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ABSTRACT

This article reviews the specific issues of patent misuse, a licensees right to challenge patent validity, distinctions in United States
(U.S.) federal and state law, considerations of jointly owned patents and antitrust concerns in the context of international collabo-

rations wherein there are issues of US. law.

NEGOTIATING BIOTECHNOLOGY
COLLABORATIVE AGREEMENTS
THE INTERNATIONAL CONTEXT

Most science today is global. Scientists on one side of the
globe seek out others all over the world for research collabora-
tdons. The agreements are rarely only national and usually
patents are involved. Accordingly, collaborative research and
development agreements (“CRADAs”™) must be viewed in an
international context. Nevertheless, many of the issues are sub-
ject to local law and regulaton. The major markets are North

BIOTECH DEALS ARE LARGER
AND MORE COMPLEX ON BOTH
SIDES OF THE ATLANTIC

GROWTH OF THE U.S. SECTOR

To further appreciate the place of CRADA’s and their use
and growth worldwide, it is significant to understand the rela-
tonship of the U.S. biotech industry and its ability to obtain
funding to the biotech industries in other countries. While the
industry is more mature and better funded in the U.S., there

is important scientific work

America, Europe and Japan.
All three of these markets are
different and inconsistent

issues such as patent, regula-
tory, medical, pricing (Europe
and Japan) and health care

“There is a growing emphasis on software and
insofar as their treatment of 0ata services in genomics and bioinformatics, and
these transactions, like others within the biotech
field, are not merely local but international.”

being undertaken worldwide
and researchers must collabo-
ratc on a worldwide basis.
The U.S. biotech industry
has grown and matured in
recent years. In the first half

reimbursement.  There are
specific nuances that are both countrywide as well as local.’
Transactions within the biotech industry are becoming
larger, more complex and different. Large pharmaceutical
companies and biotech companies are jointly developing
products together, and biotech companies are engaging in col-
laborations in the ever-growing fields of genomics, bioinfor-
matics and e-health. There is a growing empbhasis on software
and data services in genomics and bioinformatics, and these
transactions, like others within the biotech field, are not mere-
ly local but international.

of 2000, U.S. biotech com-
panies raised $22.1 billion from private and public financings,
well above the $12 billion raised in all of 1999 and nearly
triple the $8.1 billion raised in 1998.2 Furthermore, 58 com-
panies went public in 2000 up from 12 the previous year.?
With more profitable companies and more products on the
market, there are many more opportunities for larger deals
between biotechs and pharmaceuticals, biotechs and biotechs
and biotechs and e-health groups.

A recent international transaction announced in January
2001, involving large biotech and big pharma, was Bayer AG’s

Association (2001). -
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$1.5 billion package with drug discovery and development
company CuraGen Corporation.* The new partners have
committed to the clinical development of 12 drug candidates.
They will split up $1.34 billion in development costs over 15
years.® Another large international transaction was the recent
agreernent among F.Hoffmann-La Roche Ltd, Genentech
Inc. and OSI Pharmaceuticals, Inc., giving Genentech and
Roche the rights to a promising new cancer drug developed
by OSL® Genentech and OSI are to employ an essentially
equal cost and profit sharing arrangement for commercializa-
tion in the U.S., while Roche is expected to pay royalties on
net sales to OSI in markets outside the U.S.” Under the
agreement, Genentech and Roche agreed to purchase $35
million of O8I common stock and pay up-front fees.
Although OSI has retained certain co-promotion rights,
Genentech will be primarily responsible for commercializing
the drug in the U.S.# In another transaction, Merck & Co.
will pay Isis Pharmaceuticals Inc. up to $50 million in licens-
ing and milestone fees for Isis’ preclinical Type II diabetes
antisense drug candidates.”

Genomics companies are entering into transactions that
will enable them to have downstream drug development capa-
bilities. Celera Genomics Group acquired Axys Pharma-
ceuticals and Lexicon Genetics recently acquired Coelacanth
Corporation. Celera seems to have acquired Axys in large part

between Europe and the U.S. for biotech companies and a
threat being mounted on the UK’s sector dominance on the
European side of the Atlantic.!® Nevertheless, the U.S. indus-
try is bigger and better funded than Europe.!” Potential for
intellectual property in the UK and Scotland is great, but there
is not the critical mass necessary to exploit it.'* Thus, the driv-
ing effect for consolidation and collaboration continues.

Technology is moving at a fast pace and the data is grow-
ing exponentially. Companies must therefore act quickly and
decipher many issues that may prevent them from attaining
critical mass to ensure continued growth and development.

