any competi-
tion, the strength of the licensor’s patent rights,
the scope of the license, advantages (whether
monetary or otherwise) of in-licensing, projected
costs of future development, and the likelihood
that the product will be successfully commercial-
ized. Previous licensing agreements for the same
or similar technology are relevant to the analysis.
The licensee may seek to pay less if it must obtain
licenses from other licensors in order to commer-
cialize a product covered by the license agreement
(stacking royalties).’

Compensation may also take nonmonetary
forms: stock in the licensee company, an exchange
of license grants, or cross-license arrangement, or
a grantback to the licensor. Grantback compen-
sation involves the licensee granting the licensor
rights to future inventions made by the licensee
using rights received from the licensor.

5.4 Liability

The licensee may want the licensor to provide
assurance of the right to license, and assurances
with respect to the scope or strength of the li-
censed patents rights. The licensor may want the
licensee to indemnify the licensor against liability
resulting from licensee’s activities under the li-
cense agreement. Additionally, the licensor may
seck to impose insurance requirements on the li-
censee. Such liability-related clauses often are the
subject of negotiation.

5.5 Diligence terms

The licensor typically wishes to ensure diligence
on the part of the licensee in developing prod-
ucts and making certain that the products reach
the commercial market. Diligence is particularly
important for exclusive licenses, since the licen-
sor may not receive sufficient benefit from its
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patent rights absent diligent licensee activity. In
nonexclusive licenses, diligence on the part of the
licensee may likewise be important as a means
of ensuring both that the license arrangement
provides some value to the licensor and that the
products created by the licensed technology will
enter the marketplace.

Diligence terms (or requirements), particu-
larly in the case of exclusive license agreements,
typically identify milestones. These are specified
steps in the process of research, development, and
commercialization that the licensee is required
to reach by specified dates. In agri-biotech, such
milestones may include the development of a
model plant system, the development of a crop
system, field trials, obtaining regulatory approval,
initial commercialization, and commercialization
at predetermined levels. If the licensee fails to
achieve the specified milestones at the specified
times, the licensor may terminate the license or, if
the license is exclusive, reduce it to nonexclusive
status. The diligence terms may include a provi-
sion for extending timelines in exchange for ad-
ditional compensation. The licensee will want to
protect itself against a loss of rights if unforeseen
circumstances slow down the process of develop-
ment and commercialization; the licensor, on the
other hand, will want to make certain that it has
recourse in case the licensee does not fulfill its end
of the bargain.

In addition to, or occasionally in place of,
the fulfillment of milestones, diligence terms
may require the licensee to make periodic pay-
ments (often minimum annual payments), re-
gardless of the licensee’s level of sales under the
license agreement. Such payments may be set at
a fixed amount or be gradually increased accord-
ing to business projections. The licensor may ask
for both periodic payments and the fulfillment of
milestones, in order to ensure that it will receive
compensation and that the technology will enter
the marketplace.

5.6 The licensee’s responsibilities

vis-a-vis the patent
In a nonexclusive license agreement, the licensee
may not be required to pay patent costs, that is,
the costs of filing, prosecution, and maintenance
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of patent filing; under such an agreement, the li-
censee typically will not have the right to partici-
pate in patent decisions, such as the opportunity
to review and comment on patent submissions.
On the other hand, a nonexclusive licensee may
be asked to pay a pro rata share of patent costs; or,
if it is the first licensee, it may be asked to pay all
the patent costs until other licenses are granted.

In an exclusive license agreement, the licens-
ee is often asked to pay patent costs. In return, the
exclusive licensee typically has the right to par-
ticipate in patent decisions. The exclusive licensee
may also have the right to opt out of patent costs
in the event such steps as appeals, interferences,
or oppositions are undertaken, but the licensee
may give up its own rights to such filings by opt-
ing out. The exclusive licensee may also have the
right to control prosecution and maintenance of
any licensed filings that the licensor chooses to
abandon.

License agreement terms may delineate the
licensee’s rights in case of patent enforcement
procedures, for example, if and when a licensee
is entitled to participate in enforcement actions,
or how or whether the licensor and licensee, or
licensees, will share the costs of enforcement pro-
ceedings and any compensation that may result
from them.

5.7 License term and termination

The term of a patent license agreement typically
extends for the life of the patent. The licensee is
typically allowed to terminate the agreement at
any time, so long as the licensee provides ad-
equate notice and pays any accrued fees and any
applicable patent costs. In contrast, the licensor is
usually only allowed to terminate the agreement
if the licensee violates the license, for example, by
a material breach or failure to satisfy the diligence
requirements.

5.8 Assignability

A small company licensee will likely be concerned
about the assignability of the license agreement
by the licensee, that is, the licensee’s right to
transfer the license to another party in the case
of corporate restructuring or acquisition of the
licensee. The licensor may not wish to agree to



such assignability in advance because the licensor
cannot know who the successor licensee will be.
In order to resolve such conflicts, various in-be-
tween terms are possible; assignability might be
allowed only in certain situations, for example.
The licensee, on the other hand, may want an ex-
press clause to the effect that in any assignment of
the license by the licensor, the new holder of the
license (new licensor) will be bound by the terms
of the license agreement.

5.9 Other provisions

License agreements typically contain a number of
other provisions, often called boilerplate or stan-
dard clauses, such as clauses for reporting of the
licensee’s progress; confidentiality of communica-
tions; procedures for arbitration or litigation of
disputes between licensor and licensee; compli-
ance with requirements of applicable laws and
regulations; and choice of governing law.

6. CONCLUSIONS

A small agri-biotech company, whether based
in a developed or developing country, can help
substantially to build its patent portfolio and

commercialization position through patent li-
cense agreements with third parties. The compa-
ny should determine what license rights it wants
to seek, whether it wants to seek these rights on
a nonexclusive or exclusive basis, and under what
terms it is willing to license the rights. Such li-
cense agreements can provide the company with
an important complement to its company-owned
intellectual property, both in terms of the com-
pany’s freedom to operate and in terms of the
company’s exclusive proprietary position. m
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Business Partnerships in Agriculture and
Biotechnology that Advance Early-State Technology
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ABSTRACT

Given the expertise of large agricultural companies with
respect to product development from cutting-edge re-
search, these companies often choose to in-license tech-
nologies from small biotechnology companies and uni-
versities rather than relying solely on in-house efforts.
This chapter provides an overview of the interest of large
industry players in sourcing early-stage technologies from
companies, how best to communicate those opportunities
to companies, and what to expect in terms of valuing the
technology and structuring a licensing deal. Large com-
panies are generally interested in creating new products
or new technologies that are commercially viable and that
help establish sustainable agricultural economies. But, in
addition, they generally support providing products and
technologies that bolster subsistence farming and human-
itarian efforts, while recognizing the need to protect the
company’s intellectual property against unauthorized uses
for commercial or other unintended purposes.

1. WHY LARGE COMPANIES
LICENSE TECHNOLOGY

Not unlike most other industries, large companies
in agriculture excel in the product development
portion of research and development (R&D).
Nevertheless, they have come to recognize that a
large share of the innovative, early-stage, cutting-
edge research in agriculture takes place at universi-
ties and smaller companies. Large companies have
invested heavily in the infrastructure needed to de-
velop, register, and bring products to market. While
product development requires significant resources

and funds, such investment is economically feasible
because it has inherently less risk than investment
in early-stage research. Partnerships and collabora-
tions with other entities allow large organizations to
diversify away the higher risk associated with early-
stage research by creating the opportunity to access
a much larger portfolio of technologies developed
by thousands of different entities, as opposed to re-
lying solely on the large organization’s own internal
research programs. Smaller companies and univer-
sities can focus on cutting-edge research and dis-
covering new solutions, without carrying the bur-
den of investing resources, and instead can realize
value from their discoveries through licensing and/
or partnering with larger companies for subsequent
product development and commercialization. This
model has been adopted by the pharmaceutical in-
dustry: in its quest to discover blockbuster drugs,
most large pharmaceutical companies have chosen
to in-license technologies from small biotechnology
companies and universities rather than relying on
in-house research alone.

2. THE AGRICULTURAL INDUSTRY

Although the agricultural and pharmaceutical
industries have come to share the model of in-
licensing new early-stage technologies as opposed
to investing internally in higher-risk research, a
number of fundamental differences with regard
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to the model exist between the two industries.
These differences are reflected in how the phar-
maceutical and agricultural companies tend to
structure the relationships and agreements with
their technology partners.

The length of time required to develop seed
products is considerable. When using classical
breeding approaches, developing a conventional
seed product takes a minimum of five years, on
average. When transgenic traits are involved,
the time needed to develop and commercialize
a new seed product, including the time needed
to obtain regulatory approvals in multiple coun-
tries for the import, export and cultivation of
the crop, can be seven to ten years.

There are additional reasons for the lengthy
development time lines, including limited
planting times, long growing cycles, and rigor-
ous multilocational testing for efficacy and en-
vironmental impacts. From an investment per-
spective, an early-stage—genetic-trait technology
may not begin to return a profit until ten years
from the initial discovery, if it ever does.

The cost of bringing an agricultural prod-
uct to market can be less than a pharmaceuti-
cal product, and the per-unit value of an agri-
cultural product is also far less. Additionally,
in the agricultural arena there are only a few
major crops of interest, and within those crops
a relatively small number of higher-value ag-
ronomic traits—for example, drought, insect,
disease, and herbicide tolerance as well as a
number of quality traits—that can justify the
investments needed to develop a transgenic
crop solution. This is different from the situa-
tion in the pharmaceutical industry where there
are many different therapeutic areas companies
can target. It should be no surprise that the few
large agricultural companies investing in the
development of early-stage technologies have
significantly overlapping interests, making the
industry extremely competitive, with a strong
focus on protecting IP (intellectual property)
rights. As evidence, over the last decade there
has been significant consolidation, and today
there remains only a handful of major competi-
tors investing in new technologies for the agri-
cultural industry.
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Similar to companies in the pharmaceutical
industry, agricultural companies vigorously pro-
tect against competitors and do so through vari-
ous means including patent protection, plant
variety protection, trade secrets, and trademarks.
Also, unlike most small companies, which have
only a regional focus, large companies look to
market their products worldwide, including in
developing and emerging markets.

Companies are also partnering in new ways,
with foundations and public sector institutions,
to support basic research, local markets, and sub-
sistence farming in developing countries. In ad-
dition to the more immediate humanitarian and
capacity-building benefits, the ultimate objective
of these partnerships is to develop new, profit-
able and sustainable agricultural markets for lo-
cal farmers and growers, ensuring a reliable and
safe food supply in those countries. Companies,
including Syngenta, have provided strong sup-
port and donated proprietary technologies
through a number of foundations, including the
Syngenta Foundation for Sustainable Agriculture.
Companies are generally willing to offer their
proprietary products and technologies in support
of subsistence farming and humanitarian efforts,
while recognizing the need to protect their intel-
lectual property against unauthorized uses, such
as for commercial or unintended purposes. This
good will is often simpler to extend to places
where commercial opportunities are limited.

3. MARKETING NEW TECHNOLOGIES
TO LARGE COMPANIES

In contacting a company, there are generally
two approaches: (1) contact a licensing or busi-
ness-development individual or (2) contact a
company’s research organization. With respect
to the first approach, it is possible to develop
relationships with licensing and business-devel-
opment professionals by being active in orga-
nizations, such as the Association of University
Technology Managers (AUTM), Biotechnology
Industry Organization (BIO), and Licensing
Executives Society (LES). This way, relationships
can be easily established through networking and
through these contacts professionals can gain an



understanding of a potential partner’s interests
and how well matched those interests are to a
subject technology that one may be hoping to
out-license. Companies have a tendency to be
more responsive to people they know and with
whom they have shared experiences. Also, com-
panies are able to be more responsive when they
are provided information that seeks to target their
needs and interests. If no personal contact inside
the company has been established, a promoter
can at least visit a company’s Web site and review
the available information on that company’s cur-
rent products and research interests. Targeting
specific technologies to specific companies that
are likely to take an interest in the technologies
usually has a much greater impact than does us-
ing mass e-mails to describe multiple technolo-
gies to potential partners. A technology that may
be of interest to a company can be overlooked
in a long list. Also, having an up-to-date, easy-
to-navigate Web site with technologies displayed
allows a company to see, on their own time, what
is of interest.

When sending information to a company’s
licensing department, it is important to note that
often such information is reviewed quickly and,
only if it has some quality or aspect that fits spe-
cifically with the needs and strategic interests of
the company, does it gain further review by per-
sonnel who may be able to gauge the relevance
and value of the technology. Thus, it is important
to include clear information on the potential uses
and commercial value of the technology. Without
this, depending on how quickly the information
is read, something of a highly technical nature
may end up being overlooked.

The second method for approaching a com-
pany is on a scientist-to-scientist basis. This typi-
cally provides a more direct route into a company,
because scientists (especially those used to oper-
ating in a commercial environment) are usually
uniquely situated to see the fit of a technology
and determine whether it provides a solution to a
real business need. Companies rely, among other
things, on their researchers to scout technologies,
in their respective areas of expertise, that could
result in new products that further the company’s
business objectives.

4. WHAT COMPANIES ARE LOOKING FOR
Agricultural companies look to in-license tech-
nologies that have commercial applications, re-
sulting in better products or more efficient meth-
ods of producing existing products. Ultimately,
a technology will be reviewed in terms of its fi-
nancial impact. Many technologies are interest-
ing from a scientific point of view but do not
have clear commercial applications. Licensors
can make their technologies more attractive to
agricultural companies by focusing on the poten-
tial commercial relevance of the technology. The
commercial applications must also be financially
feasible from a product development and com-
petitive perspective.

Ultimately, every technology needsa champi-
on within the target company, someone who has
identified and believes in the scientific and com-
mercial relevance of the technology. Champions
are usually the very scientists who will ultimately
develop the technology for market. Champions
on both sides of a deal are critical if the deal is
to be successful. Too many times, technology is
in-licensed and sits on the shelf or is applied in-
appropriately because champions were absent or
were under-resourced. Part of the due diligence
for in-licensing any technology should be to
ensure that the project is resourced sufficiently
and that champions are identified and are able
to make the project move in accordance with
agreed-upon timelines.

4.1 Risks of technology

Most technologies from universities or small
companies are at an early stage and so, by nature,
carry significant risk from a product development
perspective. Licensors need to recognize the sig-
nificant time, resources, and money required to
move a project through development to a success-
ful launch. Costs include R&D expenditures, IP
and patent costs, regulatory-approval costs, and
production and marketing costs. All of these need
to be taken into account when allocating the value
associated with bringing the technology to mar-
ket. Later-stage technology (such as one that has
already been proven in a relevant crop) would of
course have a higher value. How data is generated
to prove a technology also needs consideration.
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Studies conducted in a greenhouse or in non-elite
germplasm do not always translate well into the
field where the product may be exposed to the full
range of environmental and other effects. Many
times, a company will want to evaluate a technol-
ogy over the course of two or three years in order
to understand how it works, across multiple envi-
ronments outside of the laboratory or greenhouse
environment, before agreeing to negotiate final
commercial terms. Because of the risk associated
with technology, large companies often prefer to
start with a research or evaluation license, with an
option for a commercial license, building in key
terms to the option that ensure that commercial-
izing the product, if field trials are successful, will
be economically feasible.

4.2 Type of technology

Different types of technologies have different ap-
plications and so have different values associated
with them. An agricultural technology can gen-
erally be classified in one of two ways: (1) as an
enabling technology that helps or enables a prod-
uct to be created (for example, gene promoters
that drive the expression of proteins or tools that
enable or enhance the ability to transform a par-
ticular crop) or (2) as a technology that is itself a
product or that causes a seed product to contain
a characteristic or trait that provides a benefit to
the grower, the manufacturer, or an end-user of
the product and for which the seed company can
derive additional value.

