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L Introduction

On June 2, 2004, the U.S. Cowt of
Appeals for the Federal Circuit once
again placed prosecution history
estoppel and the Festo doctrine
in the limelight. In Honeywell
International, Inc. v. Hamilton
Sundstrand Corp.,! the court held en
banc that rewriting a dependent claim
into independent form, coupled with
cancellation of the original indepen-
dent claim, creates a presumption of
prosecution history estoppel under
Festo. This newest edition to the
growing line of decisions seeking to
clarify the Festo presumption of sur-
render exemplifies how far the
Federal Circuit is willing to take the
doctrine. Honeywell is yet another
decision that benefits would-be copy-
ists by further limiting patentees’
access to the doctrine of equivalents.

The question addressed in this arti-
cle is, has the Federal Circuit expand-
ed the Festo doctrine to excess? In
answering this question in the affir-
mative, we first consider the Supreme
Court and Federal Circuit decisions
that impacted the majority’s opinion
in Honeywell, namely, the Festo, Deering, and Ranbaxy
decisions. On that foundation, we then turn to the
Honeywell decision, with particular emphasis on Judge
Newman’s solo dissent. Finally, we consider the practical
ramifications of Honeywell and suggest a possible—and
simple—stattory solution to correct the harmfuil balance we
believe has been established by this recent authority govern-
ing presumptive surrender of equivalents.
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IL. Background

A. The Road to Honeywell: the Festo, Deering, and
Ranbaxy Decisions

In recent years, the Federal Circuit has issued a number
of opinions addressing amendment-based prosecution
history estoppel and the circumstances under which it
operates to presumptively preclude access to the doctrine
of equivalents for infringement purposes. Most notably,
in 2000, the Federal Circuit sitting en banc held in Festo
Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co. (Festo
I¥ that any narrowing amendment made to a claim ele-
ment for purposes of patentability completely bars any
resort to the doctrine of equivalents with respect to the
amended limitation, On writ of certiorari, the U.S.
Supreme Court abrogated this holding somewhat, replac-
ing the absolute bar with a presumption that such a
narrowing amendment surrenders any coverage beyond
the literal meaning of the amended limitation.® The
Court further held that this presumption could be
rebutted in any one of three ways: (1) by showing that
the equivalent in question would have been unforesee-
able at the time of the amendment; (2} by showing that
the rationale underlying the amendment bore no more

{continued on page 6)
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ROBERT W. SACOFF

Tt has been a busy and productive year for our Section
and it has been my pleasure and privilege to serve as its
Chair. For my last column, I offer the following infor-
mational report which we have submitted to the ABA
House of Delegates, summarizing the Section’s main
activities and accomplishments during the year. My
gratitude goes out, both personally and on behalf of the
Section, to the many Section members and leaders
whose generous and talented contributions made these
achievements possible.

ABA Section of Intellectual Property Law

Informational Report to the House of Delegates

The Section of Intellectual Property Law has conduct-
ed robust advocacy on an exceptional number of domes-
tic and international IP policy issues during the
2003-2004 association year, and has served its mem-
bers’ interests through meetings, publications, CLE,
diversity, and young lawyer initiatives. Section leader-
ship started the year with a member satisfaction survey,
and held-its triennial strategic planning retreat in
September 2003. The Section Council had twelve meet-
ings during the year, either in person or via conference
calls. This report briefly summarizes major Section
activities during the year, but excludes many other excel-
lent committee activities and accomplishments due to
space litnitations.

Advocacy and Policymaking

* Written response to Notice of Proposed Rulemaking
of September 12, 2003, “Changes to Support
Implementation of the U.S. Patent & Trademark Office
21st Century Strategic Plan.”

* Ongoing written advocacy to the House and Senate,
opposing the diversion of user-generated funds from
Patent Office funding.

* USPTO implemented the Madrid Protocol for inter-
national trademark registrations on November 2, 2003,
as previously advocated by Section policy.

» Amicus curiae brief filed November, 2003, in Knorr-
Bremse Systeme Fuer Nutzfahrzeuge GmbH v. Dana Corp.

» Task Force and meeting of NGOs in London on
patent improvement and harmonization, November
10-11, 2003.

+ U.S. Ambassador’s IP Roundtabie in Beijing in
November 2003.

» Written comments on Draft EU Commission
Regulation on technology transfer agreements and block
exemptions (with Sections of Antitrust Law, Business
Law, and International Law)}, November 2003.
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« Written comments opposing the Weldon
Amendment to the appropriations bill, H.R. 2673, pro-
hibiting the use of appropriated funds to issue patents on
claims directed to or encompassing a “human organism,”
January 2004.

» Written comments on the Report of the Study Group
on the Antimonopoly Act of Japan, opposing the exten-
sion of the essential facilities doctrine to intellectual
property (jointly with the Sections of Antitrnst Law and
Intemational Law), January 2004.

» Written comments in response to the USPTO’s
Notice of Proposed Rulemaking of November 26, 2003,
to revise the Rules of Practice Before the Board of Patent
Appeals and Interferences, February 2004.

» Participated in the USPTO conference and hearings
on the Hague Convention on Jurisdiction and
Enforcement of Foreign Judgments, March 2004.

« Participated in ABA Day on Capitol Hill, May 2004.

« Written and live testimony in the House Judiciary
Committee hearing on proposed amendments to the
Federal Trademark Dilution Act, April 2004.

» Participated in ABA Day at the United Nations,
April 2004.

» Written comments in response to the USPTO’s
Notice of Proposed Rulemaking to revise the USPTO
Rules of Professional Conduct, June 2004,

* Task Force on Federal Trade Commission Report of
October 2003, “To Promote Innovation; The Proper
Balance of Competition and Patent Law and Policy,”
which made twenty citations to IPL Section testimony in
the FTC hearings held as a basis for the report.

(continued on page 33)
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{ Claim Construction—Is There a
Perfect Path?

My last column in the Winter 2004
issue focused on the Knorr-Bremse'
| case and the Federal Circuil’s en banc
review of the contours of willfulness
and evidentiary presumptions. I have
always seen the tension between pro-
tection from willfulness, which “advice
of counsel” opinions are supposed to
| afford, and waiver of privilege to be an

unfair box for litigants. For this reason

and others, the Federal Circuit invited
comment on and critigue of this issue by issuing a sua
sponte order setting Knorr-Bremse for en banc rehearing.

While we wait t0 see how Knorr-Bremse unfolds, the
Federal Circuit has opened the door again with the recent
en banc rehearing order in Phillips v. AWH Corporation.?
This Summer 2004 issue of IPL Newsletter will be my last
as co-editor, so I have chosen to cover Phillips and ihe
ever-evolving focus of claim construction as topics near
and dear to my patent litigator heart.

Predictable claim construction methodology appears to
be as elusive as predictability of the doctrine of equiva-
lents and prosecution history estoppel. These topics
receive enormous attention in the world of patent litiga-
tion, including a specific focus in this issue of IPL
Newsletter, where you will treatments of important new en
banc rulings such as Honeywell,® which are redefining the
patent litigation landscape daily.

Lisa A. Dunner

Nick Setty

Texas Digital

From my perspective, the most recent iteration of the
claim construction journey started in Texas—well sort of.
On Qctober 16, 2002, the Federal Circuit issued its opin-
ion in Texas Digital Systems, Inc. v. Telegenix, Inc.*
redefining the playing field for all claim constructions
from that day forward with a new emphasis on dictionary
definitions. Courts continue to seek the “ordinary mean-
ing” of disputed claim terms, but likely do so with a new-
found interest in the works of Webster, among others. The
Federal Circuit’s eatlier vacillation in the use or nonuse of
dictionaries is well documented, so I have not recounted
those events or rationales.