All of this international consolidation brings about many
legal and business issues that must be considered. The
European and U.S. regulatory systems differ greatly in many
aspects. Two of the over-drching issues facing transatlantic
collaborations and mergers which are approached different-
ly by the U.S. and Europe are the antitrust laws and various
patent and intellectual property issues, most of which are dis-
cussed below,

PATENT MISUSE

The doctrine of patent misuse has evolved over the past
eighty years by way of a consistent line of case law holding that
a patent owner who uses a patent to engage in conduct out-
side the scope of the patent

for its oncology focus'® and
Lexicon Genetics acquired
Coelacanth for its libraries
targeted at GPCRs and ion
channels, focus areas for
Lexicon’s target generation
efforts.!!

“With more profitable companies and more
products on the market, there are many more
opportunities for larger deals between
biotechs and pharmaceuticals, biotechs and
biotechs and biotechs and e-health groups.”

grant misuses the patent.'®
Such misuse occurs when a
patent holder improperly
secks to expand the physical
or temporal scope of the
patent. Courts employ gener-
al equitable standards when

EUROPEAN
GROWTH

The European sector has undergone similar growth. The
year 2000 was heralded as the best ever for the European
biotech industry. Fundraisers, valuations, revenues, employ-
ment and the number of companies all reached record levels,
according to Ernst & Young’s eighth annual European Life
Sciences Report.'? While the European sector is earlier in its
life cycle than its counterpart in the U.S., many view it as poised
to reach critical mass.!* Up from 1999, four times as much
money has been raised, and more than twelve companies have
a war chest of more than $100 million versus only one compa-
ny last year. There has also been an increase in corporate
alliances and mergers and acquisitions, which were up 54%
from 1999. Some argue that this increase indicates a global
trend towards greater interacton among the larger biotech
markets and especially between the U.S. and Europe.!*

Greater interaction between Europe and the U.S., some
argue, is inevitable.!® According to Ernst and & Young’s
integration report, there is a “yawning chasm” in resources

applying the doctrine, and if
patent misuse is found, the patent owner will be barred from
enforcing the patent. In addition, a person sued for patent
infringement will not be Lable, even if the patent is valid and
infringed.2®

Certain practices which have been found to constmte
patent misuse include refusals to use or license a patent, impo-
sition of royalties after a patent expires, calculation of royalties
on a basis broader than the rights granted, mandatory package
licenses (licensee obligated to take a license under other
patents} and tying arrangements (patent owner demands that
a licensee buy or lease unpatented components or demands
that a licensee not use the goods or services of others).?! With
the passage of the Patent Misuse Reform Act of 1988,
Congress limited the misuse affirmative defense with respect
to certain activitics by a patent owner, including the refusal to
license a patent and conditioning patent rights where the
patent owner is without market power.2
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MANDATORY PACKAGE LICENSES

A patent owner may desire to license a group of patents
in one package license, particularly if all of the patents relate to
a certain product or are applicable to a certain field. However,
such a license may not be permitted if in order to obtain the
desired patents, a licensee must take a license to patents it does
not want.?®> Mandatory package licensing could be deemed
misuse because it enables an extension of the scope of the
patents being ted together.?* However, the Patent Misuse
Reform Act allows a patent owner to condition a license to a
patent on the acquisiion of a license to another patent
“unless, in view of the circumstances, the patent owner has
market power in the relevant market for the patent . . . on
which the license...is conditioned.”?® Thus, a patent owner
must consider whether a licensee would be coerced or com-
pelled to take a license to patents it does not desire.?®

When negotiating a license agreement for a package
license, a patent owner should carefully consider how it
approaches and interacts with a potential licensee during the
drafting and negotiating period in order to be able to defend
a subsequent claim of coercion. Good faith negotiations
should take place and a patent owner should refrain from
immediate steadfast refusal in

payable until the expiration of the last to expire of a group of
patents.’® However, as noted in the discussion on Mandatory
Package Licenses, a determination of coercion is relevant to
the lack of diminution of royalties as patents included in a
package license expire. Courts have found that absent coer-
cion, the royalty rate of a package license need not diminish as
patents included in such license expire.

When negotiating royalty provisions for a license agree-
ment, similar approaches to those mentioned under
Mandatory Package Licensing are appropriate. For instance,
the royalty plan should be documented to show the mutual
benefits to the parties.”’” Other considerations include defer-
ring royaltics beyond the patent’s life,?® permitting licensees to
terminate at will,*® requiring a minimum acceptable annual
royalty during the life of all patents in a license package® and
basing the royalty on those portions of product or process that
infringe an unexpired license to the patent.!