Enabling technologies are helpful for bring-
ing products to market, but in many cases such
technologies are only alternatives or improve-
ments on other methods or technologies that
accomplish similar tasks. Because a number of
substitutes may exist for an enabling technology,
they are usually of less value than technologies
that embody products. Accordingly, large agri-
cultural companies are likely only interested in
a nonexclusive license for enabling technologies,
allowing freedom to operate with the technology.
The companies are likely hesitant to pay running
royalties, preferring instead up-front fees, annual
fees, or milestone payments. It should be noted
that while enabling technologies often are used
across a number of projects, the majority of these
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technologies and projects will not progress to
market.

Product technologies, on the other hand, are
those that are brought to market. For this category
of technologies, agricultural companies are often
interested in exclusive rights in order to obtain a
strategic advantage in the marketplace. Because
such technology directly translates to sales and
revenues, it has an inherently higher value.

5. TECHNOLOGY VALUATION

Valuing technologies is a difficult and complex
task because of all the uncertainties in getting a
technology to market. Often, there is a dispar-
ity in the value attributed to a technology by the
licensor and by the licensee. This is particularly
true in the agricultural industry due to an asym-
metry of information: one company having ac-
cess to more complete information than the other
for determining the cost of bringing a product
to market and the potential revenue sales of the
end-products would bring. In the agricultural
industry there are not always comparable deals
with which to compare prospective products, es-
pecially as companies embark on new market ar-
eas that involve traits outside of established traits,
such as insect resistance and herbicide tolerance.
Additionally, in order to sell certain traits in the
market, the traits must be combined with other
input or agronomic traits to which the licensor
has not contributed. Value will also be influenced
by the presence of competitive traits in the mar-
ket. This adds additional complexity to the value-
capture discussion.

The value of an early-stage technology needs
to be discounted based on time to market, the
time value of money, technical risk, and the risk
associated with obtaining regulatory approvals.
Value also must account for the amount of re-
sources invested in commercialization. Many li-
censors discount or overlook these factors because
they are deemed to be out of their control, but
the risks remain and should influence the value-
sharing discussion. Other factors that effect value
sharing include whether additional licenses are
needed for commercialization for ensuring that a
product can be brought to market with maximum



freedom to operate. If other licenses are needed to
bring a technology to market, the issue of “roy-
alty stacking” comes into play, whereby multi-
ple royalties on a product can exceed the profit
margin on the product, making it impractical to
commercialize.

Traditional royalties based on net sales rarely
work in agricultural licensing deals because of the
issues associated with royalty stacking and the
fact that many technologies—from early-stage
enabling technologies to trait-related technolo-
gies—may be employed in developing the final
product. Companies understandably try to avoid
paying royalties to licensors on the value contrib-
uted by other technologies, whether in-licensed
or developed by the company. For the same rea-
sons, large companies also try to avoid paying
product-based royalties on enabling technology
because the enabling technology by itself may not
drive additional revenues.

In most cases, companies can agree to a roy-
alty based upon the value that a particular tech-
nology adds in the marketplace. Models such as
a percentage of trait-related revenue or fixed-fees
per unit are available to licensors.

6. TERMS OF THE LICENSE

When companies choose to in-license technolo-
gies, especially in the agricultural and biotechnol-
ogy industries, the parties need to consider several
issues that must be specified in the license:

* payments: Fees for a deal need to be bal-
anced in accordance with the use and risk
profile associated with a technology. In some
instances, this balance will be achieved over
the life of the license during which pay-
ments through license fees, milestones, and
royalties can be paid on net sales. In other
instances, for example, involving a nonex-
clusive license to enabling technology, this
may be a one-time payment. For product
technologies, payments are traditionally
spread out over the life of the license, reflec-
tive of the risk factors and the development
timeline, so that when there is heavy R&D
spending, license costs are not excessive,
and do not become disincentives, but do

reflect the time frame over which revenue is
actually obtained from the product.

It is important for a licensor to maintain
flexibility with regard to how payments are
structured, in order to meet the needs of
agricultural companies, especially as new
markets are explored. Many times small
start-up companies are seeking to exit with-
in three to five years from the time they are
established, usually because of the expecta-
tions of the venture-capital-investor com-
munity. This can create tension in getting
a deal done because of the expectation to
be paid out, while there is still significant
development and product risk remaining,
long before the company begins to see rev-
enue from the investments it has made and
is making.
exclusivity: Every company would relish
being able to exclude others from obtain-
ing a strategic advantage in the market, but
sometimes obtaining exclusivity may be
neither necessary nor cost effective. Many
factors will effect the need or desire for ex-
clusivity, including financial implications,
the opportunity to block or license com-
petitors, and the opportunity to create a
competitive position in the marketplace.
field of use: For licenses where the licensor
intends to carve out exclusivity in a field of
use, the licensor will want to ensure that
fields don’t overlap and that fields are di-
vided in such a way as to not destroy value
for other potential licensees. Agricultural
companies will many times consider specif-
ic fields of use (for example, specified crops,
or specific traits of interest) as a way to ob-
tain exclusivity in a particular market.
diligence: With regard to diligence provi-
sions, the parties need to acknowledge that
these provisions and timelines should be
reasonable but flexible. This is especially
true for certain agricultural technologies,
for example, seed products, due to the un-
certainty and risks associated with it, in-
cluding technical, field and environmental
risks, and regulatory science-related risks.
Agricultural companies recognize the desire
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of the licensor in having diligence provi-
sions, but overly restrictive provisions can
put a license at risk. Most companies wel-
come reasonable diligence requirements as
they ensure that a technology will be evalu-
ated and developed in a commercially rea-
sonable timeframe. The role of champions
to encourage open and ongoing communi-
cation between the licensor and the licensee
with regard to diligence provisions, making
adjustments as necessary so that the technol-
ogy develops to the benefit of both parties.
publication: Licensors need to work with
the large agricultural companies to ensure
that publications made after the license
term begins (especially for exclusive licens-
es) do not interfere with the opportunity
to capture intellectual property and, there-
fore, diminish the value of the technology.
Close cooperation should ensure that the
right to publish is not compromised while
ensuring that appropriate protections are
obtained before making the publication.
Mechanisms for handling publication are
fairly well established between public sec-
tor institutions and industry.
improvements: In order for a technology
to reach its full potential, it will be in the
interest of both parties to allow agricultural
companies to access improvements to the
underlying technology.

timelines: It is important for the licensor
and the licensee to be responsive when ne-
gotiating a license agreement. In instances
where delays are expected, these should be
communicated promptly as the business
may be relying on a particular timeline to
drive product development. Excessive de-
lays can result in a loss of interest and/or a
loss of funds.
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e after the deal: Transfer of know-how or
materials as provided for in the license
needs to be carried out in a timely manner.
The agreement should define whom the ap-
propriate contacts are to ensure that the po-
tential of the technology can be fully real-
ized, especially in those instances where the
company is evaluating the technology and
questions may arise. Often times continued
access to technology experts is expected and
should be welcomed in order to realize the
full benefit of the license.

7. CONCLUSION

Large agricultural companies are interested in ac-
cessing and utilizing technology that helps them
gain competitive advantages in the marketplace.
Universities and research institutes can, through
licensing agreements, partner with these com-
panies, which have the resources, as well as the
product development and marketing capabilities
to translate early-stage technologies into products
that bring benefit to consumers. Furthermore,
such technology partnerships can result in prod-
ucts or new technologies that can provide, not
only humanitarian benefits in the developing
world, but also can help establish sustainable ag-
ricultural economies in all countries. m
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CHAPTER 12.8

Biotechnology and Pharmaceutical Commercialization
Alliances: Their Structure and Implications for
University Technology Transfer Offices

MARK G. EDWARDS, Managing Director, Recombinant Capital, Inc., U.S.A.

ABSTRACT

Understanding biotechnology and pharmaceutical com-
mercialization alliances in the context of several evolving
business models has implications for university technol-
ogy transfer offices (TTOs), as well as for public policy-
makers intending to promote biotechnology regionally.
This chapter identifies the principal structural and eco-
nomic elements of biotechnology and pharmaceutical
commercialization alliances and the factors that influ-
ence partner selection for a particular alliance. The four
characteristics of an alliance that generally define the al-
location of value between an originator and a commer-
cialization partner include stage of development, prod-
uct supply, market opportunity, and scope. The chapter
explains the types of economic terms typically found in
biotechnology alliances and makes an empirical analysis
of the economic terms from a sample of biotechnology al-
liances established between 1981 and 2000. Four specific
alliances entered into at different stages of development
are detailed as case studies. Several recommendations are
provided for university TTOs, along with guidelines for

drafting commercialization alliances.

1. INTRODUCTION

Since the 1940s, the pharmaceutical industry has
largely followed a vertically integrated business
model. This was the period when the first antibi-
otics were being introduced, leading to augment-
ed manufacturing capabilities and, soon after, to
the development of sales and marketing organi-
zations. Over the next half century, the industry
was sustained by the productivity of its medicinal

chemists, who isolated natural products from mi-
croorganisms, plants, and animals, designed ana-
logs and, sometimes, stumbled upon molecules
with completely unexpected activity.

The emergence of biotechnology over the past
several decades has transformed the drug business
and ushered in a host of new participants and
several novel business models. In the early 1980s,
recombinant DNA and monoclonal antibody
(mAb) technologies formed the basis of the first
biotechnology business model, based on intellec-
tual property (IP) relating to the isolation and/or
production of novel compounds. Strong IP posi-
tions and difficult-to-master production methods
would presumably allow biotechnology start-
ups to initially partner with, and then compete
against, established pharmaceutical companies.
Assuming a series of novel products and increas-
ingly favorable terms from partners, this model
purported to be a blueprint for becoming a fully
integrated pharmaceutical company, or FIPCO.
Although most of the more than 100 biotechnol-
ogy companies that went public prior to 1992
adopted this model, Amgen and Genentech are
the only two companies from this era to have at-
tained FIPCO characteristics to date.

By the early 1990s, two new biotechnology
business models emerged. The first of these—a
technology-platform model—was based on the
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use of novel techniques to discover new drugs and/
or to increase the productivity of the drug discovery
process. With a broad platform, a biotechnology
company could perform fee-for-service research for
multiple pharmaceutical partners while accumulat-
ing expertise to pursue programs for its own ben-
efit. The earliest technology-platform companies
developed novel assays for screening compounds.
However, these screening companies depended on
pharmaceutical partners for compounds to screen,
and the terms were generally unattractive.

Other types of technology platforms soon
emerged, including those using proprietary tech-
nologies to produce novel compounds from oli-
gonucleotides (for example, antisense and gene
therapy), lipids, carbohydrates, peptides, and com-
binatorial chemistry. With the sequencing of the
human genome in the late 1990s, the technology-
platform model broadened yet again to include
companies that discover and validate novel drug
targets. Joining them were companies making the
instrumentation and software to handle the in-
creased throughput of genomic materials, combi-
natorial libraries, and structural information.

These technology-platform companies had
in common a fundamental reliance on corporate
partners to pay for at least a portion of the plat-
form’s utilization and enhancement while adding
to the biotech’s infrastructure and expertise. Gilead
Sciences and Vertex Pharmaceuticals are current
examples of successful companies that have adopt-
ed the technology-platform business model.

A third business model to emerge in the early
1990s focused on diseases with significant unmet
needs and specialized patient populations, such as
cancer, dermatology, and neurodegenerative dis-
cases. These companies sought to capture more
of the value of innovative products by retaining
commercial rights into clinical development—
and potentially through to commercialization for
selected market niches. Using this strategy, dis-
ease-focused companies attempted to create a bal-
anced mix of discovery, development, and some-
times commercial-stage programs. However, the
latter were typically less innovative products, used
primarily to build a sales infrastructure and pre-
pare the organization to eventually sell the more
innovative products under development. Amylin
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and MedImmune are current examples of suc-
cessful companies that have adopted the disease-
focused business model.

By the mid-1990s, however, many of these
disease-focused biotechnology companies had
curtailed their drug-discovery programs owing
to lack of investor interest. Similarly, technol-
ogy-platform companies that had partnered their
top drug-discovery programs to pharmaceutical
companies came to view discovery research as an
unattractive use of resources. With the consoli-
dation of major pharmaceutical companies, these
companies recognized that product-acquisition
opportunities would emerge that were “flying
below the radar” of ever larger drug companies.
These companies turned their attention to in-li-
censing of approved and late-stage development
compounds from pharmaceutical companies.
Since most of these biotechnology companies
focused on specialty markets that could be ad-
dressed with relatively small sales forces, such as
cancer, anti-infectives, and dermatology, by the
late 1990s investors came to view this group as
a new business model, dubbed specialty pharma.
Cephalon and Celgene are current examples of
successful companies that have adopted the spe-
cialty-pharma business model.

The collective impact of these four biotech-
nology business models on the pharmaceutical in-
dustry has been to significantly enhance pharma’s
opportunity to obtain and divest compounds via
licensing. This has eroded pharma’s vertically in-
tegrated business model, to the point where most
pharmaceutical companies now derive 25 to 50
percent of their product pipelines from external
sources. In turn, pharmaceutical companies are
the principal mode of commercialization for bio-
technology products—of the 100 top-selling bio-
technology drugs in 2005, 63 were partnered in
development for at least some territories, as were
eight of the ten top-selling biotechnology prod-
ucts in 2006.

Understanding biotechnology and pharma-
ceutical commercialization alliances in the con-
text of these several evolving business models has
implications for university technology transfer of-
fices (T'TOs), as well as for public policy-makers

intending to promote biotechnology regionally.



First, under certain circumstances and with sig-
nificant intellectual property and/or compounds
to offer, TTOs may be in a position to play a role
comparable to biotechnology companies as the
licensor to a commercialization partner, whether
that partner is a traditional pharmaceutical com-
pany, an emergent biotech, or a regional market-
ing company. Frequently, however, a TTO will
be the upstream licensor of intellectual property
and/or compounds that are bundled and devel-
oped by a biotechnology company before being
sublicensed to a commercialization partner. In
these instances, it may be important to under-
stand, and perhaps influence, the likely terms of
an eventual commercialization alliance in order
to protect or augment the value contributed by
the TTO’s technology.

This chapter aims to identify the principal
structural and economic elements of biotechnol-
ogy and pharmaceutical commercialization alli-
ances and the factors that influence partner selec-
tion for a particular alliance. Section 2 describes
four characteristics of an alliance that generally
define the allocation of value between an origi-
nator and commercialization partner. Section 3
discusses the types of economic terms typically
found in these alliances. Section 4 consists of an
empirical analysis of the economic terms from a
sample of biotechnology alliances established be-
tween 1981 and 2000. Section 5 describes four
specific alliances entered into at different stages
of development. Section 6 concludes with several
recommendations to TTOs and guidelines for
drafting commercialization alliances.

2. CHARACTERISTICS OF
ALLIANCE-VALUE ALLOCATION

2.1 Stages of development

Drug development is broken into phases largely
shaped by the regulatory requirements for new-
drug approval. These are often referred to as
discovery, lead, preclinical, investigational new
drug (IND) filing, Phase I clinical trials, Phase
IT clinical trials, Phase III clinical trials, new drug

application (NDA) filing, approval, and postap-

proval (Phase IV) clinical trials. Generally, the
later in drug development an agreement is struck,
the higher the share of consideration paid to the
originator.” This industry practice reflects, in part,
the cumulative investments of the parties to date,
as well as the increased likelihood of getting the
compound approved and on the market.

For example, as a compound successfully
navigates various stages of drug development,
there is less risk associated with the compound,
and this increases the total value of the economic
benefits that parties to an agreement will share.
Other things being equal, a license negotiated
later in a compound’s development will bear a
higher share of consideration paid to the origina-
tor than if the same license were negotiated earlier
in the compound’s development.

Conversely, a company in the early stages
of developing a new compound faces substantial
costs and risks as it invests in developing a new
product that will probably fail. In order to have
adequate incentive to take on those risks, the li-
censee of such a compound will demand a larger
share of the expected sales or profits from the new
product if it proves to be successful.

At the far end of the development spectrum,
a company that has a fully developed product
with a track record of increasing sales and sub-
stantial profit margins in one or more geographic
markets faces relatively little risk as it atccempts to
expand the geographic reach of the product. All
else being equal, the marketing partner of such a
product will receive a much smaller share of the
expected sales or profits from their efforts in ex-
panding the geographic reach of the product.