Instead, it is probably more interesting to trace the
events from Texas Digital, to the so-called disclaimer
cases, to the recent order in Phillips. Using different
approaches and occasionally blunt tools, these cases
attempt to improve on claim construction methodology.

Texas Digital relies on the presumption that dictionaries
actually provide meaningful definitional help.” Based on
that premise, patent litigants now engage in the exercise
the Federal Circuit must have known would come. Post-
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Texas Digital, litigants begin each case with a flurry of
dictionary searches and “Ah ha! T knew that’s what that
word meant.” Should I use one dictionary with good defi-
nitions for some terms in dispute and “not so0 good” defin-
itions for other terms, or should I use two dictionaries and
risk that opposing counsel finds the bad definitions any-
way, or just use a bouquet of dictionaries and keep them
off my trail? Rather like Scooby Doo chasing his tail; so
much for predictability from Texas Digital.

Disclaimer Cases

The disclaimer cases focus on what subject matter one
has disclaimed, either during patent drafting or in prosecu-
tion.® Again, they provide little by way of uniformity or
predictability in underlying methodology because of the
inconsistency in how different judges see the scope and
effect of what appears to have been disclaimed.
Ultimately, the threads of the dictionary cases and the dis-
claimer cases come together on occasion under the “ordi-
nary meaning” rubric. Given that interplay, disclaimers
can trump dictionary definitions and vice versa, often
depending only on the author of the majority opinion.

Phillips v. AWH

So where do we find ourselves now? On July 21, 2004,
the Federal Circuit issued another en banc rehearing order,
this time to focus squarely on claim construction conun-
drums. The questions posed are:

1. Is the public notice function of patent claims better
served by referencing primarily technical and general pur-
pose dictionaries and similar sources to interpret a claim
term or by looking primarily to the patentee’s use of the
term in the specification? If both sources are to be con-
sulted, in what order?

2, If dictionaries should serve as the primary source for
claim interpretation, should the specification limit the full
scope of claim language (as defined by the dictionaries)
only when the patentee has acted as his own lexicographer
or when the specification reflects a clear disclaimer of
claim scope? If so, what language in the specification will
satisfy those conditions? What use should be made of
general as opposed to technical dictionaries? How does
the concept of ordinary meaning apply if there are multi-
ple dictionary definitions of the same term? If the dictio-
nary provides multiple potentially applicable definitions
for a term, is it appropriate to look to the specification to
determine what definition or definitions should apply?

3. If the primary source for claim construction should
be the specification, what use should be made of dictio-
naries? Should the range of the ordinary meaning of claim
language be limited to the scope of the invention disclosed
in the specification; for example, when only a single
embodiment is disclosed and no other indications of
breadth are disclosed?

4. Instead of viewing the claim construction methodolo-
gies in the majority and dissent of the now-vacated panel
decision as alternative, conflicting approaches, should the
two approaches be treated as complementary methodologies
such that there is a dual restriction on claim scope, and a
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patentee must satisfy both limiting methodologies in order
to establish the claim coverage it seeks?

5. When, if ever, should claim language be construed
narrowly for the sole purpose of avoiding invalidity under,
for example, 35 U.S.C. §§ 102, 103 and 1127

6. What role should prosecution history and expert tes-
timony by one of ordinary skill in the art play in determin-
ing the meaning of the disputed claim terms?

7. Consistent with the Supreme Court’s decision in
Muarkman v. Westview Instruments, Inc.,” and our en banc
decision in Cybor Corp. v. FAS Technologies, Inc.® is it
appropriate for this court to accord any deference to any
aspect of trial court claim construction rulings? If so, on
what aspects, in what circumstances, and to what extent?

These questions are as clear as they are cloudy. It
appears the Federal Circuit wants to revisit the methodol-
ogy—again. I am not saying it is a bad thing to inspect a
process and attempt to improve it. Much of the work of
the masters in the arts and sciences has evolved from such
processes. In fact, I am pleased that the Federal Circuit 1s
interested in surveying the fallout from Texas Digital and
attempting to determine the appropriate balance for all
sources of available information.

But what is a little frustrating is the search for a doctrinal
solution to a reasonably ad hoc problem. That is, there may
be no golden key to unlock the secrets of what words mean
in context. In some cases, the ordinary dictionary meaning
may be the most fair, particularly if there is no specification
or history to consult. In other cases, there may be consistent
use of a term in the specification and history, but Texas
Digiral may keep the parties from ever getting that far
because of a more concrete dictionary definition.

The construction process is intended to reflect fairness,
both to the patentee in what she vested in society in trade
for a limited term “monopoly,” and to the competitor who
needs to be able to read a claim and determine whether to
stay, or change, the course. In terms of these more lofty
goals, it is good that the Federal Circuit is revisiting the
roles of the public notice function, specification, prosecu-
tion histories, and expert testimony.

I hope that the spirit of these questions is carried out in
the upcoming en banc process, that is, that what one may
see as “conflicting approaches” (Question 4), can be rec-
onciled into more fluid “complementary methodologies”
for defining claim terms and phrases. The difficuities with
reliable and predictable claim construction methodology
have much to do with the lack of a doctrinal solution.
Sometimes, the best answer is it just depends. Claim con-
struction may fit that formless mold. The best definition
for a claim term may be “d. All of the above”” A proper
method must take into account the fact that technologies
vary, sources of information important in one¢ are not so
important in others.

Fluidity with some guidance may be the answer.” But
this is just one opinion and, like you, I will wait and see
what presents the Phillips case will bring.

Nagendra Setty
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Endnotes

1. Knom-Bremse Systeme Fuer Nutzfahrzeuge GMBH v. Dana
Corp., 344 F.3d 1336 (Fed. Cir. 2003) (order sua sponte granting
rehearing en banc). The Federal Circuit’s order sought briefing
from the parties on four questions and from amicus curiae on all
but Question 3;

1. When the attorney-client privilege and/or work product privilege is
invoked by a defendant in an infringement suit, is it appropriate for the
trier of fact to draw an adverse inference with respect to willful
infringement? 2. When the defendant has not obtained legal advice, is
it appropriate to draw an adverse inference with respect to willful
infringement? 3. If the court conchudes that the [aw shounid be changed,
and the adverse inference withdrawn as applied to this case, what are
the consequences for this case? 4. Should the existence of a substan-
tial defense to infringement be sufficient to defeat liability for willful
infringement even if no legal advice has been secured?

2. Nos. 03-1269, -1286 (July 21, 2004).

3.Honeywell Int’l Inc. v. Hamilton Sundstrand Corp., Nos.
02-1005, -1082, 2004 WL 1202997 (Fed. Cir. June 2, 2004).

4, 308 F.3d 1193 (Fed. Cir. 2003).