CHALLENGING THE VALIDITY OF A
PATENT

In 1969, the Supreme Court in Leas, Inc. v. Adkins, ruled
that a licensee was not stopped from asserting patent invalidi-
ty if the licensee was sued by

licensing fewer patents in a

the licensor for failing to pay

- package.”” A patent owncr
should also explain why the
package is mutually conven-
ient and gain the acceptance

“While the European sector is earlier in its life
cycle than its counterpart in the U.S., many
view it as poised to reach critical mass.
Greater interaction between Europe and the

royalties. >  Prior to Lear,
licensee estoppel was perrit-
ted under the theory that a
licensce should not be per-

of the licensee.?® The package
license should contain com-

U.S., some argue, is inevitable.”

mitted to enjoy the benefits of
an agreement while at the

plementary patents, and the

patent owner should consider granting the licensee a unilater-
al right to terminate the licenses to one or more patents.” In
addition, alternative scenarios and various licensing programs
should be considered and discussed before a package license is
finalized.3® Finally, economic coercion by the patent owner
should be avoided.’!

EXTENSION OF ROYALTIES BEYOND
THE LIFE OF A PATENT

In 1964, the United States Supreme Court in Brulotte v.
Thys Co. ruled that a contract in which the royalty remained the
same after the expiration of the patent as during the life of the
patent was unenforceable as a matter of law as to royalties after
such expiration.* In that case, the Court concluded that the
licensor was using licenses to project the licensor’s monopoly
beyond the patent period.*® However, the Court distinguished
contracts that require royalties that accrue during the pre-cxpi-
ration period to be paid during the post-expiration period.

Although the Supreme Court in Brulotte determined that
a licensor cannot force royalties to be paid beyond the life of a
patent, courts have also determined that royalties may be

same time urging that the
patent underlying the agreement is void *3 The Court in Lear
found that “the technical requirements of contract doctrine
must give way before the demands of the public interest in the
typical situation involving the negotiation of a license after a
patent has issued.” However, the enforceability of provisions
allowing the licensor to terminate a license if the validity of the
patent forming the basis of the agreement is challenged
remains uncertain. Various decisions by the United States
Court of Appeals for the Federal Circuit over the past fifteen
years have departed from the Lear holding, and while not
directly ruling on the validity of such provisions, have implic-
itly indicated that they may be enforceable.®*

Although licensees may challenge the validity of a patent,
they are subject to some restrictions. For instance, the Lear
decision allows licensees to stop paying royalties on a patent
they believe is invalid and then defend an action for payment
by asserting patent invalidity.‘“’ However, courts interpreting
Lear have focused on whether the failure to pay royalties is
connected to the challenge to the validity of the patent,*®
Courts have held that a licensee must notify the licensor that
it is suspending royalty payments becausc it questions a
patent’s validity if the licensee wants to preserve patent
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invalidity as a litigation defense to a claim for failure to pay
royalties.*’ In addition, litigation and settlement stipulations
may require a licensee to make royalty payments even if the
patent is determined to be invalid at a later date.*® Courts have
also held that due to the principals of res judicata (claim
preclusion), a licensee who acknowledges the validity and
infringement of a licensor’s patent as part of a consent decree
terminating an infringement suit may not subsequently chal-
lenge the patent.*®

STATE AND FEDERAL LAW
CONSIDERATIONS

The United States federal district courts have exclusive juris-
diction in actions relating to patents.®® In addition, the United
States Court of Appeals for the Federal Circuit has exclusive juris-
diction of appeals from final decisions of the federal district
courts.’! Generally, matters of contract law and interpretation arc
controlled by state law.>2 However, substantive and procedural
issues that pertain to or are “unique to patent law™ and “inti-
mately involved in the substance of enforcement of the patent
right” are governed by the Federal Circuit.>®

Approximately ten years

agreements should be made between the patent owners and
any licensee of a patent in order to ensure that the licensee
receives all of the rights granted under the license.%

ANTITRUST CONCERNS

Joint venture and collaboration agreements that promote
innovation and technological advancement in an efficient and
economically advantageous manner are generally acceptable
under U.S. law. Agreements that by their nature could
adversely impact the market, such as exclusive licenses, pool-
ing arrangements or grant backs, may be scrutinized by the
United States Department of Justice (the “DOJ”) and the
United States Federal Trade Commission (the “FT'C,” collec-
tively with the DQJ, the “Agencies”), the two agencies
responsible for enforcing the antitrust laws.