In most instances, an originator has few non-
reimbursable development obligations following
the signing of a commercialization agreement
at each stage of development. This reflects, in
part, the commercialization partner’s interest in
controlling the pace and expenditures required
for commercialization, as well as the originator’s
interest in retaining any prelaunch consider-
ation paid for rights to the compound or tech-
nology. Exceptions occur, however, when the
originator continues to have significant develop-
ment obligations after signing. Such exceptions,
generally associated with co-development or
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distribution alliances, are discussed in Section 3.2
and typically would require that a higher share of
consideration be paid to an originator.

2.2 Product supply

While many commercialization alliances simply
provide a license to intellectual property and/or
know-how associated with a compound or tech-
nology, some agreements additionally provide
that the originator will undertake to supply all, or
a portion, of a compound through commercial-
ization. In such instances, the originator will in-
cur greater costs and risks than in the absence of
such supply obligations. As a result, alliances in-
volving an obligation on the part of the originator
to provide at least primary or bulk manufactur-
ing of a compound through clinical development
and commercial supply will typically increase the
share of consideration paid to the originator.

2.3 Market opportunity

The gross margins of marketed pharmaceuticals
have been high historically, often in the range
of 75 to 95 percent. This is due to the benefits
new products often bring compared to alternative
treatments and the high costs and risks of devel-
opment, combined with the significant regula-
tory and intellectual property barriers faced by
new market entrants. With high gross margins
and significant economies of scale in sales and
distribution, top-selling pharmaceuticals (the so-
called blockbusters) drive the overall profitability
of major pharmaceutical companies. As a result,
competition to access compounds with the great-
est potential market size is intense. By contrast,
compounds having relatively small market po-
tential, such as those intended for niche markets,
actract far less interest and less-favorable terms to
the originator. Typically, therefore, the more at-
tractive the market opportunity, the higher the
share of consideration paid to the originator.

2.4 Scope

The scope of any particular commercialization
alliance refers to a broad array of nonfinancial
terms that either limit or broaden the rights con-
veyed under the agreement. Such terms might
include whether the license granted is exclusive,
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semiexclusive, or nonexclusive, with greater ex-
clusivity generally yielding a premium to the
originator. Similarly, the larger and more eco-
nomically attractive the territory, and the longer
the duration of the alliance, the higher the share
of consideration paid to the originator. This is be-
cause rights and any associated economic benefit
would generally revert to the originator post-ter-
mination. Other things being equal, therefore,
one would expect to see higher consideration
paid to an originator for a long-term alliance than
for one of limited duration entered into at the
same time.

Should the alliance provide that one or more
additional compounds or fields of use might be
included as an option for the commercialization
partner, such an element would also typically
increase the share of consideration paid to the
originator. Such an option potentially provides a
broader pipeline to the commercialization part-
ner, while minimizing this party’s expenditure
and development risk for the sustenance of such a
pipeline. From the originator’s viewpoint, grant-
ing a multicompound or multifield option to a
commercialization partner would foreclose alter-
native arrangements, including forward integra-
tion by the originator itself, and so would nor-
mally require a premium as compared to a more
limited scope.

3. TYPES OF ECONOMIC TERMS
FOUND IN ALLIANCES

3.1 Up-front payments
Commercialization alliances typically will include
an initial (so-called up-front) payment. The up-
front payment may be due upon execution of the
agreement and/or staged over a period of months
or several years, but in the latter instance the pay-
ment obligation is noncancelable. This is not the
case with development-milestone payments (see
Section 3.3), wherein the payment obligation is
contingent upon the achievement of predeter-
mined events.

The up-front payment represents a “buy-in”
by the commercialization partner, reflecting all or
a portion of the originator’s expense and risk in



bringing the compound or technology to its stage
at signing. Discovery-stage deals may also entail
an up-front payment, often described as a tech-
nology access fee.

For biotechnology companies, up-front pay-
ments are an important signal to investors that the
partnered program is of high quality and that the
commercialization alliance is being struck from a
position of strength, rather than weakness. Such
payments are generally nonrefundable, once paid,
so their inclusion in an agreement will increase
the risk-adjusted share of consideration paid to
the originator.

3.2 Reimbursement or apportionment

of R&D costs after signing
With respect to the research and development
(R&D), manufacturing, and launch costs incurred
during the course of bringing a pharmaceutical
product to market after signing, commercializa-
tion alliances involving biotechnology companies
are generally one of three types, although these
types are sometimes blended or combined by
product or territory.

Most biotechnology agreements are in the
first category, wherein the commercialization
partner takes over all costs after signing, includ-
ing reimbursement of the originator’s post-sign-
ing costs of continued R&D and manufacturing,
as well as paying directly all other costs associated
with the products development, manufacture,
regulatory approval, and launch. Such costs can
be very substantial, and the risk of failure in de-
velopment is largely borne by the commercializa-
tion partner.

Alliances that require reimbursement of the
originator’s R&D expenses after signing typically
require that the originator provide a specified
number of full-time equivalent scientists (FTEs)
per year for one to five years, along with quarterly
reimbursement at a maximum fixed rate per FTE.
The originator is at risk for cost overruns, how-
ever. For example, if the FTE reimbursement rate
is US$250,000 per FTE per year for ten FTEs,
and the actual annual R&D expenditure by the
originator is US$2.7 million, only US$2.5 mil-
lion is reimbursed. Conversely, if the actual R&D
expenditure by the originator is US$2.2 million,

a credit of US$300,000 is carried forward to the
next year’s R&D reimbursement.

In the second category are alliances with re-
gard to which both parties share costs (so-called
co-development). In co-development alliances,
up-front and milestone payments are generally
used to adjust the parties’ interests in the R&D
program, and subsequent development and other
costs are shared. In a typical co-development al-
liance, an originator may possess only a portion
of the capability or resources to complete clinical
development, commercial supply, and/or launch
of a compound. Such alliances tend to have profit
splits during the post-commercialization period,
reflecting the parties’ respective interests in the
product. While the percentage or level of cost
sharing varies by agreement, such alliances usu-
ally provide a mechanism whereby one party may
reimburse excess costs incurred by the other, of-
ten at a premium.

With respect to the third category of allianc-
es, the originator continues to incur all or substan-
tially all development, manufacturing, and regula-
tory costs after signing, but the commercialization
partner bears some or all launch costs and ongo-
ing sales and marketing expense. Alliances of this
third type are generally described as distribution
agreements, if the originator relinquishes all sales
and marketing responsibilities, or else co-promo-
tion or co-marketing alliances, if both parties are
involved in commercialization of the product.

Although a commercialization partner may
commit substantial resources to a biotechnol-
ogy alliance in the form of FTE reimbursements,
such payments are not enriching to the origina-
tor, unlike up-front and development-milestone
payments. Other things being equal, therefore,
the share of consideration paid to an originator
will be lowest for the type of alliance with respect
to which all post-signing costs are borne by the
commercialization partner, in the mid-range for
co-development deals, and highest for distribu-
tion-type agreements. This industry practice re-
flects, in part, the total expected investments of
the parties through product launch, as well as
the proportion of risk borne by the commercial-
ization partner that the compound will fail in
development.
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3.3 Development-milestone payments
Most biotechnology alliances involve contingent
(so-called development milestone) payments
that track the progression of the R&D program
through the sequential stages of development
achieved after signing of the agreement.

For an early-stage alliance, typical develop-
ment milestones might be technical feasibil-
ity, patent issuance, lead compound designation,
IND filing, start of Phase II clinical trials, start
of Phase III clinical trials, NDA filing, and first
regulatory approval. For a late-stage alliance,
development milestones might track individual
medical indications or market entry into major
markets such as the United States, Japan, or the
European Union.

Like up-front payments, development-mile-
stone payments are generally nonrefundable once
paid, so their inclusion in an alliance will increase
the risk-adjusted share of consideration paid to
the originator.

3.4 Equity investments

Approximately 15 to 20 percent of biotechnol-
ogy alliances include one or more minority-eq-
uity investments by the commercialization part-
ner in the biotechnology’s equity as a component
of the agreement. Such equity purchases usually
involve newly issued shares, so the investment
proceeds are available for use by the company. If
the securities of the biotechnology company are
publicly traded at the time of such an investment,
the commercialization partner may purchase the
shares for the fair market value (FMV) or may
agree to pay a specified premium over FMV at the
time of purchase. Shares purchased in nonpublic
biotechnology companies, as part of an alliance,
are typically purchased at a 20 to 50 percent pre-
mium over the FMV of shares sold in the most
recent prior round of share issuance.

Unlike up-front and development-milestone
payments, however, equity investments involve an
exchange of capital for an ownership interest, so
the extent of enrichment to the originator, if any,
depends on the premium paid by the commercial-
ization partner as compared to the FMV of the
shares.
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3.5 Post-commercialization payments
Post-commercialization payments usually consist
of one or more of five types: (1) royalties on prod-
uct sales paid by the commercialization partner
to the originator; (2) payments for manufactured
goods (so-called transfer prices) paid by the com-
mercialization partner to the originator as sup-
plier of bulk or final product; (3) one-time pay-
ments on achievement of post-commercialization
milestones (so-called sales-threshold payments)
paid by the commercialization partner to the
originator; (4) a net profit allocation between the
parties (so-called profit splits); or (5) marketing
fees paid by the originator to the commercializa-
tion partner.

3.5.1 Royalty rates

The royalty rate paid by the commercialization
partner to the product’s originator commonly in-
creases with greater product sales. For example,
an alliance will specify a base royalty rate that will
pertain to annual (or cumulative) product sales up
to a certain sales level. Above this level, a higher
royalty rate will apply until a second sales thresh-
old is met, at which point a still higher rate will
pertain, and so on, through three to five different
royalty tiers. This practice is consistent with the
industry’s preference and competition for block-
busters over products for niche markets.

3.5.2 Transfer prices

Transfer prices for bulk or final product supplied
by the originator to the commercialization partner
are typically specified via one of three approaches:
as cost plus a specified margin, as a specified price
per unit, or as a percentage of the product’s selling
price. Since commercialization agreements are
usually silent on the actual or anticipated cost of
manufacture, it is difficult to ascertain the profic
contribution from the transfer price. Of the three
approaches, agreements that specify a transfer
price as a percentage of the product’s selling price
are most informative, insofar as general industry
practice is to attempt to price a new product such
that the cost of manufacture is typically 5-10%
of the product’s selling price. This implies that a
transfer price in excess of 10% of the product’s



selling price is usually enriching to the extent of
the excess.

3.5.3 Sales-threshold payments
Sales-threshold payments may be paid to a prod-
uct’s originator as one-time events. As with de-
velopment-milestone payments, sales-threshold
payments are typically nonrefundable.

3.5.4 Profit splits

Profit splits may vary by time period, or licensed
region, and may or may not be inclusive of other
types of payments specified by the alliance. In
co-development deals, following the buy-in pay-
ments that adjust the parties’ positions for pre-
existing risk taken and preexisting value created,
profit splits tend to track the level of each party’s
clinical development expenditure after signing—
for example, a party paying 40 percent of develop-
ment costs would be entitled to 40 percent of net
profits. In such agreements, the parties precisely
define the development, manufacturing, regula-
tory, launch, and marketing expenditures that are
deemed “allowable” for purposes of reaching or
adjusting the agreed-upon profit split.

3.5.5 Marketing fees

Marketing fees paid by the products originator
to the commercialization partner generally apply
only in the event that the originator is responsible
for booking the sale of the product, as is some-
times the case in distribution and co-promotion
alliances. Such fees are often termed royalties, ex-
cept that the originator pays them to the market-
ing or co-promotion partner. In such agreements,
there may be a static or moving level of sales (a
so-called baseline) below which the commercial-
ization partner is not compensated, reflecting the
originator’s capability to sell the product in the
absence of the marketing party’s assistance.

4. EMPIRICAL ANALYSIS OF THE
ECONOMIC TERMS OF ALLIANCES

4.1 Sample selection
Biotechnology companies that are publicly trad-
ed on stock exchanges in the United States are

required by the U.S. Securities and Exchange
Commission (SEC) to file material documents.
Biotechnology companies have historically in-
terpreted this requirement conservatively and
often file their contracts involving alliances with
commercialization partners, as well as upstream
licenses with universities and other technology
providers.

Recombinant Capital’s (Recap) Alliances
Database contains copies of more than 20,000
research, development, license, supply, co-devel-
opment, distribution, and similar alliances estab-
lished since 1973. Recap analysts collected these
agreements from SEC filings, predominantly by
biotechnology companies, as material disclosures.
In aggregate, Recap’s analysts have tracked the
SEC filings of approximately 1,400 companies,
the vast majority of which consist of biotechnol-
ogy companies engaged in pharmaceutical dis-
covery and development.

Companies can and usually do request confi-
dential treatment for sensitive business informa-
tion in these alliances, including royalty rates and
other payments, but such grants of confidential-
ity are time limited. Recap’s analysts first collect
these SEC-filed agreements and then attempt to
secure unredacted copies through use of Freedom
of Information Act (FOIA) requests made to the
SEC.

Figure 1 shows the number of alliances se-
lected for inclusion in a sample of development-
stage R&D alliances entered into between 1981
and 2000 by the 20 most active biotechnology
and pharmaceutical commercialization partners.
The “Top 20” commercialization partners were
selected on the basis of their total number of bio-
technology alliances over the past three decades,
including alliances established by commercializa-
tion partners subsequently acquired by one of the
Top 20. For example, Novartis has in aggregate
more than 700 biotechnology alliances, including
those entered into by Ciba-Geigy and Sandoz.
Thirty-two Novartis alliances are included in the
sample. These are all of the unredacted, develop-
ment-stage R&D alliances involving Novartis as
the commercialization partner in Recap’s Alliances
Database as of February 2006. A similar process
was followed for the other 19 most active com-
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mercialization partners of biotechnology R&D
programs, resulting in a final sample of 259 unre-
dacted development-stage R&D alliances.

4.2 Prelaunch payments

Figures 2 and 3 show the average and median pre-
launch payments, respectively, for biotechnology
alliances established by the Top 20 commercial-
ization partners between 1981 and 2000. The al-
liances are grouped by the stage of development
at signing, where mid stage refers to alliances
signed at the preclinical or Phase I clinical trials
stages, and late stage refers to alliances signed at
the stages of Phase II or III clinical trials or NDA
filing.

The data in Figures 2 and 3 supports the ob-
servation that the later in drug development an
agreement is struck, the higher the amount of
consideration paid to the originator. For exam-
ple, median prelaunch payments to originators
of mid stage alliances were US$21.8 million, but
US$30.7 million for late-stage deals. While me-
dian prelaunch payments for discovery-stage alli-
ances exceed those for lead-stage deals, the largest
component of such discovery-stage payments are
for R&D reimbursement, and so are not enrich-
ing to the originator.

4.3 Royalty and other

post-commercialization payments
Figures 4 and 5 show the average and median
effective royalty rates (that is, rates adjusted for
royalty tiers) and maximum royalty rates (which
include consideration from transfer prices), re-
spectively. This data also supports the observation
that the later in drug development an agreement
is struck, the higher the amount of consider-
ation paid to the originator. For example, the
data shows that the median effective royalty rate
promised to a product’s originator in the event of
annual sales of US$500 million was seven percent
for discovery-stage alliances, eight percent for lead
stage, 9.6 percent for middle stage and 15 percent
for late stage. Likewise, on average, the effective
royalty rate increases with greater annual sales of
the product.

When transfer prices and the maximum roy-
alty rate are combined, the analysis shows that the
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median compensation to a product’s originator
increases to eight percent for discovery-stage al-
liances, 10 percent for lead stage, 15 percent
for middle stage and 20 percent for late stage.
However, none of these average or median post-
commercialization payments includes the effect
of the 44 alliances that involve profit splits, since
this form of consideration is not directly compa-
rable to royalties.