5. For cases interpreting and applying Texas Digital, see, e.g.,
Abbott Laboratories v. Syntron Bioresearch, Inc., 334 F.3d 1343,
67 U.5.P.Q.2d 1337 (Fed. Cir. 2003); Apex Inc. v. Raritan
Computer, Inc., 325 F.3d 1364, 66 U.S.P.Q.2d 1444 (Fed. Cir.
2003); CCS Fitness, Inc. v, Brunswick Corp., 288 F.3d 1359, 62
U.5.P.Q.2d 1638 (Fed. Cir. 2002); Brookhill-Wilk 1, LLC v.
Intuitive Surgical, Inc., 334 F.3d 1294, 67 USPQ2d 1132 (Fed.
Cir. 2003); E-Pass Technologies, Inc. v. 3COM Corp., 2003 U.S.
App. LEXIS 17027 (Fed. Cir,, Aug. 20, 2003); Resonate Inc. v,
Alteon Websystems, Inc., 338 F.3d 1360 (Fed. Cir. 2003);
Teleflex, Inc. v. Ficosa North America Corp., 299 F.3d 1313, 63
U.S.P.Q.2d 1374 (Fed. Cir. 2002); Bell Atlantic Network
Services, Inc. v. Covad Communications Group, Inc., 262 F.3d
1258, 59 U.5.P.Q.2d 1865 (Fed. Cir. 2001); Biogen, Inc. v. Berlex
Laboratories, Inc., 318 E.3d 1132, 65 U.5.P.Q.2d 1809 (Fed. Cir.
2003); Netword, LL.C v. Centraal Corp., 242 F.3d 1347, 38
U.8.P.Q.2d 1076 (Fed. Cir. 2001); Akamai Technologies, Inc. v.
Cable & Wireless Internet Services, Inc., 2003 U.S. App. LEXIS
19065 (Fed. Cir., Sept. 15, 2003); Altiris, Inc. v. Symantec Corp.,
318 F.3d 1363, 65 U.S.P.Q.2d 1865 (Fed. Cir. 2003); Anchor
Wall Systems, Inc. v. Rockwood Retaining Walls., Inc., 2003 U.S.
App. LEXIS 16535 (Fed. Cir., Aug. 13, 2003); Cordis Corp. v.
Medtronic AVE, Inc., 339 F.3d 1352 (Fed. Cir. 2003).

6. See, e.g., Golden Blount, Inc. v. Robert H. Peterson Co.,
___FR3d ___, 2004 WL 831106 (Fed. Cir. April 19, 2004),
Novartis Pharmaceutical Corp. v. EON Labs Mfr., Inc., _ F.3d
-, 2004 WL 691734 (Fed. Cir. Apr. 2, 2004), Kinik Co. v. ITC,
__F3d ___, 2004 WL 583312 (Fed. Cir. Mar. 25, 2004), Premier
Networks, Inc. v. Locent Technologies, Inc., 2004 WL 578396
(Fed. Cir. Mar. 22, 2004) (slip. op.), SuperGuide Corp. v.
DirecTV Enter., Inc., 358 F.3d 870 (Fed. Cir. 2004), Springs
Window Fashions L.P. v. Novo Indus., L.P., 323 F.3d 989 (Fed.
Cir. 2003), Liebel-Flarsheim Co, v. Medrad, Inc., 358 F.3d 898
(Fed. Cir. 2004), Alloc, Inc. v. Int’l Trade Comm’n, 342 F.3d
1361 (Fed. Cir. 2003), Plant Genetic Systems, N.V. v, Dekalb
Genetics Corp., 315 F.3d 1335 (Fed. Cir. 2003), Ac¢co Brands,
Inc. v. Micro Security Devices, Inc., 346 F.3d 1075 (Fed. Cir.
2003), Storage Tech. Corp. v. Cisco Sys., Inc., 329 F.3d 823 (Fed.
Cir. 2003).

7.517U.58. 370 (1996).

8. 138 F.3d 1448 (Fed. Cir. 1998).

9. See Judge Rader’s concurring opinion and Judge Mayer's
dissent.
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Losing Ground
{continued from page 1)

than a tangential relation to the equivalent in question; or
(3) by showing there was some other reason suggesting
that the patentee could not reasonably be expected to
have described the equivalent in guestion.

On remand from the Supreme Court in Festo I, the
Federal Circuit undertook to define further various
aspects of a proper Festo analysis.” For instance, the
court held that whether the presumption of estoppel is
overcome is a question of law for the district court to
decide rather than a question of fact capable of jury
determination.® Further, the court limited the analysis
largely to evidence intrinsic to the patent in question,
allowing extrinsic evidence only in the case of a foresee-
ability determination.’ :

After these decisions, an issue arose as to whether mere-
ly rewriting a dependent claim into independent form con-
stituted a “narrowing” amendment that would invoke the
Festo presumption of surrender. In October 2003, the
Federal Circuit considered the issue in-depth in Deering
Precision Instruments, L.L.C. v. Vector Distribution
Systems, Inc® In Deering, the court held that rewriting a
dependent claim into independent form, while also cancel-
ing the broader claims from which the rewritten claim
depended, presumptively precludes access to the doctrine
of equivalents.® The court held that “there is no question
that the claim was narrowed by the deletion of a broad
original claim in favor of a ¢laim that contained the [nar-
rower] Zero Position Limitation.”® Additionally, the
Deering court held that the presumption arises as to the
narrowed element wherever it appears in the claims,
regardless of whether the other claims containing the limi-
tation were ever amended.!!

One month after Deering, the Federal Circuit again
addressed application of the Festo doctrine where a
dependent claim is rewritten into independent form and
arrived at a similar conclusion. In Ranbaxy
Pharmaceuticals, Inc. v. Apotex, Inc., the Federal Circuit
relied on Festo Il and Deering in holding that the paten-
tee is presumed to have surrendered the equivalents that
may have been encompassed by the cancelled “highly
polar solvent” limitation.’? The applicant had narrowed
that limitation to a defined group of solvents and did so
by rewriting in independent form a dependent claim con-
taining the narrower hmitation. The court ruled that,
“[w]hile Apotex was merely rewriting a dependent claim
into independent form, the effect on the subject matter
wag substantial. The dependent claims that were redraft-
ed into independent form did more than simply add an
additional limitation; they further defined and circum-
scribed an existing limitation for the purpose of putting
the claims in condition for allowance.”* In so holding,
the Federal Circuit distinguished the scenario in which
the dependent claims that were rewritten into indepen-
dent form “simply add{ed] an additional limitation,” a
situation the court would face en banc the following year
in Honeywell.

B. The Honeywell Decision

In Honeywell, the Federal Circuit held that “an
amendment adding a new claim limitation constitutes a
narrowing amendment that may give rise to an estoppel”
and, further, that “rewriting a dependent claim into inde-
pendent form, coupled with cancellation of the original
independent claim, constitutes a narrowing amendment
when the dependent claim includes an additional claim
limitation not found in the cancelled independent claim
or circumscribes a limitation found in the cancelled
independent claim.” As discussed in greater detajl
below, Judge Newman dissented from the majority,
opposing the concept that “a limitation that has never
been narrowed is subject to the presumption of surrender
when a broader claim is cancelled, even when the broad-
er claim did not mention that limitation.”’ Alsq, in
Judge Newman’s view, the rule wrongly “imposes an
unbounded estoppel, for there is no measure of the
yielded territory.”'®

At issue in Honeywell was whether Sundstrand
infringed two patents directed to an aircraft auxiliary
power unit, a small gas turbine engine usually located in
the tail section of an airplane and used for starting the
primary engines and controlling cabin pressure during
flight."” Tnasmuch as the requirements for compressed
air fluctuate widely during flight, the engines claimed in
the patents at issue—U.S. Patent Nos. 4,380,893 (the
‘893 patent) and 4,428,194 (the ‘194 patent)—included
limitations directed to “adjustable inlet guide vanes™ to
respond to such fluctuations.'®

During prosecution, the examiner rejected as obvious
original independent claims 16 and 32 of the ‘893 patent
and original independent claims 48 and 49 of the ‘194
patent, none of which contained the inlet guide vane lim-
itation. In contrast, the examiner indicated that depen-
dent claims 17 and 35 of the ‘893 patent and dependent
claim 51 of the ‘194 patent, each of which further
inchided the inlet gouide vane limitation, would be allow-
able if rewritten into independent form. In response, the
applicant cancelled the rejected independent claims and
rewrote dependent claims 17, 35, and 51 into indepen-
dent form. These claims ultimately issued as claims 8
and 19 of the ‘893 patent and claim 4 of the 194 patent,
respectively.’”