Joint venture and collaboration agreements involve
activities such as research and development, manufacturing,
production, marketing, licensing, distribution, sales or
purchasing. In the case of the licensing of intellectual prop-
erty, which is frequently a component of a joint venture or
collaboration agreement, an obvious tension lies between
the laws protecting intellectual property rights and the laws

ago, Congress enacted a
statute  that allows the

“Two of the over-arching issues facing

concerning antitrust. On the
one hand, laws protecting
intellectual property rights,

enforcement provisions of the
Federal Arbitration Act™ to
apply to patent contracts (e.g.

transatlantic collaborations and mergers
which are approached differently by the U.S.
and Europe are the antitrust laws and various

which are most evident in
the area of patent law, may
serve to create a monopoly.%*

settlement and license agree-
ments).*® Thus, patent arbi-

patent and intellectual property issues.”

While on the other hand,
antitrust laws proscribe the

tration awards must be in
accordance with the Federal Arbitradon Act. However, it
should be noted that a challenge to the award of arbitration
fees is not “unique to patent law™ or “intimately involved™ in
its substance, and is therefore a matter of state contract law.*®

JOINT PATENT OWNERSHIP

Each co-owner of a United States patent is generally free
to make, use, offer to sell, sell or import patented inventions
without taking into account the desires of other co-owners.>’
In addition each co-owner has a right to license the patent to
third parties, and such right to license does not require the
consent of the other joint owners.>® Although a co-owner has
the right to use and license a patent, only non-exclusive licens-
es may be granted by a co-owner unless the joint owners of the
patent agree otherwise.’® Furthermore, without such an
agreement, one co-owner can deprive another co-owner of
the right to sue and collect damages for infringement by
granting a license to the infringcr.‘f'0 However, such an
infringer may still be liable for infringement that occurred
before the license was granted.%! Thus, the joint owners of a
patent must enter into the appropriate agreements in order to
generally enforce a patent.’? In addition, the necessary

existence of such mono-
polies.®® The Agencics have come to recognize that in
certain cases such agreements have competitive benefits, but
also recognize that anticompetitive effects may directly or
indirectly result from such agreements.

The antitrust laws as promulgated under the Sherman
Act® prohibit any contract, combination in form of trust or
otherwise, or conspiracy in restraint of trade or commerce;
and prohibit every person who monopolizes or attempts to
monopolize any part of trade or commerce among the sever-
al States. To provide some clarity to the rather broad antitrust
laws and its enforcement, the Agencies have published various
guidelines. Guidelines specifically in the area of joint ventures
and collaborations consist of the Amntitrust Guidelines for the
Licensing of Intellectual Property in April 1995 (the “IP
Guidelines”) and the Antitrust Guidelines for Collaborations
Among Competitors in April 2000. For transactions that
include the acquisition, disposition or transfer of assets or vot-
ing securities, the Hart-Scott-Rodino Antitrust Improvements
Act of 1976% (the “HSR Act™) may also apply.®®

2002
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PER SE ILLEGAL

Agreements that restrict competition and that are not
related to an efficiency-enhancing integration of economic
activity arc generally considered to be per se illegal by the
Agencies and may subject the participants to civil, as well as
criminal penalties. These typically include agreements to fix
prices or output, rig bids, or share or divide markets by allo-
cating customers, suppliers, territories or lines of commerce
and maintain minimum resale price.

Regardiess of whether the agreement in question is subject
to the per se llegality standard or the rule of reason standard,
described below, the antitrust analysis is heavily dependent on
the definiion of the relevant market place the agreement
affects. In the context of intellectual property licenses and
agreements, the Agencies generally recognize three markets;
goods markets, technology markets, and innovation markets.®

RULE OF REASON

Agreements not challenged as per se illegal are analyzed
under the Rule of Reason. Thus, if an agreement has the
effect of restraining trade but is reasonably related to an effi-
ciency-enhancing integration and reasonably necessary to
achieve its procompetitive

The Agencics recognize that vertical agreements may still
impair competition due to the risk of coordinated interaction
in the market place. The Agencies pay particular attention as
to whether the agreement conveys exclusive rights since any
such exclusivity may harm competition by foreclosing access to
a necessary input or raise the cost of that input.”* The
Agencies have created a “safety zone™ specifically for nonex-
clusive licensing agreements for intellectual property if (1) the
restraint is not one that ordinarily is subject to per se treatment
(i.e. market allocation or price fixing) and (2) the parties to the
license collectively possess a market share of 20% or less in each
of the relevant markets affected by the restraint.”® If such fac-
tors are met, the Agencies will rarely challenge the anticom-
petitive effects of the agreement. Itis important to realize that
regardless of the particular tests that apply to a joint venture
agreement, the Agencies’ analysis is “based on the factual cir-
cumstance prevailing at the time of the conduct at issue,”
which can make it difficult to predict how safe the joint ven-
ture arrangement is from violating the antitrust laws.