5. ILLUSTRATIVE INSTANCES OF
ALLIANCES AT SEVERAL STAGES

5.1 Discovery-stage alliance

In May 1997, Eli Lilly and MegaBios (later
merged to become Valentis) signed a worldwide
alliance to develop gene-therapy products to treat
cancer. At the time of commencement, MegaBios
had a technology platform for gene therapy, but
no lead compounds had yet been developed in
the field of cancer.

As shown in Figure 6, the technology origi-
nator, MegaBios, received no up-front payment,
but Lilly committed to US$7 million in FTE
and manufacturing-process payments over two
years. Lilly was responsible for all other devel-
opment, clinical, manufacturing, and regula-
tory expenses. Development-milestone payments
totaled US$27.5 million, consisting principally
of amounts associated with the clinical devel-
opment of compounds to treat ovarian and
breast cancer. Lilly purchased US$3 million of
MegaBios’ equity at signing. In the post-com-
mercialization period, Lilly committed to pay-
ing tiered royalties to MegaBios, increasing with
annual net sales from six to 13 percent. Such
royalties would be due for either the life of any
issued patents, or the seven-year-period follow-
ing product launch, whichever was longer, on
a country-by-country basis, after which Lilly
would retain a paid-up license.

5.2 lead-stage alliance

In December 2000, Novartis and Celgene signed
a worldwide alliance to develop treatments for
osteoporosis. At the time of commencement,



Celgene had several lead compounds based on se-
lective estrogen-receptor modulators (SERMs).
As shown in Figure 7, the compound origi-
nator, Celgene, received a US$10 million up-
front payment, plus US$4 million in FTE pay-
ments over two years. Novartis was responsible
for all development, clinical, manufacturing, and
regulatory Development-milestone
payments totaled US$30 million. There was no

expenses.

equity investment. In the post-commercialization
period, Novartis committed to paying to Celgene
tiered royalties that increased with annual net
sales from ten to 12 percent. Such royalties would
be due for either the life of any issued patents or
the ten-year—period following product launch,
whichever was longer, on a country-by-country
basis, after which Novartis would retain a paid-
up license.

5.3 Midstage alliance

In November 1997, Eli Lilly and Ligand
Pharmaceuticals signed a co-development, li-
cense, and co-promotion alliance for worldwide
rights to RXR retinoids for the treatment of dia-
betes. At the time the parties entered into the al-
liance, several of Ligand’s RXR compounds were
undergoing preclinical testing.

As shown in Figure 8, the compound origina-
tor, Ligand, received a US$12.5 million up-front
payment. There were US$49 million in FTE pay-
ments over five years, and Lilly was responsible
for all development, clinical, manufacturing, and
regulatory  expenses. Development-milestone
payments totaled US$73 million, divided among
six separate types of compounds and ranging
from US$6.5 million to US$14 million per com-
pound. There was no equity investment. In the
post-commercialization period, Lilly committed
to pay tiered royalties to Ligand, increasing with
annual net sales and varying by type of compound
from five to 12 percent of net sales. Such royal-
ties would be due for either the life of any issued
patents or the ten-year—period following product
launch, whichever was longer, on a country-by-
country basis, after which Lilly would retain a
paid-up license.

5.4 Late-stage alliance
In December 1993, Burroughs Wellcome (later
acquired by GlaxoSmithKline) and Centocor
(later acquired by Johnson & Johnson) signed a
co-development, license, distribution, and supply
alliance for rights outside of Asia to Panorex, a
monoclonal antibody for use as adjuvant therapy
for the treatment of colon and colorectal can-
cers. When the parties entered into the alliance,
Panorex was undergoing Phase III clinical trials.
As shown in Figure 9, the compound origi-
nator, Centocor, received US$19 million in
up-front payments, US$10 million on signing,
plus an additional US$9 million when the ter-
ritory was expanded to include Asia in 1994.
There were no FTE payments, and Centocor was
responsible for the completion of Phase III tri-
als. Development-milestone payments totaled
US$47.5 million. Wellcome purchased US$23.5
million of Centocor’s equity—US$20 million on
signing plus an additional US$3.5 million when
the territory was expanded. In the postcommer-
cialization period, Centocor committed to paying
a transfer price of 50 percent on the first US$200
million in annual net sales, then 40 percent on
the next US$200 million, then 35 percent on net
sales greater than US$400 million. The term of
the agreement would be for the duration of prod-
uct supply by Centocor.

6. RECOMMENDATIONS AND CONCLUSIONS
Although lacking vendor booths or trading floors,
a robust marketplace exists for the exchange of
discoveries, intellectual property, and services
related to the development and commercializa-
tion of products in the life sciences. After sev-
eral decades of trial and error, biotechnology and
pharmaceutical companies have settled upon the
principal structural and economic elements in the
identification, creation, and sharing of value in
this marketplace.

As the authors have noted in previous publi-
cations,” the economic stakes of university TTOs,
primarily in the United States and Great Britain,
as upstream licensors and enablers in this market-
place are also well established.
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New entrants to this marketplace, especial-
ly university TTOs representing institutions in
territories other than the United States, Great
Britain and, to a lesser extent, Canada, Germany,
and France, have an opportunity to join this
marketplace with knowledge of its inner work-
ings. At a minimum, new entrants should be in
a position to undertake programs of technology
or compound development with the knowledge
that downstream events that would be likely to
be perceived as value creating. Conversely, should
these institutions be able to assemble significant
intellectual property and/or compounds to offer,
such TTOs may choose to supplant biotechnol-
ogy companies and take it upon themselves to
deal directly with prospective commercialization
partners, be they traditional pharmaceutical com-
panies or regional marketing firms.

This chapter has attempted to identify the
principal structural and economic elements of
biotechnology alliances and the factors that in-
fluence their selection. In the interest of brevity,
only the most important structural terms have
been discussed. Other provisions that are usually
addressed in these alliances are noted in Box 1. m
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MARK G. EDWARDS, Managing Director, Recombinant
Capital, Inc., 2033 N. Main St., Suite 1050, Walnur
Creek, CA, 94596 U.S.A. medwards@recap.com

1 Since this chapter is principally concerned with de-
velopment-stage biotechnology R&D programs, the
term alliance is used to describe generally the relation-
ship between the parties. Such relationships typically
involve a license and/or sublicense, as well as other
rights and responsibilities of the parties. Except where
specifically noted, the terms alliance, agreement, deal,
partnership and license are used interchangeably in
this chapter.

2 In this chapter the term originator refers to one who
licenses (a licensor) a compound or technology to a
commercialization partner. When the originator is a
biotechnology company, the conveyed intellectual
property may include one or more sublicenses of
university-derived intellectual property.

3 Edwards M, F Murray and R Yu.2003. Value creation and
sharing among universities, biotechnology and pharma.
Nat. Biotechnol. 21: 618-24. Also Edwards M, F Murray
and R Yu. 2006. Gold in the ivory tower: equity rewards
of outlicensing. Nat. Biotechnol. 24: 509—15.



-

A. Scope of Agreement
- Effective date
« Nature of the collaboration
- Field of research
« Method of joint development
« Identify key research terms

B. Research Period
« Term of sponsored research program

(if any)
« Note possible extensions

C. Reimbursement Basis or Cost Sharing
+ R&D payments (amount and type)
« FTE (full time equivalent) reimbursement
rates

D. Upfront Payment
+ Payment(s) upon signing (or calendar
based)
« Technology access fees
« Credit given for option payments
received prior to signing?

E. Benchmark Amounts
- Pre-commercial milestones (i.e., IND,
NDA)
- Sales-based milestones
- Creditable against royalties? Credit
limitations

F. Technology Acquisition Fees
Applicable for asset purchases &
assignments

G. Payment Schedule
i.e., quarterly

H. Budgets
« Approved in advance?
« Are budgets appended to agreement?

.  Reimbursement Start Date
« Typically on signing

J.  Regulatory Filings
« Who controls and pays for regulatory
filings?
« Do responsibilities vary by stage, territory
or product?

N

Box 1: GUIDELINES FOR DRAFTING LICENSING DEALS

|. RESEARCH & DEVELOPMENT:

K. Specific Capital Requirements
- Capital equipment paid for by licensee
- If special equipment is purchased, who
keeps it upon termination?
« Transfer of materials

L. Patent Ownership
+ Know how, patents, IP, material
ownership
+ Who owns the patent rights?
- Joint inventions

M. Patent Filing Costs
Who pays filing, prosecution,
maintenance costs?

N. Patent Defense Costs
» Who has first right to sue third-party
infringers?
» Who pays for the patent defense costs?
« Allocation of recovery from such action

O. Third-Party Patents
+ Who has first right to respond to 3rd
party suits for infringement?
- If royalties due to third-party, typically
50% of such payments are creditable
against 50% of amounts due to licensor

P.  Non-compete Provision
Each party can or cannot compete in the
Field

Q. Publications
« Approval procedure
- Licensee may request delay for patent
prosecution

R. Core Technology
« Who owns core technologies?
« Visiting scientists, retained rights, etc.

S. Cancellation Amounts
« Any amount due in the event of
termination?
+ May include wind-down of sponsored
R&D

T. Termination
Termination rights include
(i) mutual, (ii) licensor, (iii) licensee.

(CONTINUED ON NEXT PAGE) j
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U. Product Reversion
« Who keeps product rights after
termination?
« Royalties due to the non-terminating
party?

V. Change in Control
« Typically “not assignable without the
prior written consent of the other party”
« Are co-promotion and/or supply rights
lost in the event of change in control?

Box 1(CONTINUED)

W. Options/Other
« Additional research options (i.e., added
fields, products)
« Right of first refusal (ROFR) to other
research

A. License Holder/Type

- License grant(s), including make, have
made

« Exclusive, nonexclusive or semiexclusive
(note limitations)

- Commercialization rights (right to
sublicense?)

« Is know-how included?

B. Product Field of Use
- Define product field of use
« Does IP have utility beyond scope of
license?

C. Territory Splits
« Define territory; what are major markets?
« Are there territory options for inclusion/
exclusion?

D. Royalty Rate

« Royalty rates and/or profit splits

« Adjustments under certain conditions
(type of IP protection, gross margins,
competition)

« Note limitations to royalty offsets for
third party patents and/or credits for prior
payments

E. Right to Sublicense
- Is prior consent required?
« Impact on royalty rates
« Pass-through payments to upstream
licensor

F. Term/Patent Life
+ How long does license agreement last?
- Term of royalty obligations (“life of
license”) (“continue until the last to expire
patent....”)

1. PRODUCT LICENSE

+ What happens to exclusivity upon
expiration of royalty obligations?

+ Note any rights of licensee to sell product
after expiration (subject to royalty?)

G. License Maintenance and Diligence

« Annual license maintanence fees and/or
minimum royalties

- Due diligence (e.g., IND, Phase |, NDA filing
by certain dates, “use reasonable efforts
to develop,” etc.)

« Terminate or non-exclusive for non-
performance

H. Royalty Accounting
- Define “net sales” or equivalent
« Other defined terms for royalty
calculations?
« Audit provisions
« Late-payment fees, penalties, interest

I. Patent-Royalty Tie-In
« Are royalty rates tied to the granting of
patents?
« Step-down rates for know-how only
« Treatment of pending patents by country
if product launched prior to patent
issuance

J. Options/Other
« Co-promotion rights, if any
« Commercialization options for related
products

(CONTINUED ON NEXT PAGy
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Box 1(CONTINUED)

I1l. MANUFACTURING & SUPPLY:

A.Right Holder/Type
+ Who has the right to manufacture?
« ID on packaging
+ What about second source or
back-up supply?

B. Bulk/Dosage Form
« Bulk or final form
- Does this change by stage of
development or scale?

C.Territory
Supply territory

D. Reimbursement Basis
« Define basis of payment (e.g., fixed price
per unit, manufacturing cost plus
markup, percentage of net sales)
« If transfer price, inclusive/exclusive of
royalty?

E. Process Development Terms

« Terms with respect to manufacturing
process development

« Who is responsible for manufacturing
program?

- Timing of orders and delivery
commitments

« Ownership of production equipment

F. Clinical Use Manufacturing
« Who supplies compound for
clinical trials?

» Reimbursement basis for clinical
supplies

G. Shipment Terms
« FOB (freight on board) place of shipment
- Standard cost for bulk?
- Terms for replacement of
non-spec shipments

H. Financing
« Is licensee providing financial
arrangements for Licensor to meet
supply obligations?

I. Escape Clause
« If Licensor cannot satisfy supply
requirements, right of licensee to make
or have made such quantities
- Trigger event(s) of default
- Temporary or permanent?
« Product/territory specific?

J. Product Liability
« Indemnification, including standard and
limitations
« Insurance requirements

K. Options/Other
« Supply options
« Options to repurchase product

IV. COLLABORATION MANAGEMENT:

A.Representation
- Governance of program
- Committees established between the
parties
« Make-up of committee, mandates

B. Quorum
Any specific quorum?

C. Basis of Actions
Unanimous vote or majority rule?

D. Meetings
How often does the committee meet?

E.Disagreements
- Dispute resolution (escalation procedure)
- Arbitration or mediation and applicable
rules
- Appeal?

F. Buyout/Windup
- Applicable for JV arrangements
« Purchase option(s) in the event of
termination/ expiration of the JV

G. Options/Other
« Any other terms relating to the
governance of collaboration

/
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Box 1(CONTINUED)

V. EQUITY INVESTMENT:

A.Type of Security E. Options & Rights
Number and type of shares purchased - Additional equity purchases
- Convertible loans
B. Pricing « Rights/obligations of purchaser:
Price paid - registration rights
- anti-dilution protection
C.Board Seat - sales restrictions
- Board seats granted? - standstill
« Specific individual or named by party - market standoff
when relinquished - right of first refusal

D. Research Tie-Ins
If proceeds must be used for R&D

VI. SIGNATORIES:

A. For University or Biotech Co. (R&D Co.) B. For Biotech or Drug Co. (Client Co.)
Name, title, company Name, title, company
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FIGURE 1: UNREDACTED BIOTECH ALLIANCES OF THE TOP 20 PHARMAS \
(259 ALLIANCES SIGNED BETWEEN 1981 AND 2000, BY STAGE AT SIGNING)
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FIGURE 2: AVERAGE ToP-20 PRELAUNCH PAYMENTS?® \
(BETWEEN 1981 AND 2000, BY STAGE AT SIGNING OF ALLIANCE)
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FIGURE 3: MEDIAN ToP-20 PRELAUNCH PAYMENTS?
(BETWEEN 1981 AND 2000, BY STAGE AT SIGNING OF ALLIANCE)

Upfront R&D Milestone Equity Total

M Discovery (N°=112) [l Lead (N°=48) [ | Mid Stage (N°=55) [ Late Stage (N°=44)
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FIGURE 4: AVERAGE ROYALTY PAYMENTS BY THE TOP-20 PHARMAS
(BETWEEN 1981 AND 2000, BY STAGE AT SIGNING OF ALLIANCE)
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FIGURE 5: MEDIAN ROYALTY PAYMENTS BY THE TOP-20 PHARMAS
(BETWEEN 1981 AND 2000, BY STAGE AT SIGNING OF ALLIANCE)
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FIGURE 6: AN ILLUSTRATIVE DISCOVERY-STAGE ALLIANCE

Valentis
(e i) Gene Therapy for Cancer (5/97) Lill

+ US$3 million equity purchase (US$10.50/share)
+ Two years sponsored R&D (16 FTEs in year 1,
12 FTEs in year 2; $220,000/FTE)
+ US$27.5 million in total milestones (US$9.5 million for
ovarian and US$18 million for breast)

« Lilly funding support for manufacturing and process
development (US$475,000 in year 1,US$350,000 in year 2)

Valentis transfers
manufacturing to 6% for aggregate net sales < US$250 million,
Lilly after Phase | 8% for aggregate net sales $250-500 million,
11% for aggregate net sales US$500-US$1,000
million, and 13% for aggregate net sales >
USS$1 billion

Lilly pays 4%
royalty to Myriad
for BRCA-1

& Source: Recombinant Capital www.recap.com. /
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FIGURE 7: AN ILLUSTRATIVE LEAD-STAGE ALLIANCE (ALL FIGURES IN U.S. DOLLARS)

Celgene Selective Estrogen Receptor Modulators
(SERMs) to Treat Osteoporosis (DEc. 2000)

Novartis

+ US$10 million upfront fee
+ $2 million in FTEs for two years (@ $250,000/FTE)
« $Tmillion on choice of a preclinical compound
« $3 million on IND submission
« $2 million on Phase Il start
« $4 million on Phase Il start
+ $6 million on New Drug Application filing

+ $8 million on U.S. Food and Drug
Administration approval

+ $4 million on European approval
+ $2 million for Japan

SERM:s for estrogen
alpha that are useful
in oncology are
exclusive to Celgene
for cancer

Novartis may
develop products
for additional
indications or
release subject to

ROFN

Royalty on Sales:
< US$500M 10%
> USS500M 12%

Celgene has the right to partner SERMs for estrogen
alpha for cardiovascular indications based on activity in
its cardiovascular assay.