Before the district court, Sundstrand argued that these
three claims had been narrowed for reasons related to
patentability and that, therefore, prosecution history
estoppel barred all equivalents to the inlet guide vane
limitation under Festo 1.2 The district court disagreed,
holding that although the argument had “superficial
appeal,” the claims had been merely rewritten in inde-
pendent form, not amended, and thus “Honeywell did
not give up an embodiment of the invention with the
inlet guide vane” limitation.?! The case proceeded to
trial and a jury found the three claims at issue to be
infringed under the doctrine of equivalents.

On appeal, the Federal Circuit first concluded that the
addition of a new claim limitation can give rise to a pre-
sumption of prosecution history estoppel, just like an
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amendment that narrows a preexisting claim limitation,
so long as the amendment is made for a substantial rea-
son related to patentability.” The court then turned to
the specific question of whether rewriting a dependent
claim into independent form, coupled with the cancella-
tion of the original independent claim, constitutes a
narrowing amendment when the dependent claim
includes an additional limitation not found in the can-
celled independent claim.

Honeywell argued that prosecution history estoppel
cannot apply in such a scenario because it had surrendered
its broader claims, but the scope of the rewritten claims
themselves had not been narrowed.? Relying on the
Supreme Court’s holding in Festo II, the Federal Circuit
disagreed, stating that “the proper focus is whether the
amendment narrows the overall scope of the claimed sub-
ject matter”” Thus, the fact that the scope of the rewritten
dependent claim remained unchanged would not preclude
an estoppel where the overall scope of subject matter
claimed in the independent claim had been narrowed for a
substantial reason related to patentability.® Applying this
rule, the appeals court concluded that Honeywell was pre-
surnptively estopped from recapturing any equivalents to
the inlet guide vane limitation.®® The court then remanded
for a determination of whether the patentee could over-
come the presumption of surrender.

Judge Newman dissented vigorously from the majori-
ty’s opinion, arguing that the majority had changed the
law in a manner directly contrary to statute and had
restricted equivalency in a manner “far exceeding the
holdings of the Supreme Court in Festo and Warner-
Jenkinsorn”” Regarding the first point, Judge Newman
argued that the majority’s decision was contrary to 35
U.S.C. § 112, § 4, which states that “[a] claim in depen-
dent form shall be construed to incorporate by reference
all the limitations of the claim to which it refers.” In
her view, restating a dependent claim in independent
form does not change its content or scope, and thus there
has been no narrowing amendment as required by Festo,
namely, “it is not a narrowing amendment to go from
dependent form to independent form.”#

Regarding her second point, that the majority’s deci-
sion far exceeded the bounds of precedent, Judge
Newman took issue with the majority’s holding inas-
much as it results in a presumptive estoppel “against the
entire universe of technology.” In Festo II, the Supreme
Court had established a presumption of surrender of the
territory between the original scope of a claim limitation
and its scope after a narrowing amendment.*®. The
Federal Circuit applied that rule in both Deering and
Ranbaxy, specifically in the context of rewriting a
dependent claim into independent form where the
amendment in question further limited an already-exist-
ing claim limitation. In confrast, in the Honeywell sce-
nario, where a new claim limitation is added by the
dependent claim rather than an existing claim limitation
being narrowed, Judge Newman wrote that the majority
had “impose[d] an unbounded estoppel, for there is no
measure of the yielded territory.”™! As explained in her
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dissent, “instead of presuming surrender of the territory
between the original scope of the claimed element and
the scope of that element after a narrowing amend-
ment—the rule developed in Festo—the courl now pre-
sumes unlimited surrender when an element was not
originally claimed at all and therefore presents no outer
limit of surrendered territory.””*?

111 Analysis and Implications of the Honeywell Decision

In Honeywell, both the majority and dissenting opin-
ions state their arguments confidently, though each seem-
ingly disregards the studied and poignant perspectives of
the opposing point of view. For instance, the majority
relies heavily on the precedential value of Festo I,
Deering, and Ranbaxy, without addressing Judge
Newman’s fundamental argument that when a dependent
claim is restated in independent form, the new indepen-
dent claim simply states explicitly what was previously
incorporated by reference; there is no change in claim
scope. On the other hand, Judge Newman discusses at
great length the reasons why rewriting a dependent claim
into independent form is not a narrowing amendment, but
in doing so seems to disregard the fact that something was
indeed given up by the applicants during prosecution.™

Although neither the majority nor the dissent
acknowledge their differences explicitly, the primary
point of dissension appears to be, to what should the
rewritten claim be compared? Judge Newman compares
the rewritten claim to itself, finding no change in overall
claim scope before and after the amendment, whereas
the majority compares the rewritten claim to the original
independent claim that was simultaneously cancelled by
the applicant. In the words of the majority, “the fact that
the scope of the rewritten claim has remained unchanged
will not preclude the application of prosecution history
estoppel if, by canceling the original independent claim
and rewriting the dependent claims into independent
form, the scope of subject matter claimed in the indepen-
dent claim has been narrowed to secure the patent.”*

Applying Judge Newman’s analysis, the dependent
claim that the applicant eventually restated in indepen-
dent form could just have well been written in indepen-
dent form at the outset, in which case there would have
been no amendment at all, and thus, no presumption of
estoppel.®® Judge Newman’s point, however, makes
clear that the majority’s opinion actually was founded
not upon the mere act of rewriting a dependent claim
into independent form, but rather upon the crucial act of
canceling the original independent claim. Although the
majority does not make this point explicitly, it is this
cancellation that effects the presumptive surrender.

The majority attributes its avant-garde holding to that
required by the Supreme Court’s opinion in Festo II. In
that respect, the majority notes that the United States had
filed an amicus curiae brief urging the Supreme Court to
adopt the position that rewriting a dependent claim into
independent form cannot give rise to a presumption of
surrender.®® The majority goes on to indicate, without
reservation, that the Supreme Court “rejected the position



of the government in this respect, stating that rewriting a
dependent claim in independent form creates a presump-
tive swrender if the amendment is ‘made to secure the
patent.”” Judge Newman, conversely, takes issue with
this point, noting that “[a]lthough the majority attributes
its ruling to the Supreme Court, this new leap for inven-
tors is not the Court’s work but that of my colleagues.”?

On this point, it seems that the Honeywell majority
could have avoided much of Judge Newman’s dissent
had it not tried to force-fit its decision within the rubric
of the Fesfo doctrine. Instead, the majority could have
recognized a related, but new form of estoppel called,
for purposes of this article, “abandoned claim estoppel.”
Under abandoned claim estoppel, a patentee would be
presumptively estopped from recapturing through equiv-
alents subject matter that was originally claimed but sub-
sequently abandoned during prosecution, such as when a
claim is cancelled. A finding of abandoned claim estop-
pel would be rebuttable in the same manner as a pre-
sumptive surrender under Festo.

Applying this new form of estoppel to the facts of
Honeywell, the Federal Circuit could have first held the
Festo doclrine inapplicable because a dependent claim
was simply rewritten into independent form and, thus,
there was no narrowing amendment for a substantial rea-
son related to patentability, Next, the court could have
achieved the same end result—a presumptive estoppel
against the patentee—by applying the new doctrine of
abandoned claim estoppel in light of the applicants’
claim cancellations. Importantly, this suggested doctrine
recognizes that the presumptive surrender in a
Honeywell-type scenario arises due to the abandonment
or cancellation of claimed subject matter during prosecu-
tion, which essentially is what the majority in Honeywell
held, though not in as many words.

The doctrine of abandoned claim estoppel also could
have addressed Fudge Newman’s remaining point direct-
ed to the scope of the presumptive estoppel. The
Honeywell majority held that Honeywell had presump-
tively surrendered “all equivalents” to the inlet guide
vane limitation.* However, as pointed out by Judge
Newman, the Supreme Court in Festo II had “established
a presumption of surrender of [only] the territory
between the original scope of the claim and its amended
scope.”® This is another instance in which Festo seems
not to apply to the facts of Honeywell; namely, instances
in which a new claim limitation was added by the depen-
dent claim, rather than the dependent claim simply nar-
rowing existing limitations as was the case in Deering
and Ranbaxy.