On the other hand, joint ventures and collaborations
among competitors that satisfy the following conditions may be
considered a horizontal merger and analyzed under the
Horizontal Merger Guidelines, as amended in 1997: (1) the
partics are competitors in the relevant market place; (2) the

benefits, the Agencies will

arrangement involves an effi-

analyze the agreement under
this “Rule of Reason™ stan-
dard.”® The primary focus in
determining which analysis
applies is whether the agree-
ment contributes to an effi-

“When negotiating a license agreement for a
package license, a patent owner should care-
fully consider how it approaches and interacts
with a potential licensee during the drafting
and negotiating period in order to be able to

ciency-enhancing integration
of economic activity in the rel-
evant market; (3) the integra-
tion climinates all competition
among the participants in the
relevant market; and (4) the
arrangement does not termi-

ciency-enhancing integration
of cconomic actvity.”!

defend a subsequent claim of coercion.”

pate within a sufficiently limit-

Under Rule of Reason analy-

sis, the Agencies consider whether a restraint has anticompet-
itive effects and, if so, whether the restraint is reasonably nec-
essary to achieve procompetitive benefits and whether those
benefits outweigh its anticompetitive effects.”

Joint venture relationships generally come in two forms:
horizontal relationships, where the parties are competitors;
and vertical relationships where the parties operate in different
phases of the overall production and distribution process.

While agreements that create cither relationship may be
analyzed under the Rule of Reason standard, the Agencies
adopt a more lenient approach to vertical agreements, under
which most of the joint venture and collaboration agreements
in the biotechnology area fall into. Agreements with respect
to intellectual property between direct competitors may some-
times be treated as vertical agreements if the Agency finds that
one party’s technology is so superior to its competitor’s tech-
nology that the competitor’s technology is not a “close sub-
stitute” and the competitor is not likely to develop a compet-
ing technology in the absence of the license.”

ed é)criod (usually 10 years) by
its own specific and express terms.”® The analysis of a horizon-
tal merger involves an assessment of market concentration,
potential adverse competitive effects, entry, efficiency and failure
in the market, Such an assessment is aimed at answering the
question of whether the merger is likely to create or enhance
market power or facilitate its exercise.”” As a caveat, however,
the IP Guidelines are only an indication of government enforce-
ment policy based on the case law and are not binding on the
courts, DOJ, FTC, state governments or private parties.

The Cooperative Research Act,”® which was passed by
Congress in 1984, specifically provides that joint venture
agreements will be analyzed under the Rule of Reason stan-
dard. The definition of “joint venture,” however, is fairly nar-
row, and excludes agreements among competitors, or agree-
ments that will result in restricting trade such as restricting the
sale, licensing or sharing of inventions, developments, prod-
ucts, processes or services not developed or produced by the
joint venture and research and development if not reasonably
related to the proportion of intellectual property contributed
to the joint venture,
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TRANSFER OF ASSETS OR VOTING
SECURITIES

The HSR Act requires parties acquiring or disposing of
certain voting securities or assets to provide notice of the trans-
actions to the Agencies before the closing of the transaction and
await the expiration of a statutory waiting period pror to con-
summating the transaction.”” This notice requirement allows
the Agencies the opportunity to evaluate the impact of those
transactions that fall under the scope of the HSR. Act and chal-
lenge the anticompetitive transactions prior to consummation.

The threshold for being subject to the notice requirement
under the HSR Act is principally based on the determination
of two factors: (1) the size of the transaction test and (2) the
size of the parties.? The following transactions will be sub-
ject to the notice requirement under the HSR Act:

1. Transactions valued at more than $200 million.

2. Transactions valued at less than $2G0 million but more
than $50 million and where one party has $100 million or
more in assets or revenue and another party has $10 million
Or more in assets or revenues.

The initial waiting period is 30 days, after which, if the
parties have not been contacted by the Agencies, it is pre-
sumed that the transaction is free from further inquiry from

the Agencies and can be consummated.
Threshold Antitrust concerns under HSR are as follows:

1. Greater than $50 million in assets or voting securities held
after the transaction;

2. Greater than or equal to $100 million in assets or voting
securities held after the transaction;

3. Greater than or equal to $500 million in assets or voting
securities held after the transaction;

4. Greater than or equal to 25% of the voting securities of the
issuer and greater than or equal to $1 billion of the voting
securities of the issuer;

5. Greater than or equal to 50% of the voting securities of the
issuer and greater than $50 million of the voting securities of
the issuer.