N
~

Source: Recombinant Capital www.reca Q.cory
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FIGURE 8: AN ILLUSTRATIVE MID-STAGE ALLIANCE

Ligand L
Elhamnecauicals RXR Retinoids for Diabetes (Nov. 1997): Eli Lilly

US$12.5 million on signing
US$49 million R&D over five years.
US$73 million in total milestones (divided
among six product classes,
US$6.5-14 million/product)

~5-12% royalty,
depending on
product class

Ligand has the option to co-develop SERM oncology product,
by paying 33% of development costs after Phase Il, and for one-
third higher royalty on cancer sales.

K Source: Recombinant Capital www.recap‘cory
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Centocor

Centocor pays
$10-14 million to
complete trials for
targeted indications

FIGURE 9: AN ILLUSTRATIVE, LATE-STAGE ALLIANCE

Burroughs
Wellcome

Panorex MAD for colon & colorectal cancer
(Dec.1993-Nov.1999)

+ US$10 million license fee, plus US$9 million for
expansion into Asia in 1994

+ US$20 million in equity at signing, plus US$3.5 million

for territory expansion in 1994 ,US$25 million in
license payments
¢ US$45 million in milestones for targeted indications, if BW takes
plus US$2.5 million for Japan over supply of
product(s)

Supply price equals 50% on first $200 million,
then 40% to $400 million, then 35%

Centocor shall supply finished Panorex.

Source: Recombinant Capital www.reca Q.com/
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CHAPTER 12.9

Product Development and IP Strategies for Global
Health Product Development Partnerships

SANDRA L. SHOTWELL, Managing Partner, Alta Biomedical Group, LLC, U.S.A.

ABSTRACT

The mission of global health product development part-
nerships (PDPs) is to develop effective, affordable health
products and make them available and affordable to those
in need. The not-for-profit product development partner-
ships (PDDPs) often seck for-profit partners to access es-
sential technology, expertise, and resources. These may be
early-stage companies, leveraging philanthropic and gov-
ernment resources to develop a platform technology or
established companies building out from existing markets
or testing new technologies. Such not-for-profit/for-prof-
it partnerships require unique product development and
IP (intellectual property) strategies that both recognize
the company’s need for commercial benefit and deliver
important health products to developing countries.

1. INTRODUCTION
“Thus we come to the conclusion that patents are nei-
ther inberently bad nor inherently good for this pur-
pose, but—Ilike most tools—must be used wisely.”!
Lita Nelson’s words are particularly appropriate
for thinking about global health product develop-
ment partnerships (PDPs), which today are har-
nessing the power of both the private sector—es-
pecially its intellectual property (IP)—and the IP
system itself to help deliver public sector goods.
The mission of a PDP is to develop, man-

ufacture, and deliver affordable and accessi-

ble health-care products that treat the diseases of
the developing world. PDPs seek to serve under-
served and disadvantaged markets where there is
little or no competition from other pharmaceuti-
cal companies. In some instances, their products
also will reach private, profitable markets in de-
veloped countries, but it is not their main goal to
serve these markets.

The efforts of PDPs have significantly in-
creased the number of products currently be-
ing developed for diseases that affect developing
countries.” Products under development include
drugs, vaccines, and diagnostics for diseases such
as AIDS, tuberculosis (TB), malaria, meningi-
tis, dengue fever, shigella, and cholera, among
others.?

2. CHARACTERISTICS OF PDPS

Although they are not-for-profit organizations,
PDPs have similarities with both for-profit com-
panies and research institutions. For one thing,
the IP (intellectual property) goals of PDPs are
similar to those of other types of organizations: to
respect valid third-party patents; to ensure their
own freedom to operate (FTO)—in other words,
to use their own IP without constraint and to use
patents to leverage investment, partnerships, and
political goodwill.

Shotwell SL. 2007. Product Development and IP Strategies for Global Health Product Development Partnerships. In Intel-
lectual Property Management in Health and Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT Ma-
honey, L Nelsen, et al.). MIHR: Oxford, U.K., and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.

© 2007.SLShotwell. Sharing the Art of IP Management: Photocopying and distribution through the Internet for noncom-

mercial purposes is permitted and encouraged.
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Research institutions usually have neither the
funding nor the expertise to take products to the
marketplace. Therefore, they rely on corporate
partners to develop their technologies into prod-
ucts for public use. They use patents to attract
corporate interest in their projects, seeking patent
protection in countries where corporate partners
will want a competitive advantage.

Like research institutions, PDPs have non-
profit missions, rely largely on philanthropic and
government support, and do not plan to manu-
facture and market the products that reach cus-
tomers.® PDPs prefer to partner with for-profit
companies so that they can draw on their manu-
facturing expertise, production facilities, market
channels, and sometimes their R&D expertise, as
well.

For-profit companies try to gain advantages
over their competitors in order to maximize their
market share and profits. They reduce the risk of
developing new products by assiduously protect-
ing their intellectual property. PDPs also work
to protect the intellectual property produced
through their partnerships, but their goal is, like
research institutions, to leverage their intellectual
property for access to other intellectual proper-
ty or for other uses that will contribute to their
mission.

Like for-profit companies, PDPs develop
products that will someday be introduced to the
marketplace. They manage portfolios of products
that are at various stages of development, project
and establish markets, and work to overcome lo-
gistical and social barriers to product adoption.
However, their IP strategies are different from
those of for-profit companies, for several reasons.
They have no need to protect their market share
or profits. In fact, they aim to achieve the lowest,
rather than the highest, possible product pricing.
They welcome the presence of other organiza-
tions that are developing products for the same
market. They are open to sharing knowledge, re-
sources, and projects. Thus, there IP strategy does
not include the for-profit motive of keeping com-
petitors out of their market or increasing market
share.

In spite of these differences, most PDPs are
evolving product development and IP strategies
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that are very similar to those of for-profit com-
panies. In pursuit of their humanitarian goals,
PDPs may license their own intellectual prop-
erty or access the intellectual property of their
corporate partners. In fact, if a company has al-
ready developed a product that is ready for im-
mediate use, there may be no need for a PDP to
get involved at all. This situation can occur, for
example, when companies are directly engaged
to provide anti-AIDS drugs at greatly reduced
cost.”

3. PDP PARTNERSHIPS WITH
FOR-PROFIT COMPANIES

In order to attract the interest and investment of
for-profit partners, PDPs must protect their own
intellectual property. It can be expensive and
time consuming to obtain patents in develop-
ing countries, and the markets tend to be small,
but the existence of an enforceable patent is of-
ten a strong inducement to potential industrial
partners.

PDPs follow a wide range of business mod-
els: virtual pharmaceutical-development organi-
zations (such as TB Alliance®), in-house research
capabilities (such as the International AIDS
Vaccine Initiative’), the inclusion of manufactur-
ing capabilities (such as Aeras Global TB Vaccine
Foundation®), and nonprofit pharmaceutical
companies (such as Institute for OneWorld
Health, iOWH?). All PDP business models draw
heavily on public and philanthropic support
(such as the Bill and Melinda Gates Foundation
[BMGEF]), as well as on extensive partnering with
not-for-profit, government, philanthropic, and
for-profit partners.

Examples of the many partnerships PDPs
develop with companies are presented in the
case studies in the Handbook Executive Guide."
The product development and IP strategies vary
considerably based on the technology, the stage
of development, and the nature of the market.
Most products developed by PDPs fall into one
of two broad categories: those that incidental-
ly have large, profitable markets in developed
countries (such as those that treat AIDS or TB)
and those that do not. Examples of how the



PDP strategies differ in these two situations are
shown below.

3.1 Producing healthcare products

with profitable markets

TB affects both the developed and the develop-
ing world. One PDP, the TB Alliance, seeks to
develop more affordable, more effective prod-
ucts with shorter dosing regimens that increase
the likelihood that patients will complete their
courses of medication." A major component of
the TB Alliance’s product-development strategy
is the formation of partnerships with companies
that own the rights to approved, IP-protected
drugs that could be repurposed to treat TB. It has
therefore partnered with Bayer Healthcare AG
to perform clinical studies on Bayer’s drug moxi-
floxacin; it is hoped that this drug will be effective
in three or four months rather than the standard
six months. The agreement states that Bayer do-
nates the drug and covers regulatory costs; the TB
Alliance will coordinate and help cover the cost
of the trials, and seek to leverage support from
corporate partners.

In 2006, another PDP, AERAS, exclusively
licensed patent rights to a vaccine technology
from Vanderbilt University so that it could de-
velop a TB vaccine; the university retained the
right to license the technology to other partners
engaged in non-TB development. The exclusive
license gives AERAS access to the technology
and university expertise, as well as freedom to
operate; if the organization is able to develop
a TB vaccine (or even to make some improve-
ments on the existing technology), it will be
able to use its knowledge to attract for-profit
partners.

3.2 Producing healthcare products
without profitable markets

Different strategies are needed when developing
products for markets with low (or no) profit po-
tential. It may be difficult to find a for-profit cor-
porate partner that is already working to develop
such products. However, there are companies
with relevant expertise, technology, and products,
and they can be encouraged to partner with PDPs
to their mutual benefit.

Malaria is found disproportionately in de-
veloping countries, though for-profit markets
are growing in such places as India and among
travelers and military personnel from developed
nations.'” There is currently no approved malaria
vaccine. The PDP Malaria Vaccine Institute part-
ners with universities, government labs, and both
early-stage and established companies in order
to advance malaria vaccine candidates. It is cur-
rently working with the for-profit company GSK
Biologicals to test its vaccine in African children.
The vaccine has proven to be effective for at least
18 months, reducing clinical malaria by 35%
and severe malaria by 49%. Time magazine de-
clared this project to be one of the most impor-
tant accomplishments in the field of healthcare
in 2005.

The PDP iOWH has licensed a technology
based on technology developed at the University
of California at Berkeley. This technology is use-
ful for producing a precursor to artemisinin, a
natural product in short supply that is used in
malaria treatment. The PDP iOWH teamed up
with a spinout company, Amyris Biotechnologies,
in late 2004. With support from the BMGE the
three-way agreement benefited all parties: the
university’s technology was advanced, Amyris
fine-tuned its production processes, and iOWH
developed a malaria drug candidate.

4. CONCLUSIONS

The developed world has a growing commitment
to meeting the healthcare needs of the developing
world. Successtul product development and IP
strategies are just two of the many issues involved
in the commitment to developing products for un-
derserved markets. The engagement of various reg-
ulatory jurisdictions, local political and legal issues,
the management of liability, the delivery of prod-
ucts to areas with limited infrastructure or security,
and cultural acceptance of new products—all of
these issues need to be addressed and managed in
order for PDPs to achieve their goals. m

SANDRA L.SHOTWELL, Managing Partner, Alta Biomedical
Group, LLC, 7505 S.E. 36th Avenue, Portland, OR,
97202, U.S.A. shotwell@altabiomedical.com
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See, also in this Handbook, chapter 1.4 by L Nelsen and
A Krattiger.

Moran M, A Ropars, J Guzman, J Diaz and C Garrison.
2005. The New Landscape of Neglected Disease Drug
Development. LSE Pharmaceutical R&D Policy Project.
The Wellcome Trust: London. www.Ise.ac.uk/collections/
LSEHealthAndSocialCare/documents/PRPP/Thenew-
landscapeofneglecteddiseasedrugdevelopment.pdf.

See, for example, www.mihr.org, www.tmgh.org, and
www.gatesfoundation.org for information about PDPs
and their projects.

A notable exception is the Aeras Global TB Vaccine
Foundation, which setup an in-house manufacturing
facility for producing rDNA vaccines.

www.bms.com/sr/philanthropy/data/introx.html.
www.tballiance.org.

www.iavi.org.

WWW.aeras.org.
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Bennett, K Satyanarayana, GD Graff, C Fernandez and
SP Kowalski. 2007. Intellectual Property Management
in Health and Agricultural Innovation: Executive Guide
to Best Practices. MIHR: Oxford, U.K,, and PIPRA: Davis,
California, U.S.A.

“Working with the best in both the public and private
sectors, we collaborate formally with leading university
laboratories, large  pharmaceutical companies,
biotechnology companies, and government agencies.
Our work is also informed by constant dialogue with
otherorganizations working todevelop TB treatments.”
TB Alliance. 2006. Next Steps Now. Annual Report
2005/06. TB Alliance: New York. p. 14. www.tballiance.
org/downloads/publications/TBA_Annual 2005-
2006.pdf.

www.malariavaccine.org/files/Market-Assessment-
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CHAPTER 13.1

Creating and Developing Spinouts:
Experiences from Yale University and Beyond

ALFRED (BUZ) BROWN, Director, Office of Cooperative Research, Yale University School of Medicine, U.S.A.;
Currently: Managing Director, BCM Ventures, U.S.A.

JON SODERSTROM, Managing Director, Office of Cooperative Research, Yale University, U.S.A.

ABSTRACT

This chapter is about university spinouts: why they are
created, who founds them, and how they are developed.
It also considers many of the issues that a university and
its faculty have to address to successfully launch and de-
velop new for-profit ventures. Spinouts carry risks, but
they may also be the best vehicle for developing early-
stage university technologies and providing a host of
other benefits. The chapter offers examples from the past
five years at Yale University, as well as from the private
sector, that suggest ways to minimize the risks and maxi-
mize benefits.

1. INTRODUCTION
In the course of fulfilling university research
and educational missions, faculty often create
intellectual assets that can benefit society. These
assets may include patentable inventions, copy-
rightable works, and ideas that form the basis
for new products and services. As they emerge
from university laboratories, these inventions
are not mature commercial products. To fully
realize their potential requires significant re-
sources, both human and financial. These re-
sources are not generally found within the uni-
versity environment.

Therefore, commercial development of the
invention requires the participation of for-profit

partners who possess the requisite resources. The
most common means available to universities
for attracting such partners are licenses. Patents,
copyrights, and other instruments of intellectual
property (IP) protection safeguard investments
made by the university’s corporate partners. In
general, universities license technologies to three
classes of private sector entities: established com-
panies with more than 500 employees (large com-
panies), established companies with less than 500
employees (small companies), and newly formed
companies (spinouts). The term university spinout
refers to those companies that are formed around
one or more faculty inventions, with involvement
of the faculty inventors and the cooperation of
the university licensing office, in the licensing of
university assets.

This chapter is about university spinouts:
why they are created, who founds them, and how
they are developed. The chapter also considers
many of the issues that a university and its faculty
has to address to successfully launch and develop
new for-profit ventures. Many of the examples
are drawn from the authors’ experiences at Yale
University over the past five years; other examples
are culled from collective experience elsewhere in
the private sector.

Brown A and J Soderstrom. 2007. Creating and Developing Spinouts: Experiences from Yale University and Beyond. In
Intellectual Property Management in Health and Agricultural Innovation: A Handbook of Best Practices (eds. A Krattiger, RT
Mahoney, L Nelsen, et al.). MIHR: Oxford, U.K,, and PIPRA: Davis, U.S.A. Available online at www.ipHandbook.org.