Instead of addressing this issue, the Honeywell majority
simply states that the estoppel extends to “all equivalents,”
without any indication as to how such a rule comports with
Festo i1, Judge Newman focuses on that oversight, stating
that “the proper focus is the prosecution-induced change to
the element at issue”™™ Had the majority accepted the
fact that the Festo doctrine does not apply to instances
where the rewritten dependent claim adds a new limita-
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tion, rather than narrowing an existing one, it could have
avoided this conflict with the holding of Festo I1.

How this rule of presumptively denying any equiva-
lents whatsoever affects future patent practice remains to
be seen, but one thing is clear: the Honeywell decision
continues the recent trend of restricting access to the
doctrine of equivalents, a trend that is at odds with the
interests of patentees. A closer inspection of the court’s
ruling further emphasizes just how much the court has
restricted access to equivalents. As noted previously, the
Honeywell majority’s presumption of estoppel ostensibly
arises out of the act of canceling the independent claim
rather than the mere ministerial act of rewriting the
dependent claim in independent form. Because the court
would compare the amended (rewritten) claim to the
cancelled claim, futore infringement analyses under the
doctrine of equivalents might involve a review of the
prosecution history to determine the broadest claims that
were cancelled during prosecution, and then a compari-
son of such claims to every issued claim in the patent,
Applying the Honeywell rule, though taking it to its logi-
cal reach, any limitation of the issued claims not found
in a cancelled claim would be subject to a Festo-like pre-
sumption of estoppel. Viewed in this way, this scenario
demonstrates just how damaging this new authority is to
the interests of patentees.

EV. Where Do We Go from Here?

A. Prosecution Practice in Light of Honeywell

A key practical effect of Festo and its progeny is the
increased emphasis placed on effective prosecution prac-
tice. Today, the astute practitioner must avoid amending
claims to secure patentability, and now, in view of
Honeywell, must also avoid the formerly popular prac-
tice of rewriting dependent claims into independent form
coupled with cancellation of the corresponding indepen-
dent claims. Otherwise, the patentee will presumptively
surrender all equivalents to the added claim limitation.

As Judge Newman indicates in dissent, the Honeywell
court’s new rule “will simply drive patent applicants
away from dependent claims” and “will simply raise the
cost and increase the difficulty of patent examination.™?
Dependent claims have been statutorily recognized since
1965, and were in practice decades before then, as a con-
venient alternative to successive independent claims and
as a means for adding clarity and brevity to what often-
times makes for a daunting read.” Judge Newman fore-
casts that the Honeywell decision will result in practi-
tioners avoiding the use of dependent claims, lest they be
required during prosecution to rewrite them in indepen-
dent form and cancel the corresponding independent
claims. Honeywell, she says, forces such peculiar prac-
tice. Moreover, with increased reliance on independent
claims will come increased costs, surely to be borne by
the patent applicants or their assignees. These points
have appeal.

On the other hand, these concerns might not arise at
all. The Honeywell majority focused its analysis on
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comparing what the applicant surrendered in order to
secure allowance, comparing the original dependent
claim to its cancelled independent counterpart. The
notion, implied by Judge Newman, that the result
reached by the court would have been different had the
applicant originally included solely independent claims
may not hold true. It remains to be seen, but if the logic
of the Honeywell majority is followed, a very likely
result would be that, faced with successive independent
claims, the court would compare cancelled and allowed
independent claims to each other with an eye toward
their differences in order to discern that which had been
surrendered. Then, it is suspected, the court would pre-
sumptively foreclose equivalents to the surrendered limi-
tations. Viewed in this context, drafting a patent applica-
tion with on}y independent claims, as suggested by Judge
Newman, would not overcome the result of Honeywell or
the concerns of increased costs and difficulty in examina-
tion. Indeed, such a perfunctory distinction — recognized
at least implicitly by 35 U.S.C. § 112, ] 4, which
“assure[s] that claim scope is unrelated to whether the
claim is in independent or dependent form™*—seems too
superficial, too artificial to be the law.

More likely, in our view, a result of Honeywell, indeed
Festo, will be a renewed emphasis on means-plus-function
and step-plus-function claim drafting pursuant to 35 U.S.C.
§ 112, § 6. Means-plus-function format incorporates into
the literal limitations of the claim the embodiments dis-
closed in the specification and their equivalents. In order to
infringe such a claim limitation, first, the accused structure
must be the same as or an equivalent to that disclosed in the
specification, and second, the accused and disclosed struc-
tures must perform the identical function.®

Because Section 112, q 6 requires identical rather than
Jjust equivalent function, it is said to be “an application of
the doctrine of equivalents in a restrictive role.”*®
Nonetheless, it allows one to reach equivalents and, impor-
tantly, does so under the rubric of literal infringement.
Thus, amendments that more narrowly circumscribe the
functional aspects of a means-plus-function limitation are
not subject to the same type or extent of a Festo presump-
tion as are non-means-plus-function limitations. Although
such limitations will presumptively impact coverage of
means performing equivalent functions, if the claimed
function is identically satisfied, equivalent structure to that
disclosed in the specification will still be covered without
the burden of Festo. Importantly, this route for reaching
equivalents is not likely to be rendered unavailable by the
Federal Circuit, inasmuch as Section 112, § 6 is statutory,
not equitable.

One caveat is that equivalent structure in a means-plus-
function analysis likely would not include after-arising
technology. That is because the means-pius-function
analysis is one of literal infringernent, and the literal scope
of a claim generally fixes upon issuance of the patent. For
technology arising after issuance, infringement of a means-
plus-function limitation likely exists, if at all, under the
common law doctrine of equivalents.*” Under a common
law doctrine of equivalents analysis, “the proper time for
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evaluating equivalency—and thus knowledge of inter-
changeability of elements—is at the time of infringement,
not at the time the patent was issued.”*

Thus, for after-arising technology, the patentee may
face relying on the doctrine of equivalents and, thus, the
prospect of a presumptive estoppel in the event that nar-
rowing amendments were made to the means-plus-func-
tion claim during prosecution. But if the technology is
after-arising, then the patentee should have a strong
argument for rebutting the presumption of surrender,
namely, by showing that the equivalent in question
would have been unforeseeable at the time of the amend-
ment.* Thus, it appears that means-plus-function claim
drafting is the best remaining option for ensuring the
availability of equivalents to patentees.

However it is accomplished, it is quite clear that the
relatively restricted access to the doctrine of equivalents,
further restricted by the appeals court in Honeywell, will
remain a significant point of focus for practitioners.
Patent practitioners will need to be particularly vigilant
in prosecuting applications. In the words of Judge
Newman in Horeywell, “Astute practitioners are indeed
needed, for little is left of access to equivalency.”™

B. A Suggested Legislative Solution

In recent years, exemplified in one instance by Festo's
rule of presumptive surrender, the Federal Circuit has
focused on ensuring that the public is given clear, defined
notice of the bounds of patented innovations. The down-
side of benefiting the public in this regard is that it occurs
at the expense of patentees and potential innovators. The
Federal Circuit recognizes that there is a balance between
encouraging invention and fostering open competition, but
recently that balance has tipped heavily in favor of the pub-
lic. Festo, and now Honeywell, continue that trend and
“further erode[] the ability of inventors to protect their
inventions.”™!