In biotech agreements, it is not always clear as to whether
the thresholds are evident because this may require an analysis
of contingency payments in terms of whether or not they will
occur and the approximate amount of such payments.
Examples of biotech agreements where these issues arise
include a pharmaceutical company investing in a biotech or an
exclusive license with a right to scll. |
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v. Shatterproof Glass Corp., 268 F.2d 769, 776-77 (3d Cir.) (affirming lower court
finding of patent misuse when licensor compels licensee to accept package of
patents or none at all), cers. denied, 361 U.S. 902 (1959); Hull v. Brunswick Corp.,
704 F2d 1195, 1201 (10th Cir. 1983).

24 For instance, "the term of a valuable, about-to expire tying patent may be extended
by licensing it in a package with some insignificant, newly issued tied patent with
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34

35

36

37

38
39

no provision for reducing royalties as the patents in the package expire." McCartney,
stpra note 23, at 16,

35 USC. § 21Nd)(5); see ailso Nellie A. Fisher, "The Licnesee’s Choice:
Mechanics of Successfully Challenging a Patent Under License," 6 Tex. Intell. Prop.
L.J. 1(1997).

See, e.g., Western Elec. Co. v, Stewart-Warner Corp., 631 F2d 333, 338 (4th Cir.
1980) (finding a package license is not unlawful per se or a misuse of the patent,
absent coercion), cert. denied, 450 U.S. 971 (1981); and Turbo Mach. Co. v. Proctor
& Schwartz, Inc., 241 F. Supp. 723, 729-30 (E.D.Pa. 1965) (finding that no misuse
exists if a party is not compelled to take license to and pay royalties under unused
or subsequently-granted patents), aff d, 362 F.2d 5 (3d Cir. 1966); but see Data
General Corporation, et. Al. v. Grumman Systems Support Corporation, 36 F3d
1147 (1st Cir. 1994) (finding defendant failed to show that plaintiff engaged in
exclusionary conduct by unilaterally refusing to sell Licenses or service tools to own-
ers); Lasercomb America, Inc. v. Job Reynolds, (4th Cir. 1990) {finding the appellee
misused its copyright by attempting to use its copyright to control competition in an
area outside the copyright).

McCartney, supra note 23, at 17. See American Securit Co. 268 F.2d at 769 (finding
that the refusal to offer any terms other than the mandatory package is prohibited).

McCartney, supra note 23, at 17; See McCullough Tool Co. v. Well Sarveys, Inc.,
343 F.2d 381, 407 (10th Cir. 1965).

MeCartney, supra note 23, at 17.

McCartney, supra note 23, at 17.

For example, if the rate for a package license is so much lower than the rate for a
gingle patent, the licensee essentially does not have economic choice. McCartney,
supra note 23, at 17.

Brulotte v. Thys Co., 379 U.5. 29, 32 (1964). See Virginia Panel Corp. v. Mac Panel
Co., 133 F.3d 860, 869 (Fed, Cir. 1997) (noting that courts have identified specific
practices, including arrangements in which a patentee effectively extends the term
of its patent by requiring post-expiration royaltics, as constituting per se patent mis-
use), cert. denied, 525 U.S. 8§15 (1998). See aiso Boggild v. Kenner, Div. of CPG
Products Corp., 853 F:2d 465, 469 (6th Cir. 1988); Meehan v. PPG Ind., Inc., 802
¥.2d 881, 886 (7th Cir. 1986), cert. denied, 479 U.S, 1091 (1987); and Pitney Bowes,
Inc. v. Mestre, 701 F2d 1365, 1373 (11th Cir. 1983), cert. denied, 464 U.S. 893
{1983), all following Brulotze.

Brulotte, 379 US. at 33.

Id. at 31. See also Meghan 802 F.2d at 883; Boggild v. Kenner Products, 776 F.2d
1315. It should be noted that many licenses allocate royalties between patents and
know-how and royalties on know-how are collectible after the expiration of the
patent. However, if there is not a clear allocation between the two, the licensor may
not be able to collect royalties after the patent expires. In order to prevent such a
result, the parties could enter into two separate agreements (one for know-how and
one for patents). Altesnatively, the partics could use one agreement if separate roy-
alty rates for know-how and patents are clearly stated. McCartney, supra note 23, at
17.

See Huil, 704 F.2d at 1195 (10th Cir. 1983} (stating that there is no legal compul-
sion to negotiate individual rates and a party is entitled to attempt to negotiate a one-
price arrangement with any other willing licensee if convenient to both and not
oppressive).