Editors’ Note: We are most grateful to the Association of University Technology Managers (AUTM) for having allowed us
to update and edit this paper and include it as a chapter in this Handbook. The original paper was published in the AUTM

Technology Transfer Practice Manual (Part XIlI: Chapter 1).

© 2007. A Brown and J Soderstrom. Sharing the Art of IP Management: Photocopying and distribution through the Inter-
net for noncommercial purposes is permitted and encouraged.
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2. WHY UNIVERSITY SPINOUTS?
University spinouts provide many benefits.
Among them are:
* the public may have access to new products
or services
* success is maximized
* enhancement of the university’s and the
faculty’s image
* improved faculty retention
* local, regional or national economic
development
* cconomic returns to the university and
inventor(s)

2.1 Public benefit

The academic mission and goals of major univer-
sities include engaging in research that is useful
to society. To translate this research into ben-
eficial commercial products requires a significant
investment of human and financial resources.
Commercializing inventions is generally not a
central focus of academic or non-profit institu-
tions; such endeavors are more central to the
missions of companies. However, in order for a
company to justify making investments in the
development of inventions from universities,
the university typically must first protect its IP
through patents, copyrights, or trade secrets.

During the course of managing, protecting,
and commercializing university discoveries, the
technology transfer manager has many choices,
and often there is no apparent best option. A spin-
out company is rarely a university’s first choice for
a partner in the private sector. If an existing com-
pany has the interest, capability, capacity, and fi-
nancial resources—and the intent to reach broad
markets—a university might prefer to work with
that company. Sometimes, however, the market
dictates that a spinout should be formed around
a collection of technologies. One of the funda-
mental principles of the Office of Cooperative
Research (OCR) at Yale is to make decisions that
increase the probability of technology’s successful
commercialization.

Spinouts carry a number of risks that may
exceed those found in established companies.
Managers are often less experienced, and person-
nel may be working together for the first time.

1254 | HANDBOOK OF BEST PRACTICES

Company financing depends on funds from ven-
ture investors, who frequently react to environ-
mental changes in ways that are not always in
the best interests of the company. For example,
during periods of low economic growth, venture
investors may elect to invest more in existing
portfolio companies and in secondary and mez-
zanine financings of existing companies. During
economic expansions, however, investors active-
ly seek to invest in new companies—sometimes
at premiums that hurt future financing.

With certain factors in place, however, a
spinout can represent the best opportunity for
developing early-stage university technologies. It
is crucial to identify a management team for the
spinout company, including at least a chief exec-
utive officer/chief operational officer and a chief
technology officer. Adequate financing must also
be obtained; ideally, the business team will have
experience and can convince others to invest at
a premium to the initial financing of the com-
pany. Finally, a spinout’s business strategy must
be solid and serve a broad customer base.

Spinouts formed around university tech-
nologies have a vested interest in the success of
those technologies. Company management, con-
sultants and science advisors, board members,
and staff are recruited because they believe in,
and are committed to, the success of university
technologies. Initial investors are especially com-
mitted to the success of the initial technologies.
In contrast, when technologies are licensed to
existing companies, there is often strong initial
support for a new licensed technology, although
the commitment is rarely as strong and as last-
ing as it is with spinouts. Existing companies
may not identify as strongly with the recently
acquired technology, and support may wane in
the face of obstacles that a spinout might be able
to overcome. Given the larger number of prod-
uct opportunities in development at bigger and
more-established companies, business priorities
and personnel can change rapidly, leaving the
university’s assets undeveloped.

2.2 Economic development
New ventures formed to undertake the commercial-
ization of inventions can promote the development



of a local economy. This may not be compelling in
the technology-rich environments of Boston, San
Diego, and the San Francisco Bay area. However,
the economy in New Haven, Connecticut, which
declined significanty from 1970 through the early
1990s, clearly benefited from the development of
technologies created at Yale. A regional economy
can experience growth when spinout ventures decide
to remain in the area. By 2007, more than 30 com-
panies had been formed around Yale technologies,
with more than half locating in New Haven. These
ventures provided more than one thousand jobs for
highly skilled workers in the year 2000 alone. The
ventures generated many joint-research projects un-
dertaken by these companies and the university. The
companies have made New Haven both a bioscience
center for the state and a magnet for the relocation of
existing companies to the city and region.

2.3 Faculty recruitment and retention

Faculty that are being recruited by Yale increas-
ingly inquire about opportunities to become in-
volved with existing and spinout companies in the
area. A recently recruited department chairman,
with significant entrepreneurial experience at the
medical school, cited the university’s successful
technology commercialization efforts and the ro-
bust bioscience industry as key in the decision to
relocate. A vibrant local and regional technology
economy can provide significant job opportuni-
ties for the spouses of new faculty hires. Regional
technology-based spinouts often have state-of-
the-art research tools and expert staff that can
be valuable to academic researchers, and faculty
members often view the opportunity to collabo-
rate with these ventures as necessary to stay ahead
of rapid developments in their fields. If spinouts
remain in the region and faculty inventors remain
active consultants and advisors to these compa-
nies, they can be a powerful force in keeping these
inventors at the university.

2.4 Financial incentives

Equity, in the form of stock, options, or war-
rants, is frequently part of the consideration
for IP licensed to spinouts; equity may also be
granted as consideration for assisting in the for-
mation of a new venture. At Yale and many other

institutions, equity-only licenses are rarely used.
License agreements with equity consideration
usually include cash considerations as upfront
license fees, minimum annual and/or milestone
payments, royalties on sales, and a percentage
of sublicense income. However, upfront fees are
frequently reduced when equity consideration is
part of the license package. Stock is viewed as
a reasonable business solution to enhance the
overall financial package—a solution acceptable
to the company and its investors—while provid-
ing an opportunity for the university to increase
its potential return.

Financial returns on equity are independent of
the success of the licensed technologies; therefore,
equity can be a way to capture value even if the
initial licensed technology isn’t successful or if the
company chooses another market. A few universi-
ties view equity as a way to generate large amounts
of revenue to benefit their program or the univer-
sity. To date, this is not a proven strategy. Big win-
ners in equity deals are perhaps even rarer than big
winners in traditional licensing deals.

3. HOW TO CREATE A SPINOUT

3.1 Investable CEO

While a major part of determining whether or
not a spinout represents the optimal commer-
cial path has to do with technology and market
assessments, an equally critical aspect is finding
an experienced business manager to join the
founding team. We often refer to this individ-
ual as an investable CEO, because he or she has
a track record in the technology area that can
create added value in the eyes of professional
investors. Such an individual must be able not
only to understand and communicate with the
founding scientists and inventors but also be ca-
pable of strategic, tactical thinking and action.
The investable CEO must have had operational,
preferably profit-and-loss responsibility, in small
high-growth technical companies and must
be able to work successfully with university
founders and scientists. Such individuals are
difficult to find. At Yale we succeeded by us-
ing the knowledge of industry professionals
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and senior managers of comparable companies
to locate potential candidates. As existing bio-
science companies mature in the New Haven
area, these become an important source of
next-generation CEOs. Fortunately, some of
the best CEOs are serial entrepreneurs; once
they have had a taste of success with a spinout,
they are eager for another. Furthermore, some
individuals would prefer not to work at large
bureaucratic organizations.
A typical spinout CEO will:
* possess a successful venture-backed, spin-
out track record
* understand, accept, and manage risk
* comprehend science, discovery, and devel-
opmental processes
* be capable in academic and business
environments
* have realistic expectations compatible with
the university and the investors
* have an entrepreneurial attitude

3.2 IP assessment

There are two major questions that investors will
almost certainly ask of the technology: (1) Are there
technologies or products that can block the devel-
opment and commercialization of your technology?
And (2) can your technology dominate and pre-
vent others from entering the marketplace? While
the OCR rarely commissions formal due-diligence
opinions, which we consider to be the responsibil-
ity of the licensee, we do conduct literature and pat-
ent searches to investigate the relative strength of
the IP. Although these searches often are initiated
prior to identifying a CEO candidate, once such an
individual has been identified, the office enlists him
or her to assist with the assessment.

3.3 Market-opportunity analysis

The key decision in determining the most ap-
propriate path for commercializing any univer-
sity-controlled IP is whether to license it to an
established enterprise or to a new business ven-
ture. Regardless of the commercialization path,
market and opportunity assessments are con-
ducted on most technologies. Such an assessment
looks to balance the perceived technical and mar-
ket risks with potential return on the investment,

1256 | HANDBOOK OF BEST PRACTICES

for both the university and the potential licensee.
Conducting such an analysis includes consider-
ing the following questions:

e What are the market applications of the
technology?

* Who are the potential customers, and why
would they want to buy the technology?

* How are the needs currently being served
for each application?

* How does the invention compare to exist-
ing technology?

* What is the character of the competition in
the market?

* What is the market structure of competing
technologies?

* What are the major obstacles to adopting
the technology?

* What would it take to make the technology
attractive to industry?

* Whatadditional features should be designed
to make the invention more attractive?

* What price would the market be willing to
pay for this technology?

* What rate of adoption could be expected
for the technology?

* What would the competition be in particu-
lar markets after the technology has been
introduced?

* What are the regulatory requirements and
success rates for technologies of this nature
and at this stage of development?

All of the above questions help define a
product scenario for the technology. Managers
and staff need to know enough about the final
product to be able to develop preliminary rev-
enue and expense projections over the life of the
IP. Obviously, assumptions must be made, and,
to the extent possible, these assumptions need to
be based on comparable product sales, margins,
and expenses. However, when dealing with med-
ical needs or technologies there are frequently no
comparables, and sometimes an educated guess
is all that is possible.

3.4 Financial projections
For every spinout where Yale is the founder, the
licensing office puts together a set of financials



that capture the basic elements of the business.
Linked spreadsheets are an ideal tool for this
purpose. Spreadsheets include numbers of cus-
tomers, product scenarios, revenue, expenses (in-
cluding personnel, administrative, equipment,
and marketing), and cost of goods sold. We use
a summary sheet to roll up all of the individual
sheets. Identifying key variables (such as numbers
of customers and pricing) and linking related ele-
ments of the plan (such as numbers of employ-
ees or the development status of a new product)
can greatly facilitate scenario testing and useful
projections. We have found that these projec-
tions are of great value in developing product
scenarios and business and operational plans, but
that they often contain more information than
is required by prospective investors—at least for
initial meetings.

3.5 Business plans and

investor presentations
In our experience, business plans are most use-
ful to the founders and company management,
while investor presentations are directed to the
potential funding audience. While investors will
use business plans to challenge the thinking and
assumptions made by the founding group, they
will most generally use the investor presenta-
tion to make the initial decision on whether or
not to pursue an opportunity. Accordingly, we
use the business plan as a management tool to
profile the business opportunity, and we use the
investor presentation to raise capital. The inves-
tor presentation does, however, usually flow from
the business plan, or, at least, makes use of the
thinking and assumptions that went into the
business plan.

We have found that the ideal investor presen-
tation is 20 minutes long and contains no more
than about a dozen overheads or computer-driven
slides. The logic is that most investment groups
allocate about an hour for the initial meeting,
and about half of that time is usually taken up by
questions. Assume another ten minutes for intro-
ductions and setup and only about 20 minutes
are left for the actual presentation. Box 1 presents
the elements of a successful presentation used by
our group.

4. BUSINESS CREATION: TWO EXTREMES

4.1 Hands-on approach

For a number of important reasons, the preferred
approach in recent years at Yale has been an inten-
sive, hands-on approach to founding companies
around university technologies. Yale’s OCR has
developed business plans for companies, secured
the rights to other institutions’ technologies (or
parts thereof), recruited management, developed
and made investor presentations, negotiated fi-
nancing agreements, and even assumed the role
of interim management for these companies. To
be clear, two things we have not done are to invest
university funds in spinouts, or to personally take
equity or any other incentives from these spin-
out companies. To a large degree, the OCR has
performed these functions because New Haven
lacked a strong biomedical entrepreneurial and/
or venture investment community. There was
also the desire to both maximize the success of
Yale technologies and to expand the economy
of New Haven and the surrounding communi-
ties. Another very important lesson that we have
learned from these activities is that when the
office undertakes a leadership role in founding
these companies—particularly when recruiting
management—the companies should locate close
to New Haven. This is especially important for
the founding scientists and inventors who consult
for the company, since it reduces travel and facili-
tates company—university interactions.

4.2 Hands-off approach

During the early years of establishing spinout com-
panies at Yale, the hands-off approach produced
variable results, and certainly few successes. There
was a time when the university wouldn’t even per-
mit faculty members to hold meetings on univer-
sity property to discuss the prospect of forming
a company. Companies still surviving from these
times are frequently considered to have persisted
despite the activities of the licensing office, rather
than as a result of them. By policy, many universi-
ties assume a much less proactive role in forming
companies. In many cases, institutions market
spinout activities (for example, license opportu-
nities) by sending out mass mailings; in other
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Box 1: ELEMENTS OF A SUCCESSFUL PRESENTATION

PROBLEM/NEED

What is the unsolved problem or unmet need that the business/products will address? This
is comparable to reverse engineering the technology—what market opportunities does the
technology meet?

TECHNOLOGY/PRODUCTS
What is the technology, and how will it result in new products, or how will it be incorporated into
new products? What products will result from the technology?

LONG-TERM PLANS
Assuming a ten-year cycle, what will the business look like in the second half of the cycle?

SHORT-TERM PLANS

What will the business look like, in one-year intervals, during the initial funding period and for
the remainder of the first half of the business cycle? Discuss initial product-development plans,
partnering and hiring strategies, and market and revenue opportunities.

IP AND MARKET PROTECTION

What is the current status of the IP licensed or developed by the company, and how will the IP be
protected in the future? Discuss freedom to operate versus the ability to exclude others from the
marketplace. What are the plans for acquiring or developing proprietary IP in the future?

COMPETITION
What is the current competition, and what will be the competition when the technology is
commercialized? Distinguish the company from the competition.

MANAGEMENT/FOUNDERS
Who are the scientific founders? Who is the management? Who are the anticipated scientificand
business advisors?

CAPITAL NEEDS

What are the capital needs for the first two years or for the initial funding period? What are
the expected funding needs after the first two years but prior to exit, initial public offering, or
profitability?

USES OF FUNDS
What are the specific accomplishments that will enhance valuation of the business during the
first two years or the initial funding period?

~
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cases, investors interact directly with university
scientists to develop product scenarios and busi-
ness strategies and recruit management.

5. EQUITY: FOUNDERS AND
TECHNOLOGY CONSIDERATION

5.1 Founders equity

Our office has adopted a proactive approach
with respect to spinouts. We take founders eq-
uity in the new company separate and distinct
from consideration for technologies that are be-
ing licensed to the spinout. When we initiate the
hands-on activities described above, we negotiate
an agreement with the other founding members
of the company that delineates the roles of the
respective parties and the compensation (found-
ers equity) that each party will receive. The value
of the equity when the initial founders agreement
is made, before the company has any IP assets or
capital, is negligible. Therefore, it is best to deal
in percentages of founders equity rather than
absolute amounts. For example, if there is one
university scientist who participates as a founder,
one investable CEO, and the university, we would
typically agree to split the founders equity equally
and to assign a per-share value of US$0.01, par val-
ue. In our experience, not all university inventors
are founders and not all founders are university
inventors. This may seem inconsistent with stan-
dard licensing practices, where university inven-
tors are generally treated equally under university
patent policies. But not all inventors choose to be
entrepreneurs, so our approach benefits both those
who want to be founders and those who do not.
Founders equity is generally issued as common
stock, and although the various founders may have
different vesting parameters, all have similar share-

holder rights.

5.2 Equity as technology consideration

Our experience has been that founders equity
is frequently confused with equity that may be
granted as consideration for technology rights. At
Yale, we have a policy against all-equity license
deals, and typical terms for licenses to university
spinouts are similar to those that would have been

negotiated with existing companies. Therefore,
our typical licenses to spinouts include license is-
sue fees, milestone payments, royalties on revenue
and sublicense fees, annual minimums, and dili-
gence requirements. Once we have identified the
investable CEO and negotiated a founders’ agree-
ment with the founders, we will begin the process
of negotiating license terms with the investable
CEO. Because most of the IP licensed to spinouts
is early stage product leads and technologies, the
upfront licensing fees are generally low—in the
range of US$50,000 to US$250,000. In many
cases, common stock may be substituted for the
license issue fees. However, license consideration
equity is often granted at a par value greater than
founders’ equity because the license transaction
occurs sometime after the founders’ agreement
and company formation.