This trend has noble goals, but the Federal Circuit has
taken it to extremes of late. With the views of the Supreme
Court and the Federal Circuit seemingly in place, legisla-
tion is needed to more appropriately adjust the balance
between the rights of patentees and the public. The
authors’ colleagues have previously attempted to fashion
legislative-like rules to capture the essence of prosecution
history estoppel.”> The exercise was difficult, and the rules
devised are not capable of true precision given the large
variety of factual situations that can arise in patent prosecu-
tion.?* Indeed, because of the difficulty in drafting an
appropriate rule (or statutory Janguage) to guide the appli-
cation of prosecution history estoppel, it seems unlikely
that Congress will enact new legislation for that purpose.

Perhaps there is a better approach than to try to codify
the complicated jurisprudence that focuses on prosecu-
tion history estoppel. Perhaps a current provision of the
Patent Act could be amended to shift the trend back in
the direction of patentees; namely, removal of the two-
year limit for obtaining a broadening reissue under
35 U.S.C. § 251. Section 251 provides in pertinent part
that a patent may be reissued whenever *through error
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without any deceptive intention . . . the patentee [has]
claim[ed] more or less than he had a right to claim in the
patent . . . . No reissued patent shall be granted enlarg-
ing the scope of the claims of the original patent unless
applied for within two years from the grant of the origi-
nal patent.” It is this last sentence that the authors pro-
pose be deleted from the statute.

The pelicy behind allowing broadening reissues is the
recognition that patentees, or their counsel, may fail during
prosecution to appreciate the full scope of the invention.
Often that failure is not realized until after issuance, when
a competitor designs a competing device that falls within
the ambit of the specification but outside the scope of the
claims. A broadening reissue in such circumstances is per-
missible if there has been error without deceptive intention.
The fact that the error could have been discovered at the
time of prosecution does not, by itself, preclude correction
through reissuance. Thus, a broadening reissue can be a
viable means for patentees to react offensively to technolo-
gy that is within the scope of the invention at the time the
application was filed but beyond the literal reach of the
claims. And, thus, it may be a means for reaching technol-
ogy that the patentee may be otherwise presumptively
estopped from reaching under Festo.

Under the current Patent Act, the ability of a patentee to
secure a broadening reissue is limited temporally to a peri-
od of two years following issuance. The rationale for the
two-year limit is grounded in the right of the public to rely
on the claim language in order to avoid infringement or to
design around the claims.¢ But with Festo, and now with
Honeywell, the Federal Circuit has taken the public notice
function of patents far beyond where it was when the two-
year limit was put in place. Perhaps now is the time to
relax that limit. Elimination of the two-year limit on
broadening reissues would shift the court’s trend back in
the direction of inventors and patentees.

It is clear that the primary drawback o removing the
two-year limit is that competitors would not be able to
rely strictly upon the patent claims, since the claims
could be broadened via reissue at any time (assuming
reissue is otherwise available). However, by the express
terms of Section 251, a reissue patent is always restrict-
ed to “the invention disclosed in the original patent.”
Thus, a patentee may not garner more than was dis-
closed at the outset, nor may the patentee regain through
reissue subject matter surrendered during prosecution,
such as by withdrawal or amendment of claims or by
arguments made to overcome prior art.”” Accordingly,
though the claims may be left in a state of flux, so to
speak, a competitor seeking to avoid infringement or to
design around may always review the intrinsic record in
order to discern for itself the limits of claim scope avail-
able through reissue.”® Therefore, any uncertainty in the
scope of the claims is bounded after all by the specifica-
tion and prosecution history. Plus, the added uncertainty
that would be faced were the two-year limit relaxed is
likely no more so than that which existed under the
doctrine of equivalents prior to Festo.®
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The proposal to eliminate the two-year limit for broad-
ening reissues would provide only prospective relief for
patentees because of the doctrine of intervening rights.
Thus, it is particularly useful in the event that an injunction
is the primary remedy sought. Even in the instances where
damages are of interest, reissue is a viable means for secur-
ing claims that literally cover the accused technology only
so long as the claims could have been included originally.
Of primary importance in view of Festo and Honeywell, a
patentee who otherwise is presumptively estopped from
asserting infringement under the doctrine of equivalents
may be able to use the reissue process to obtain claims lit-
erally covering the infringing technology. Given the
imbalanced trend toward favoring the public, it is time for
the patent system to give back to its key players, the inno-
vators. Although not necessarily a perfect solution to
Festo, elimination of the two-year limit on broadening reis-
sues would at least aveid the windfall that currently exists
for would-be copyists.
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Ranbaxy Pharmaceulicals v. Apofex

Redefining Claim Drafiing and
Patent Prosecution under Festo

BY MARTHA M. RUMORE

A recent case, Ranbaxy
Pharmaceuticals, Inc. v. Apotex,
Inc. (Ranbaxy) highlights that the
Federal Circuit continues to nar-
rowly apply the principles of the
line of judicial decisions, collec-
tively known as Festo, to the detri-
ment of patent holders.! Generally,
Ranbaxy shifts the balance struck
by patent law and practice between
patentees and alleged infringers in favor of the infringers
regarding the interpretation of claims. The case had note-
worthy ramifications from Festo, illuminating the impor-
tance of equivalence and forseeability in both claim
drafting and claim amendment; perhaps it could be
called the daughter of Festo.

More specifically, Ranbaxy stands for the proposition
that a narrowing amendment can occur when a broad
claim is cancelled and an original dependent claim is
rewritten in independent form. Moreover, inasmuch as
the amendment is a narrowing amendment, prosecution
history estoppel may be triggered with respect to the
subject matter of the cancelled claim, which is not liter-
ally covered by the rewritten claim. This article offers
commentary on the effects of the Ranbaxy decision on
claim drafting and patent prosecution post-Festo.

Martha M. Rumore

Case Review

Ranbaxy involved a battle of the generic companies
involving the broad-spectrum antibiotic, cefuroxime
axetil. The case is an appeal from the District Court of
the District of New Jersey’s denial of a preliminary
injunction sought by Apotex against Ranbaxy to prohibit
Ranbaxy from practicing Apotex’s patented method to a
“process for preparing amorphous cefuroxime-axetil.”

Apotex asserted that Ranbaxy infringed its patent,
U.S. Patent No. 5,847,118 (*118 patent) not literally, but
under the docirine of equivalents. The ‘118 patent was
directed to a method of creating the amorphous (non-
crystalline) form of the antibiotic. The method involved
dissolving the crystalline form under certain conditions
using a solvent. In prosecution, the sole independent
claim was rejected under 35 U.S.C. § 112, | 2, as indefi-
nite because the examiner questioned how the term “high

Martha Rumore is an associate at Scully Scott Murphy &
Presser, PC, where her practice concentrates on pharmaceutical
intellectual property and food and drug law. Dr. Rumore previ-
ously was a professor of food and drug law. The views expressed
in this article are the views of the author only, who is solely
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employer or any of its clients. She may be reached at 516/ 742-
4343 and mrumore @ ssmp.com.
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polarity” was bounded in the claim phrase “highly polar
organic solvent.” Additionally, the examiner applied an
obviousness rejection to U.S. Patent No. 5,013,833 (“833
patent) that disclosed a similar process different in two
ways: it used acetone as the solvent, and it added the
water and solvent together, whereas the claim first added
the solvent, and added the water afterward. The examiner
also objected to other claims for being dependent upon a
rejected base claim, but stated the claims would be
allowable if rewritten in independent form.*

In its response to this first office action, Apotex amend-
ed the application by canceling all claims and adding new
claims including an independent claim, adding a limitation
for the solvent: “wherein the highly polar organic solvent
is selected from the group consisting of a sulfoxide, an
amide and formic acid.” That is, the patentee rewrote the
dependent claims into a single, new independent claim.
Maoreover, Apotex, in its discussion of the ‘833 patent,
argued that acetone requires elaborate experimental proce-

- dures and that the disclosed invention overcomes these

disadvantages through the use of a highly polar solvent.
This independent claim was allowed,

District and Federal Court Decisions

In the district court, Apotex moved for a preliminary
injunction arguing that the Ranbaxy process which uses
acetic acid as a solvent, infringed the claims of the ‘118
patent under the doctrine of equivalents. The Court deter-
mined that Apotex could not meet the preliminary injunction
“reasonable likelihood of success” standard, relying on the
now vacated original Festo en banc opinion.* That is,
Apotex has either entered a narrowing amendment related to
patentability thereby invoking the complete bar of Festo, or
it had surrendered solvents of the same polarity as acetone,
which it found acetic acid was.