See id.; Well Surveys, Inc. v. Perfo-Log, Inc., 396 F2d 15, 18 (10th Cir. 1968) (stat-
ing that the lack of diminution in royalty rate for the use of one patent without the
other patent does not establish coercion), cert. denied, 393 US. 951 (1968}
American Securit, 268 F2d at 769 (mandatory, coercive package licensing is mis-
use); Sunrise Medical HHG, Inc. V; AirSep Corp., 95 FSupp.2d 348, 458 (W.D.Pa.
2000) (finding that a licensor did not ceercively condition the license upon an agree-
ment that the royalty would not change regardless of the expiration of some of the
licensed patents); and A.C. Aukerman Co. v. RL. Chaides Constr. Ce., 29
US.PQ.2d 1954, 1058 (N.D.Czl. 1993) (finding that determination that the agree-
ment was the product of unfair patent leverage is a question of fact).

MecCartney, supra note 23, at 19. See Hull, 704 F.2d at 1201 (noting that the parties’
royalty structure was an efficient and mutually beneficial arrangement for a number

of years).
Brulotte, 379 US. at 31.

But see Hull, 704 F.2d at 1201 (noting that the existence of termination clavse does
not in itself eliminate the illegal nature of an oppressive license agreement and cit-
ing American Securit Co. v. Shatterproof Glass Corp., 154 ESupp. 890 (D.Del.
1957), aff'd, 268 F.2d at 769,

McCartney, supra notc 23, at 19,
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McCartney, supra note 23, at 19. See Lightware Technologies, Inc. v. Corning Glass
Works, 19 US.PQ.2d 1838, 1840 (S.D.N.Y. 1991) (defendant avoided a finding of
conditioning by "demonstrating that its licensing agreements were the product of
muytual negotiations™); Well Surveys, 396 F2d at 17.

Lear, Inc. v. Adkins, 395 U.S, 653, 656 (1969).

Id. see eg. Automatic Radio Mfz. Co. v. Hazeltine Research, Inc., 339 US. 827
(1950); Under European Union competition rales, license provisions giving a licen-
sor the tight to terminate a license agreement if the licensee challenges the validity
of the licensed patent within the Buropean Union is for all intents and purposes per-

- mitted, in that the licensor can terminate when invalidity is asseried by the licensee.

Raymond 8. Fersko and Jesse A. Lynn, "The art of cross-pond negotiations: Finding
a foreign partner,” 5 No. 3. J, Com. Biotech. 191, 195 (1999).

Fetsko and Lynn, supra note 43, at 197 (citing Christian Chadd Taylor, "No-
Challenge Termination Clauses: Incorporating Innovation Policy and Risk
Allocation into Patent Licensing Law,” 69 Ind. LJ 215, 246 (Winter 1993). See Flex-
Foot, Inc. v. CRE Inc., 238 E3d 1362 (Fed Cir. 2001) (holding that a settiernent
agresment in which an alleged infringer agreed not to challenge a patent’s validity
in the future was not void as against public policy).

Lear, 395 US. at 673-674.
Hull, 704 F2d at 1203.

Id. (citing cases from the United States Court of Appeals for the Third, Sixth,
Seventh and Ninth Circuits).

Flex-Foot, Inc., 238 F3d at 1369 (citing Hemstreet v. Spiegel, Inc. 851 F2d 348,
349-50 (Fed. Cir. 1988) (holding that a dismissal based upon a settlement order in
which the issues of validity, enforceability and infringement of the patents in the suit
were finally concluded and disposed of barred a subsequent challenge to the valid-
ity and enforcement of those patents by the same party)).

Foster v. Hallco Mfg. Co., 947 E2d 469, 477 (Fed. Cir. 1991).
28 US.C. § 1338, )

28 U.S.C. § 1295. As stated by the Supreme Court in Sears, Roebuck & Co. v. Stiffel
Co., 376 US. 225, 230-31 (1964) "the patent system is one in which uniform feder-
al standards are carefully used to promote invention while at the same time preserv-
ing free competition” and “"the purpose of Congress to have national uniformity in
patent and copyright laws can be inferred from such statutes as that which vests
exclusive jurisdiction to hear patent and copyright cases in federal courts." fd.

American Medical Systems, Inc. v. Medical Engineering Corp., 6 E3d 1523, 1532
(Fed. Cir 1993), cert. denied, 511 US. 1070 (1994) (citing Richardsen v. Suzuki
Motor Co., 868 F.2d 1226, 1241 (Fed. Cir. 1989), cert. denied, 493 U.S. 853 (1989)
and Universal Gym Equip., Inc. v. ERWA Exercise Equip. Ltd., 827 F.2d 1542, 1550
(Fed. Cir. 1987).

Amana Refiig., Inc. v. Quadhux, Inc., 172 F.3d 852, 855-56 (Fed. Cir. 1999) (cita-
tions omitted); See Flex-Foot, Inc., 238 F3d at 1365.

QUS.C.§1etseq.