6. WHO ESTABLISHES
UNIVERSITY SPINOUTS?

6.1 University founders
University founders represent the university in
spinout activities. At Yale, the OCR performs this
function. Many of the founding activities are rou-
tinely reviewed with representatives of the general
counsel’s office, the provost’s office, and the dean
of the appropriate school. The ultimate internal
approval process varies from university to uni-
versity. Equity received is held by the university
and is liquidated according to the equity policy of
the university. The following list includes activi-
ties that are routinely conducted by our office in
launching university spinouts:

* provide IP development and patenting

* create product scenarios

* develop business models and strategy

* identify and develop preliminary rela-

tionships with potential development
partners

* find and recruit key management

* establish a founding team

* develop revenue and expense projections

* write an executive summary

* prepare investor presentations

* initiate conflict-of-interest clearance

HANDBOOK OF BEST PRACTICES | 1259



BROWN & SODERSTROM

* manage relationships with outside counsel,
ID, and/or transactional attorneys

* negotiate interinstitutional agreements
and obtain technology rights from other
universities

* structure and negotiate technology access
term sheets and licenses

e structure and negotiate capital investment

* negotiate investment capital terms

* represent the university in technical and IP
due diligence

* review and approve company documents,
including shareholders agreements and
stock purchase agreements

* hold board seats in spinout companies

6.2 Inventors and faculty founders
The structure and policies at Yale University per-
mit faculty inventors to be founders of spinout
companies. In our experience, it is rare for an
inventor not to want to participate as a found-
er once the decision to form a spinout has been
made. However, we believe our faculty members
need to make that decision individually, espe-
cially in cases where there are multiple inventors,
some of whom may be students, postdoctoral sci-
entists, and untenured faculty who may not have
time to participate as founders. It is also possible
for faculty who are not inventors to participate as
founders of a spinout. We have a number of cases
where senior faculty members have expressed
an interest early on in participating as heads of
scientific advisory boards (SAB) and taking on
many of the functions of a university founder.
Participation in a spinout can be a particularly re-
warding experience for faculty inventors and sci-
entists, not only financially, but also because they
can contribute more to their invention’s eventual
practical applications.
University faculty founders commonly:
* aggressively pursue research consistent with
the university’s responsibilities and mission
* participate in developing product scenarios
and business strategy
* assist with identifying development part-
ners and preliminary talks with them
* assist with the recruitment of key company
management and scientific advisors
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* assist with fundraising and presentations to
investors

* participate in technical and IP due
diligence

* participate on, or lead, a scientific advisory

board

7. MANAGING THE SPINOUT COMPANY
In most cases, management decisions fall to the
investable CEO. However, should the CEO have
weaknesses or lack critical experience, the follow-
ing capabilities/functions may be undertaken by
a variety of individuals:
* develop product scenarios, business mod-
els, and strategy
* identify and develop preliminary relation-
ships with potential development partners
* find and recruit key operations and techni-
cal team members
* help establish the founding team
* develop revenue and expense projections
* write an executive summary
* prepare investor presentations
* participate in developing an IP protection
strategy
* negotiate licensing terms and agreements
* structure and negotiate capital investment
* negotiate investment terms
* represent the company in technical and IP
due diligence
* review and approve company documents,
including shareholders agreements and
stock purchase agreements

8. SPINOUT INVESTORS

The sources of capital for university spinouts range
from individual angel investors to large, multina-
tional, professional venture funds. The practice at
Yale has been to work almost exclusively with larger
professional funds specializing in technology-based
spinouts. These funds have the ability to lead both
current and successive rounds of financing. In the
last few years, we have seen initial investments in
spinouts increasing in size from US$500,000 to
US$5 million, with many recent spinouts raising
in excess of US$10 million in the first round. This



may be because many of the larger venture capital
funds have more money to invest.

Correspondingly, the pre-money value of
many spinouts has also increased. We carefully
choose the initial group of prospective investors
based on prior investments, technical strength in
the field of opportunity, and their ability to make
follow-on investments. Typically, we target six in-
vestment funds and hope that we will be able to
obtain a lead investor and one or two co-invest-
ment firms from this initial group.

9. DEAL STRUCTURE AND EXAMPLES
Figure 1 presents an overly simplified example
of the structuring of a Yale university spinout
representing the period of time between the ini-
tial founders’ agreement and company forma-
tion and the point of an initial public offering.
The initial distribution of equity is equal
among founders: the university, university inven-
tor, university scientist, and founding CEO. This
example assumes one inventor and one scientist/
noninventor from the university.

When the company is formed, each founder
is issued an equal number of founding common
stock at a nominal US$0.001 per share. When the
scientific advisory board (SAB) is initially formed,
members are issued stock options from the com-
pany stock-option pool with a nominal value, or
exercise price, of US$0.01 per share. When the
technology is licensed to the company, shares are
issued to the university, instead of license issue fees,
at US$0.50 per share. The initial capital is invested
at US$1 per share. Thus, there is an increase in pre-
money value in the company, because of signifi-
cant events, like retaining a world-class SAB, and
not because SAB members, or the university, are
issued stock at these set values (Figure 2).

Given an equal distribution of initial found-
ers equity between the founding members of the
company, the initial equity distribution upon
company formation will be as follows (Table 1).
Founders' equity is the designation given to the
common stock issued to founders, and it will
have the same value as common stock issued to
employees and advisors. The cost of acquiring
this equity for the founding members is nominal

~

Yale University

Yale Scientist

FIGURE 1: INITIAL FOUNDERS’ AGREEMENT

~

Yale Inventor

CEO

/

CHAPTER 13.1

HANDBOOK OF BEST PRACTICES | 1261



BROWN & SODERSTROM

(US$0.001 per share or US$100 for each mem-
ber), which can be issued at this price because
the company, at this point, has minimal value.

In the example above, the company recruits a
number of leading international advisors (technical,
clinical, and business experts) who will serve on the
SAB and on the company’s board of directors. These
boards are formed after company formation but be-
fore the initial financing, thus building additional
value in the company prior to financing. In this ex-
ample, this equity is issued in the form of stock op-
tions, as opposed to common stock, because of the
immediate value that the recruitment of these key
individuals brings to the company. The company
then negotiates licenses for three technologies on
terms outlined in Table 2.

For technologies A and B, the university re-
ceives stock instead of the initiation fee, resulting in
the stock division (Table 3). For technology C, the
company elects to pay the license issue fee in cash.

After setting aside an option pool for man-
agement, SAB, the board of directors, and others
(at the discretion of the board), the initial invest-
ments total US$15 million, and the stock distri-
bution is as listed in Table 4 and Figure 3.

10.RISKS OF EQUITY PARTICIPATION

While a university’s active participation in creat-
ing new business ventures can significantly en-
hance both financial and nonfinancial benefits
to the university, such participation increases the

-

~

Founders @ US$0.001/share

Scientific Advisory Board (SAB)
@ US$0.010/share

Technology @ US$0.50/share

Series A @ USS$1.00/share

MONTHS

FIGURE 2: INITIAL EQUITY CYCLE
1
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TABLE 1: COMPANY FORMATION AND INITIAL CAPITALIZATION

SHAREHOLDER FOUNDERS’ EQUITY % CLASS TG % TOTAL
University 100,000 25% 100,000 25.0%
Inventor 100,000 25% 100,000 25.0%
Scientist 100,000 25% 100,000 25.0%
CEO 100,000 25% 100,000 25.0%
Totals 400,000 100% 400,000 100%

/
~

TOTAL ISSUED AND
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university’s exposure to various financial, legal,
and ethical risks." As universities become increas-
ingly more engaged in venture formation, they
must be cognizant of the risks and prepared to
aggressively manage them. The risks include:

* impacts on tax-exempt status

. unrelated business

creation of taxable,
income

exposure to liability
creation of conflicts of interest and/or con-
flicts of commitment

creation of conflicts with the mission of the

university

10.1 Protecting tax-exempt status

To protect its tax-exempt status under Section
501(c)(3) of the Internal Revenue Code, a uni-
versity’s activities must be charitable, educational,
or scientific. The Internal Revenue Service has
not defined a strict test to determine the quan-
tity of unrelated activities that can be under-
taken before jeopardizing exempt status. Loss of
exemption, however, is not commonplace and
considered unlikely if commercial business activi-
ties are insubstantial relative to exempt activities.
Because intermediate sanctions have been devel-
oped to punish certain inappropriate activities

TABLE 2: LICENSE ARRANGEMENTS

TECHNOLOGYA  TECHNOLOGYB  TEcHNoLoGY C

Initiation fee Us$100,000 US$50,000 Us$10,000

Royalty 6% 3% 1.5%

Minimum royalty US$100,000 US$50,000 None
Milestone payments

- Investigational New Drug (IND) filing US$250,000 US$50,000 US$50,000

- Phase 2 clinical trial US$500,000 US$250,000 US$100,000

- Filing of New Drug Application (NDA) US$2,000,000 US$1,000,000 US$500,000

- Drug registration/licensure US$10,000,000 US$5,000,000  US$1,000,000

~

N

SHAREHOLDER LS % cLASS Com
EQUITY
University 2,000,000 25%
Inventor 2,000,000 25%
Scientist 2,000,000 25%
CEO 2,000,000 25%
Technology A 0%
Technology B 0%
Totals 8,000,000  100%

TABLE 3: EQUITY DIVISION

AN

TOTAL ISSUED AND

MON STOCK % CLASS S — % TOTAL
0% 2,000,000 241%
0% 2,000,000 241%
0% 2,000,000 241%
0% 2,000,000 241%
200,000 67% 200,000 2.4%
100,000 33% 100,000 1.2%
300,000 100% 8,300,000 100%

/
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by nonprofit organizations, caution is advised
when a university forms new business ventures.
Technology transfer managers should carefully
monitor the extent of the university’s control over
day-to-day activities of the for-profit entity to
avoid a possible finding of private inurement or
exposure to other liabilities.

10.2 Accounting for income tax
Income generated from business activities unrelat-
ed to an exempt organization’s primary purpose,
conducted regularly either directly or through
other partnerships, may be subject to unrelated,
business income tax (UBIT). There are impor-
tant statutory exceptions from UBIT. Specifically,
passive investment income is not generally taxed.
Such income includes most of the major sources
of financial remuneration universities would ex-
pect in their spinout activities, including:

* royalties

¢ dividends

* interest

* receipt or sale of stock

* exercise of stock options

CHAPTER 13.1

But even passive income, if derived from an
entity that is more than 50% controlled by the
tax-exempt entity, may be taxed if the controlled
entity claims the payment as a deduction in com-
puting its own taxes.

Exempt status is not at risk if unrelated ac-
tivities are insubstantial in relation to the overall
exempt activities. Careful records must be main-
tained, however, to permit the identification of
taxable and exempt income, as well as related ex-
penses. The university needs to evaluate whether
a passive revenue stream that is typically exempt
from UBIT, such as royalties, may be tainted
by other aspects of an agreement between the
university and the licensee—and thus subject
to UBIT. This could be the case, for example,
if services are provided by the university to the
licensee.

The impact of any new venture activities on
university facilities that were constructed using
tax-exempt bonds should also be investigated, so
that these activities do not jeopardize the bonds’
exemption. Generally, no more than 5% of the
proceeds of tax-exempt bonds may be used for

Technology A
Option Pool

CEO

Scientist

FIGURE 3: STOCK DISTRIBUTION DURING THE FIRST ROUND OF FINANCING

Technology B

Inventor

University

~

Lead investor

Investor 2

Investor 3

/
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an unrelated trade or business. This test applies
to the use of bond-financed facilities as well,
though special exceptions may apply to the use
of university research facilities for corporate-
sponsored research.

10.3 Exposure to liability

Any time a person or organization participates in
a commercial transaction with another party, the
risk of injuring another party increases. The party
injured by the tort may sue the wrongdoer for
damages. Such injuries include nonperformance
of provisions of a contract, or property damages
or personal injuries caused by a faulty product.
When individuals engage in business activities
where they might be sued, they will most often
form a corporation. Through the formation of a
corporation, the shareholders are shielded by the
corporate veil and granted limited liability, or in-
sulation, from court-assessed damages that may
result from the commission of a tort.

The use of the corporate form for new ven-
tures probably maximizes the university’s protec-
tion against such risks while it is actively engaged
in commercialization efforts. As long as the univer-
sity does not control the venture, cither in terms
of stock ownership or day-to-day management,
the university will likely not be held liable for
debt and liabilities incurred by the corporation in
which it holds stock. Moreover, if it serves mainly
as a passive investor, the university’s tax status will
not likely be jeopardized by the type or extent of
business activities conducted by the corporation.

10.4 Conflict of interest

When a university interacts with external cor-
porate ventures, the interests and commitments
of the various parties involved—the university,
individual faculty and staff, government, and in-
dustry—are complex and not necessarily aligned.
These interests may conflict. A conflict of interest
exists when an individual has sufficient external
incentive and the opportunity to affect university
activity.

Conflicts of interest may arise when an indi-
vidual is involved in making a university’s financial
decisions regarding investments, loans, purchases
or sales of goods or services, and accounting,.
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An individual’s economic interest may be de-
rived from:

* employment, independent contractor, or
consulting relationships

* management positions, board member-
ships, and other fiduciary relationships
with for-profit organizations

* ownership of stock or other securities and
financial interests such as loans

* any other activity from which the individual
receives or expects to receive remuneration

Such conflicts can arise naturally and do not
necessarily imply wrongdoing on anyone’s part.
It is likely that the number of such conflicts will
increase as universities expand their commercial-
ization activities. When conflicts do arise, howev-
er, they must be recognized, disclosed, and either
eliminated or properly managed.

10.5 The university’s public face

Yale’s Policy on Conflict of Interest and Conflict
of Commitment states that Yale is committed to
ensuring that its interactions with outside ven-
tures are “conducted properly and consistently with
the principles of openness, trust, and free inquiry
that are fundamental to the autonomy and well-be-
ing of a university and with the responsible manage-
ment of the universitys business.”* Most universities
have similar policies. As universities become more
active in the commercial arena, occasions when
the above policies might be violated will likely
become more frequent.

A primary concern is that, whether violations
be actual or perceived, the public could question
the integrity of academic research and those con-
ducting such research. For example, a faculty
member might be involved in a new venture that
brings to market a technology that is seriously
flawed. Although the university may have done
nothing improper in this case, it is visibly and in-
extricably linked to the inappropriate actions of
others associated with it.

An additional conflict may arise between
industry’s desire to protect proprietary rights
and the academic commitment to freedom of
communication and publication of research re-
sults. Entwined with this issue are concerns about



protecting the rights and interests of postdoctoral
research associates and graduate students who
may be involved in industry-supported research
and whose interests may not be consistent with
those of the faculty.

When such conflicts arise, they have the real
potential to compromise the atmosphere of free
inquiry that is vital for universities. Such conflicts
must be promptly and properly addressed. Left
unchecked, they may seriously damage not only
the credibility of the individuals involved, but the
university as well.

10.6 Minimizing risk
Although risks may arise, the threat, by itself,
should not preclude a university’s participation
in venture formation. However, a university
should establish procedures to identify and ag-
gressively manage perceived risks. An active risk-
management approach for new ventures makes a
number of reasonable and prudent actions stan-
dard practice. These include:

* Protecting the university’s nonprofit sta-
tus and avoiding intermediate sanctions.
Although not strictly required by the tax
laws, a university should protect its abil-
ity to demonstrate that an investment
is not an active trade or business. This is
best done by limiting the equity interest in
new ventures to a minority position and
prohibiting active day-to-day involvement
of university personnel in the venture’s
business activities. The university should

scrutinize

carefully any arrangements

where private inurement or benefit might
be found.