On appeal to the Federal Circuit, Apotex argued that the
district court erred in finding that there had been & narrowing
amendment for “a substantial reason related to patentability.”
It contended: “....[Blecanse the examiner in the first office
action objected to dependent claims 3-7 but stated that they
would be patentable if rewritten in independent form, and
because the new independent claim is nothing more than
three dependent claims combined and rewritten in indepen-
dent form, there was not a narrowing amendment for a sub-
stantial reason related to patentability”” The Federal Circuit
disagreed, although under a slightly different analysis than
the district court, as in the interim the Supreme Court issued
its decision. The Supreme Court in Festo mentioned estoppel
arising upon rewriting a claim into independent form.> In a
recent case the Federal Circuit had stated that “in deciding
whether a narrowing amendment has occurred, ‘the correct
focus is on whether [the] amendment surrendered subject
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matter that was originally claimed for reasons related
to patentability. "

According to the Federal Circuit, the surrender of equiva-
lents was clear. “While Apotex was merely rewriting a
dependent claim into independent form, the effect on the
subject matter was substantial. The dependent claims
redrafted into independent form did mote than simply add
an additional limitation; they further defined and circum-
scribed an existing limitation for the purpose of putting the
claims in condition for allowance. The additional language
limited “highly polar solvent” to a defined group of solvents:
sulfoxides, amides, and formic acid. In so doing, the paten-
tee is presumed to have surrendered the equivalents that may
have been encompassed by “highly polar solvent””” The
court agreed with Ranbaxy that Apotex was unlikely to rebut
the Festo presumption of claim surrender® Replacing claims
are susceptible to estoppel® The fact that the new indepen-
dent claim contained the identical limitations as the can-
celied dependent claims was of no consequence.

Apotex argued that it was not foreseeable that the amend-
ment could constitute surrender of a highly polar organic
solvent which is the structural equivalent (i.e., a homolog) of
one of the recited solvents. The Federal Circuit did not
accept this argument in part because “acetic acid is a fore-
seeable equivalent to formic acid” and acetic acid has about
the same polarity as acetone. The Federal Circuit noted that
Apotex itself had stated that the two were “homologs [and
thus] are readily known by chemists to exhibit similar prop-
erties and are therefore equivalent” The court opined that
forseeability relates to the equivalent, not to whether an
amendment may result in prosecution history estoppel.
Moreover, it stated that if acetic acid were known to be
equivalent to formic acid, it would have been foreseeable to
literally include acetic acid in the claim.,

Relying on Festo and Deering, the Ranbaxy court held
that there was a clear surrender of subject matter because the
narrower rewritten claim had been substituted for the broad-
er original independent claim.’> The presumption of surren-
der only applies to the amended or newly added limitation;
there is no surrender of territory as to unamended limitations
that were present in the original claim. Thus, when a claim is
rewritten from dependent into independent form and the
original independent claims is canceled the test applied is
“whether [the] amendment surrendered subject matter.”!
The Federal Circuit reasoned that under such circumstances,
the surrendered subject matter is defined by the cancellation
of independent claims that do not include a particular limita-
tion and the rewriting into independent form of dependent
claims that do not include the limitation. According to
Ranbaxy, equivalents are presumptively not available with
respect to that added limitation. ‘

The Ranbaxy case definitely reminds us that the doc-
trine of equivalents is still as confusing as ever and file-
wrapper estoppel is alive and well. We can expect to see
much in the way of forseeability and unforseeability argu-
ments from patent litigants. Questions remain with regard
to what is or is not “foreseeable.” Questions remain as to
what test is to be applied to determine whether the Festo
can be rebutted. Is the test whether the patentee could not
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reasonably be expected to have drafted a claim that would
literally have encompassed the alleged equivalents, or are
there three separate tests: unforseeability, tangential rela-
tion, and other reasons? In any event, the burden has
shifted to the patentee.

The patent community can expect the Federal Circuit to
narrowly apply Festo to the forseeability factor and to broad-
ly apply prosecution history estoppel. While there is general
agreement that amended claims should maintain a narrower
penumbra than nonamended claims, according to the deci-
sion in this case an amendment to a claim collapses the
penumbra of the amended claims to zero. The nammowed ele-
ments were limited to their literal scope. The decision seems
tantamount to the “absolute” bar to equivalence of the origi-
nal Federal Circuit Festo rather than the flexible bar.'?
Further, this case stands for the proposition that rewriting a
dependent claim into independent form will create an estop-
pel-narrowing amendment and that narrowing amendment
will be compared to the original claims taken separately, not
together. Further, canceliation of a claim may be considered
an amendment made for a substantial reason related to
patentability, and thus invoke a complete bar to equivalents.

Ramifications: Honeywell v. Hamilton

On June 2, 2004, the Court of Appeals for the Federal
Circuit in Honeywell International, Inc. v. Hamilton
Sundstrand Corp. (Honeywell),”® following the Ranbaxy
decision, determined that the rewriting of dependent
claims into independent form coupled with the cancella-
tion of the original independent claims, constitutes a nar-
rowing amendment, when the dependent claim includes
an additional claim limitation not found in the cancelled
independent claim or circumscribes a limitation found in
the cancelled independent claim, thereby creating a pre-
surnption of prosecution history estoppel. In Honeywell,
the court vacated the lower court judgment of infringe-
ment and remanded the case for determination of
whether Honeywell can rebut the presumption of surren-
der under Festo."

Honeywell had argued that prosecution history estop-
pel cannot occur where a dependent claim is merely
rewritten into independent form. Honeywell contended
that, although it surrendered its broader independent
claims, there was no presumption of surrender because
the scope of the rewritten claims themselves was not nar-
rowed. The Federal Circuit disagreed, holding that
“...[TThe fact that the scope of the rewritten claim has
remained unchanged will not preclude the application of
prosecution history estoppel if, by canceling the original
independent claim and rewriting the dependent claims
into independent form, the scope of the subject matter
claimed in the independent claim has been narrowed to
secure the patent.”!’

Of interest in Honeywell v. Hamilton is Judge
Newman’s dissent opining that the decision restricts
equivalency, far exceeding the holding of Festo.'8 Judge
Newman states that rewriting a claim in accordance with
35 U.S.C. § 4.7 can never be a narrowing amendment
because, by statute, rewriting a dependent claim in




independent form does not narrow the claim’s scope.
According to Judge Newman, “Astute practitioners are
indeed needed, for little is left of access to equivalency.”'®

Claim Drafting and Prosecution Strategies

A. Drafting for Argument Not Amendment,

The decisions in Ranbaxy and Honeywell highlight the
need for patent practitioners to review claim drafting and
prosecution practices in an effort to avoid the need for nar-
rowing amendments. Each claim word must be carefully
chosen to consider the forseeability test. Claims should not
be overbroad in view of the art unless plausible arguments
to overcome the art can be formulated.’ Amending claims
should be avoided if possible; potentially useful techniques
include examiner interviews and posing more substantive
arguments to overcome prior art. Greater resistance should
be given to Examiner amendments. Furthermore, arguments
should be consistent with those made in co-pending
applications to avoid introducing new bases upon which
prosecution history estoppel may arise.