35 US.C. § 294. Title 35, Section 294(a) of the United States Code states that "A
contract involving a patent or any right under a patent may contain a provision
requiring arbitration of any dispute relating to patent validity or infringement aris-
ing under the contract. In the absence of such a provision, the parties to an existing
patent validity or infringement dispute may agree in writing to settle such dispute by
arbitration. Any such provision or agreement shall be valid, irrevocable, and
enforceable, except for any grounds that exist at law or in equity for revocation of a
contract.” Id,

Flex-Foot, Inc., 238 F.3d at 1365,

35 US.C. § 262. Title 35, Section 262 of the United States Code provides that "In
the absence of any agreement o the contrary, each of the joint owners of a patent
may make, use, offer to sell, or sell the patented invention: within the United States,
or import the patented invention into the United States, without the consent of and
without accounting to the other owners." fd.

Schering Corp. v. Rousse UCLAF SA, 104 F3d 341, 344 (Fed. Cir. 1997) (citing
Willingham v. Star Cutter Co., 555 E2d 1340, 1344 (6th Cir. 1977) ("a co-owner of
a patent can even grant a license to a third party without consent of the other own-
ers") and Talbot V. Quaker State Oil Ref. Co., 28 ESupp. 544, 548 (W.D.Pa, 1938)
(a co-owner "may make use of and sell specimens of the patented invention and may
license others fo do s0; and neither he nor his licensees can be enjoined from a con-
tinuance in doing s0"), gff 4, 104 F.2d 967 (3d Cir. 1939)). The joint patent laws are
only applicable in the United States. The rules applicable to jointly owned patents
are different in various foreign jurisdictions. For instance, in Canada, a court has
held that a patent co-owner has no right to license a patent to a third party without
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59

61

62

63

65

congent of the other co-owners (although such co-owner could exploit the patent for

itself). Raymond S. Fersko, "Bionegotiation: Points to Consider in Negotiating
Global Research & Development Agreements,” 4 No. 4 J. Biolaw & Bus (2001) (cit-
ing Forget v. Specialty Foods of Canada, Inc., 62 C.PR.3d 537 (B.C.CLApp. 1995)).

See Fersko and Lynn, supra note 43.
Schering Corp., 104 F.3d at 345,

Schering Corp., 104 F.3d at 345. In Ethicon, Inc. v. US. Surgical Corp., 135 E3d
1456 (Fed. Cit. 1998), the court found that one co-owner could not release an
alleged infringer from Hability for past accrued damages to a another co-owner (by
granting a retroactive license) but could only release the alleged infringer from lia-
bility to itself and grant & prospective license. /d, at 1467.

For instance, the patent co-owners could agree that no one will make, use, scfl,
import or license the patent without the consent of the other parties. Fersko and
Lynn, supra note 43.

Fersko and Lynn, supre note 43.

Intellectual property for the purpose of antitrust analysis includes patent, copyright
and trade secret law, and of know-how, but docs not include tradernark licensing.
U.S. Departrment of Justice and the Federal Trade Commission Antitrust Guidelines
for the Licensing of Intellectual Property (April 6, 1995) § 1.02 [hereinafier IP
Guidelines].

Daniel G. § 1, "US, Inteltectual Property Law and Antitrast Law: An
Introduction and Overview,” International Bar Association 2000 Conference, 17-22
September 200, at 1, citing U.S. v. Westinghouse Elec. Corp., 648 F2d 642 {9th Cir.
1981).

15US.C. § / et seq.

68

69
70

71
72
73
74
75
76
7

78
™

80

15US.C. § 18a.

See also DOJ and FIC Antitrust Enforcement Guidelines for Intcrnational
Operations (1995); National Cooperative Research Act of 1984 and the National
Cooperative Research and Production Act of 1993 (15 US.C. §§ 4301-06).

1P Guidclines, supra note 64, § 3.2

Federal Trade Commission and the U.S. Department of Justice Antitrust Guidelines
for Collaborations Among Competitors (April 2000) § 3.2 [hercinafter
Collaborations Guidelines).

IP Guidelines, supra note 64, § 3.4.

IP Guidelines, supra notz 64, § 3.4,

Swanson, supra note 65, at 10.

TP Guidelines, supra note 64, § 4.1.

IP Guidelines, supra note 64, § 4.3.
Collaborations Guidelines, suprz note 70 § 1.3.

118, Department of Justice and Federal Trade Commission Horizontal Merger
Guidelines (April 8, 1997), § 0.2.

15 US.C. §§ 4301-06.

For the purposes of HSR analysis, patent rights are treated the same as any other tan-
gible asset,

"Party" means the ultimate parent and all of its controiled entities.
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