* Accounting for tax consequences. The
university should limit its exposure to un-
related business income tax by remaining a
minority shareholder in business ventures
and relying primarily on the income de-
rived from the passive, tax-exempt sources
cited earlier.

* Minimizing exposure to liability. When
creating new business ventures, the univer-
sity should use the corporate form to maxi-
mize protection against the risks of prod-
uct, tort, or contract liabilities.

* Guarding against conflicts of interest/
commitment. According to most univer-
sity conflict-of-interest policies, faculty are
required to report annually on investments
in, positions held at, and advisory or con-
sulting relationships with any company in
which the university holds license-derived
stock or has a contractual relationship. This
information often must be disclosed in any
publication of research involving the com-
pany. These types of policies should be well-
publicized and rigorously implemented.

To help protect the university from se-
curities law and conflict-of-interest prob-
lems resulting from the appearance of
insider trading, the university should con-
sider holding stock only until the stock is
publicly traded and any trading restrictions
are lifted, or until the company is acquired
by a third party. University representatives
on the boards of directors of spinout ven-
tures should be prohibited from holding
personal equity of any size. This prohibi-
tion should continue until the company
goes public.

Business relationships with new ventures,
such as licensing or sponsored-research
agreements, should be handled at arm’s
length. These relationships also should be
permitted only after a review by an appro-
priate body determines that there are no
perceived or real conflicts of interest.

* Enhancing university image. Any decision
to participate in the formation of a new
venture should always consider its likely
impact on the university’s image. The ques-
tion, How would this look on the front
page of the Wall Street Journal? should be
on the minds of those university decision
makers.

1. MANAGING THE PROCESS

In addition to these guiding principles, universi-
ties need to establish a management process to
guide their technology transfer office’s (TTO’)
evaluation and management of these risks and
opportunities. This review process will serve as
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a mechanism for dealing with issues surround-
ing the formation of new ventures and will help
establish a formal mechanism for university of-
ficials to provide guidance on commercialization
activities.

When the TTO is responsible for forming
new ventures (for example, creating business
concepts, recruiting management teams, and
raising venture capital) the responsibility for ap-
proving formation and reviewing the status of
new ventures should reside in another part of the
university, such as the office of the provost. The
oversight office would be best advised by a com-
mittee, which could include:

* university officers, such as vice presidents
of finance and administration, and general
counsel

* deputy provosts representing the major
physical- and life-science research areas

* senior administrators from the relevant
schools within the university

12. EQUITY MANAGEMENT

A university may receive equity in one of three
ways: (1) in lieu of cash for a license to a technol-
ogy, (2) for its activities in helping to found a new
venture, and (3) in the case of some universities,
for direct purchase of stock as a financial inves-
tor in a venture. Once a decision has been made
to accept stock from a company, the university
should have in place a set of policies and proce-
dures for the management and disposition of the
stock, particularly after it acquires value in pub-
lic markets. Eventually, the university will want
to sell some or all of its shares to generate cash,
and the university should establish and publicly
announce a policy for when and how it will ac-
complish this. Such a pronouncement avoids the
potentially damaging impact on a newly publicly
traded venture that may occur when the university
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begins to divest itself of its equity position (sug-
gested guidelines and policies are provided in
Boxes 2 and 3 at the end of this chapter).

13. CONCLUSIONS

Many technology licensing offices have begun tak-
ing a more strategic approach to commercializing
IP assets. The approach has led some to focus
more attention on the spinout of new ventures.
Spinouts provide opportunities to receive royalty
income and capital appreciation of a university’s
equity stake, and a university’s involvement can
be instrumental in deciding to locate facilities
near the university. Such involvement in venture
formation may, however, increase exposure to
new and different risks. This should not preclude
the university’s participation, but the university
should establish mechanisms devoted to identify-
ing and aggressively managing them. m
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1 This section is intended to be a brief overview of the
types of risks to consider. Much of this material is
adapted from an unpublished monograph titled Trad-
ing Technology for Equity: A Guide to Participating in
Spinout Companies, Joint Ventures, and Affiliates by RM
Goodman and LA Arnsbarger, attorneys with Morrison
and Foerster LLP in Washington, D.C.

2 Yale University. 1995. Policy on Conflict of Interest and
Conflict of Commitment. Memorandum from Provost
Alison Richard to all faculty and principal investigators,
August 1995.
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1.2

1.3

1.4

Box 2: SUGGESTED GUIDELINES FOR ACQUIRING
EQuiTy HOLDINGS IN NEW VENTURES

If the university does decide to make cash investments in a spinout venture (outside of any
venture capital funds in which the university investments office may have holdings), it is
recommended that such direct financial-investment decisions be made at arm’s length to
avoid any perceived or real conflict of interest or commitment. Such investment decisions
should be undertaken only as part of the investment office’s normal investment activities,
or as part of other special university initiatives. Decisions to invest in later rounds, however,
should be made by personnel insulated from the management of the license-derived stock.

The equity position of the university should be a minority one, and subject to the same
dilution as other shareholders, as the company raises additional capital.

Many universities, as an institution, retain the right to designate a representative, either as
an observer or as a full voting member, to the board of directors of new ventures in which it
holds equity.

131 Ifthe university designates a board member, it is recommended that the representative
resign from the board prior to the company’s registration with the Securities and
Exchange Commission for an initial public offering.

1.3.2 During the term of board participation, any fees or other forms of compensation
accruing to the board member should be the property of the university and credited to
the appropriate account.

1.3.3 If an individual is designated to serve on the board as a full voting member, he or she
will require indemnification through the university or the venture’s insurance policy to
the extent permitted under state law.

Faculty and staff participation in new venture activity (whether by stock ownership, board
membership, consulting agreement, or otherwise) should be governed by the university’s
policy on conflicts of interest and conflicts of commitment and must comply with that
policy in all respects.

~

/

CHAPTER 13.1

HANDBOOK OF BEST PRACTICES | 1269



BROWN & SODERSTROM

-

BoX 3: SUGGESTED GENERAL POLICIES FOR THE
MANAGEMENT OF EQUITY IN NEW VENTURES

11 Stock acquired through the activities of the technology licensing office should be subject to
the same policies and procedures as govern other equity holdings of the university.

1.2 If the stock is received in lieu of cash in consideration for a license, the stock will be treated
as royalty income and distributed to inventors in a timely manner in accordance with the
university’s royalty-sharing policies. For the purposes of this distribution, the stock should be
valued at the per-share value that it held when originally issued to the university. Following
issuance of the stock to the inventors, it is then the sole responsibility of the inventors to
manage their shares and to comply with any tax, legal, or contractual obligations associated
with the distribution, ownership, or disposition of those shares.

1.3 Universities tend to follow one of two options in managing and disposing of stock held for
the benefit of the university.

1.3.1 One option is to immediately transfer the shares to the university investment office
to be managed in the same manner as other equity holdings in the endowment
portfolio. Of course, all restrictions, such as any lock-up period where shares cannot be
traded after an initial public offering, must still be observed. Because most universities
maintain a legal wall between the investment office and the rest of the university,
such a practice may help mitigate any perceived or real conflicts of interest. There
are some potential difficulties with this approach, including the investment office’s
lack of knowledge and/or expertise in managing individual shares in private ventures,
establishing a value for the shares at the time of transfer, and accounting for the value
if the shares are not immediately liquidated.

1.3.2 An alternative approach is for the technology licensing office to hold and manage the
shares until a public market exists for the shares (for example, after any restrictions on
the sale of the shares has expired). When a public market exists, the shares could be
transferred to the investments office in return for a transfer of funds to the appropriate
income accounts equal to the value of the stock at the close of trading on the day of
transfer. The investment office is then free to manage the orderly liquidation of the
stock much as it would any other gift of stock to the university.

N
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CHAPTER 13.2

Dealing with Spinout Companies

JON C. SANDELIN, Senior Associate Emeritus, Office of Technology Licensing, Stanford University, U.S.A.

ABSTRACT

This chapter provides a practical guide for organiza-
tions seeking to transfer their intellectual property (IP)
rights to a spinout company (normally through a licens-
ing agreement) so that the company can convert the IP
into products or services that benefit the public. Based
on experiences at Stanford University over the past three
decades, key issues have been identified for negotiating
transfer to a spinout, and guidance on best practices for
reaching a successful agreement is provided. The chapter
briefly reviews potential conflict-of-interest and conflict-
of-commitment issues that inevitability arise when em-
ployees of public research organizations become involved
in spinout companies.

1. INTRODUCTION
Public Research Organizations (PROs) often cre-
ate spinout companies to commercially develop
and market the PRO’s inventions. The new com-
pany may be formed by PRO faculty, staff, and/
or students, by entrepreneurs not affiliated with
the PRO, or by a combination of these parties.
In almost all cases, investors in the new company
desire a relationship with the inventors of the li-
censed technology. The investors recognize that
the know-how, “show-how,” and detailed knowl-
edge of the technology possessed by the inventors
will be important to the company’s success.

The technology transfer office (T'TO) has an
important role to play in this process, one that can
take many forms. The TTO must be clear about

what roles it will or will not play in the forma-
tion of new companies that utilize PRO technol-
ogy and/or PRO employees. The most common
model for U.S. TTOs is passive involvement.
Referrals are provided to resources that can assist
in the spinout process, but the TTO itself is not
actively involved. Active involvement does occur
when the TTO engages in some, or all, of the fol-
lowing activities: writing or help in writing the
business plan, assisting with incorporation of the
company, finding initial seed funding, recruiting
a management team, and securing the first-round
venture funding. Such active involvement can be
very time consuming and normally requires peo-
ple with special skills and experience.

Spinout companies are frequently formed be-
cause spinouts are the only alternative available for
converting a technology into useful products or
services. Of course, it is the products and services
stemming from new technology that improve our
health and standard of living—#or the technology
itself. Often, however, inventions are undeveloped
and unproven, and established companies are un-
willing to commit resources to license and devel-
op the technologies. The inventors, on the other
hand, may believe strongly in the social value of
the inventions, and so will assume risk and make
deep commitments to foster an invention’s further
development into products. The inventors often
do so by getting involved in spinout companies.
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The AUTM (Association of University
Technology Managers) surveys show that in re-
cent years, 5% to 10% of licenses annually grant-
ed by U.S. universities are granted to spinout
companies. In 2003, U.S. universities reported
374 licenses to spinout companies, or about 7.5%
of the total licenses granted. Sold equity totaled
US$39 million, which was about 3% of total roy-
alty income in 2003.

Over the past 15 years, Stanford University
has taken equity as part of its licensing agree-
ments with 140 spinout companies. As of 2005,
Stanford holds equity in 85 companies. Fourteen
percent of the companies in which Stanford
has taken equity have failed, making the equity
worthless. For 18% of the companies, equity has
been sold. Two companies generated more than
80% of the total amount of cashed-in equity
(US$22.5 million). Spinout companies have paid
earned royalty income and annual minimum pay-
ments, but no data exists for these categories. As
is true for licensing in general, when licensing and
supporting spinouts, the focus should 7oz be on
how much income can be generated, but on the
value flowing from a new partnering relationship
(for example, consulting opportunities for profes-
sors, sponsorship of research, hiring of graduating
students, and donations and gifts of equipment)
and on the public benefits from the products and
services the spinout may produce. Spinout com-
panies can be a significant source of new jobs and
of local, state, and federal taxes. They can produce
exports. A few spinouts (for example, Hewlett-
Packard in Silicon Valley) have grown into major
corporations that are regional anchors, attracting
entrepreneurs and other companies.

2. EVALUATING THE ENVIRONMENT

The role the TTO plays with spinout companies
will be strongly influenced by the general attitude
of the PRO’s senior administration and members
of the governing board toward spinouts. These in-
dividuals can be encouraging, supporting, merely
tolerating, or discouraging. One can see why in
some cases their views may be less than positive.
The involvement of PRO personnel with spinouts
can create conflicts of interest, and valued faculty
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members who take a leave of absence to work in
a spinout may not return. Moreover, leaves of
absence require changes in teaching assignments
and graduate-student supervising. If leaves are
not taken, the commitment of faculty members
to spinouts may lead faculty members to neglect
teaching or research responsibilities (such conflict
issues are covered in detail later in this chapter).
Clearly, concerns of senior administration and
board members about spinouts, involving PRO
personnel, can be legitimate.

Almost all PROs in the United States at least
tolerate spinouts, and the trend in recent years
is toward greater acceptance of spinouts. Most
faculty who are actively involved with spinouts
speak positively about their experiences. If these
individuals obtain significant wealth, usually
through stock options, they serve as role models
for others. Experience working with a spinout
can also enhance faculty performance at the uni-
versity. John Hennessy, the president of Stanford
University, took a one-year leave of absence in the
1980s to be involved with a spinout named MIPS.
He openly reports that the experience with MIPS
was extremely valuable and useful for managing
his teaching and research activities after returning
to Stanford.

3. NEGOTIATING A LICENSE AGREEMENT
The TTO’s first involvement with a spinout is
usually to provide a license to the technology that
the company plans to convert into commercial
products or services. In most cases, the licensed
technology will be the company’s fundamental
technology, and so the company will request an
exclusive license. Investors want to be assured that
their investments will be protected by patents or
other intellectual property. In the license agree-
ment itself, investors will normally focus on:

* the length of the exclusive period

* field-of-use limitations

* improvement inventions

* agreement assignment provisions

* financial terms

Investors almost always request a life-of-pat-
ent exclusive period. This is to be expected. In the



United States, because a large percentage of in-
ventions is generated through research supported
by the federal government, the policy is to limit
the exclusive period. In the initial Bayh-Dole Act,
the U.S. government specified that the exclusive
period would end either at five years from first
product sale or eight years from the effective date
of the license agreement, whichever came first.
Although this requirement was later eliminated,
it is still used as a guideline by many U.S. TTOs.
In the United States, government guidelines
are that the term of the exclusive period should
be the shorter of eight years from the effective
date of the license agreement or five years from
the date of the first sale of the licensed product.
Experience has shown that in most cases, a period
of five years from the first licensed product sale
allows a fair return. However, if the company can
provide convincing evidence that a longer period
would be needed in the company’s situation, such
evidence would be evaluated and considered. If
such evidence were not available at the time of
licensing, but might appear at a later time, the
new evidence could eventually justify extending
the exclusive term.

Investors almost always prefer no limitations
in the license. And if the TTO insists on a defined
field of use, the investors will want a limitation as
small as possible. Sometimes a compromise allows
a grant of exclusive right for a specific field of use
but permits access to other fields of use. Such an
arrangement could be made by granting a nonex-
clusive right to other fields of use, or by specifying
aright to add other fields at a later time, but with a
requirement for a business plan, added payments,
and appropriate diligence terms for licensed prod-
uct development in the added fields.

Investors will also prefer to be automatically
added to license-improvement patents that may
emerge from continuing research in the area of
the licensed technology. If the improvement has
been described in the specification of the licensed
patent, and the original invention and the im-
provement have common inventors, then the
improvement could be filed as a continuation-
in-part (CIP) application. In such cases CIPs
would normally be part of the definition of li-
censed patent(s). During the exclusive period, no

one else could practice the improvement patent
without rights to the dominant licensed patent,
so the improvement patent has no value to the
PRO. To add improvement patents that are not
CIPs under the license agreement, the recom-
mended policy is to do this only with the express
written consent of the potential inventors.

Experience has shown that the most com-
mon exit pathway for PRO-based spinout com-
panies is merger and acquisition. Very few reach
an initial public offering (IPO). Thus, the ability
to assign the license rights to the merging or ac-
quiring party can be very important. The options
for the TTO are: (1) no assignment without the
written permission of the TTO, (2) automatic
assignment to a party, of all of the assets of the
licensee, without an added fee, or (3) automatic
assignment to a party, of all of the assets of the
licensee, with an added fee. The typical approach
is to combine (1) and (3), so an assignment that is
not part of a merger or acquisition requires writ-
ten approval, and an assignment that 7s part of a
merger or acquisition is automatic but 