1. Filing More Independent Claims

One option is the filing of more independent claims,
especially if the typical drafting approach is that none of the
independent claims is clearly narrower than other indepen-
dent claims. The purpose of this approach is to reduce the
likelihood that the examiner will reject a claim, and conse-
quently reduce the likelihood of claim amendment. As
rewriting dependent claims in independent form may trigger
a loss of equivalents, avoiding dependent claims can provide
access to the doctrine of equivalents. Unfortunately, one con-
sequence will be increased costs, since excess independent
claims carry a heavier fee than excess dependent ones.
Another drawback may be a lengthening of examination,
inasmuch as the use of the dependent form adds organiza-
tion to the claims and makes them easier to understand.

2, Filing More Claims of Varying Scope

Another option is the drafting of more claims of vary-
ing scope and utilization of means-plus-function claims,
including different characterization of the claim elements
using differing terminology but not having any gradua-
tion in scope. Means-plus-function claims are defined
under 5 U.S.C. § 112 to expressly include equivalents
and therefore, can be considered broader from an equiva-
lents standpoint. Other strategies patent practitioners
may utilize include reciting “laundry lists” of equiva-
lents or resorting to broad generic terminology.

The past practice of simply drafting a very broad
independent claim which upon rejection is cancelled,
and subsequently rewriting the other claims in indepen-
dent form is no longer acceptable in view of the potential
loss of equivalents for the subject matter. In view of
Ranbaxy and Honeywell, claims must be precise—broad,
but not so broad as to fail to distinguish over prior art,
thereby requiring narrowing amendments. In other
words, there is increasing pressure upon a patent practi-
tioner 1o get it right the first time, and avoid the possibil-
ity of narrowing amendments.

3. Avoid Amendments

Practitioners should be less willing to amend and more
willing to appeal or state disagreement with the examiner for
the record. The avoidance of preliminary amendments is
also warranted as these voluntary amendments are not a safe
harbor from Feste. Preliminary amendments are not treated
any differently than other amendments and are, therefore,
likely to be assumed as being submitted for reasons related
to patentability. On the other hand, these amendments may
be easier to characterize as not related to patentability when
they occur before the first office action.

4. Utilize Continuation Applications

Yet another option is to consider pursuing broader claims
from a narrowed claim in continuation applications.
According to Fesfo “estoppel attaches because the patentee
conceded or at least abandoned the right to appeal” A con-
tinuation is not a concession and is cheaper and may be
shorter than the appeal process. Via continuation, a patentee
could continue the prosecution of the broader claims from an
application in which narrower claims are allowed in order to
secure territory that the patentee does not wish o surrender.
If a double patenting rejection is made, then the continuation
can be maintained via a terminal disclaimer. If broader
claims finally issue the patentee can make clearer, what, if
any, subject matter was ultimately surrendered.?

B. Amending Carefully

Despite your best efforts, the claims may need to be
amended. In view of the above-mentioned case law, amend-
ments and/or arguments are more critical than ever to pre-
serving or forfeiting the equivalents. If the claims must be
amended then amend judiciously and only to the minimal
extent necessary to avoid the rejecting art.?! Avoid gratuitous
amendments or those made for style or other nonsubstantive
reasons. The broadest and most general language should be
utilized in crafting amendments. Some suggestions include
splitting composition ranges, avoiding run-on claims with no
clear separation of claim elements, as well as use of relative
terms (e.g., “substantially and about™). Claims should be
drafted to keep the elements distinct, as this will prevent
estoppel to the unamended claims. Further, if the elements
are not clearly separated, a court may become confused
resulting in a loss of equivalents, Splitting ranges (e.g., from
“between A and B” to “at least A amount and no more than
B amount”) clarifies when amending which end of the range
is being amended. Otherwise, equivalents on both ends of
the range could be forfeited, even if the prior art only
addresses one end of the range.?”” Additionally, the patent
practitioner must be cautious in providing explanations for
claim amendments.

Any claim amendments should be undertaken from the
perspective of one skilled in the relevant art, not from the
perspective of the inventor.” Depending upon the time and
resources available, technical research in the field of the
invention and thorough prior art searches, at the time of
amendment in addition to the time of filing, may be warrant-
ed to avaid excluding foreseeable equivalents.

Perhaps, in certain circumstances, estoppel may be avoid-
ed by amending a dependent claim to expressly include ail
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the elements of the independent claim rather than amending
an independent claim or adding a new claim. However,
when placing a dependent claim in independent form, do not
amend the independent claim to add the limitations of the
dependent claim as this will be interpreted as an amendment
for reasons of patentability. Under Ranbaxy, claim cancella-
tion has taken on greater significance., Certainly, this case
highlights the fact that the cancellation of a claim coupled
with the addition of a new claim may evoke estoppel if the
new claim is considered to be a replacement for the can-
celled claim. In some circumstances, it may be better to add
a claim element or limit to a claim rather than amending a
claim to specifically address the examiner’s rejection.”

Conclusion

Determining how prosecution history estoppel Hmits
claim scope under the doctrine of equivalents has been rou-
blesome in practice. How the most recent Festo decision is
ultimately interpreted and refined by the lower federal courts
and the Federal Circuit remains to be seen, At this junction,
we will have to stay tuned and see if the most recent decision
marks the end of this fifteen-year-old case.” However, the
decision rendered in Ranbaxy applying the Court’s Festo
decision heightens the risk of loss of equivalents due to
claim amendment. Ranbaxy demonstrates that the Federal
Circuit’s 2003 decision represents an attempt to place some
limitations on a patentee’s ability to rebut the presumption
of surrender.

Ranbaxy expands the applicability of prosecution history
estoppel in patent infringement actions, substantially curtail-
ing a patentee’s bases for obtaining a judicial finding of
infringement under the doctrine of equivalents. According
to Ranbaxy, a narrowing amendment can occur when a
broad claim is cancelled and an original dependent claim is
rewritten in independent form. Further, according to this
case, such narrowing amendment may trigger prosecution
history estoppel with respect to the subject matter within the
scope of the claim that was cancelled but not literally cov-
ered by the rewritten claim. The protection against the
“unscrupulous copyist™ is nearly gone when the copyist
merely changes an element to an equivalent of a claim limi-
tation that was narrowed during prosecution.26 Now, more
than ever, patent counsel should be vigilant in drafting and
prosecuting claims.
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Why Dilution May Offer a Solution
to the Problem of Unauthorized
Fan Memorabilia in Europe

BY ANGELA FOX

Two years on, the dust has final-
ly settled on the European Court of
Justice’s groundbreaking decision
in Arsenal Football Club PLC v
Matthew Reed.! In Arsenal, the
court ruled, albeit indirectly, on a
most fundamental question: When
is it proper for a competitor to use
another’s registered trademark? In
answering, the court boldly reverted
to first principles in an attempt to cast an infringement
net wide enough to catch all uses that interfere, or may
interfere, with a trademark’s ability to distinguish one
trader’s goods from others. What has emerged, however,
is a test of notoricus ambignity that is of questionable
propriety in cases where dilution is the real damage and
that has already sown judicial discord at the highest lev-
els,? Nowhere is this clearer than in the arena of celebrity
brand merchandising,” and more recent developments
invite analysis of whether a different, dilution-based
rationale may offer a better solution to the problem of
unauthorized fan memorabilia in Europe.

Angela Fox

Setting the Scene

The history of Arsenal is by now well-rehearsed, but a
brief synopsis may help to set the scene. The defendant,
Matthew Reed, ran a highly successful stall outside the
grounds of the well-known English soccer team, Arsenal
Football Club, selling scarves and other articles of cloth-
ing which bore the team’s name. The claimant club had
registered ARSENAL as a trademark for clothing and
claimed a right to automatic relief for trademark infringe-
ment under Section 10 (1) of the United Kingdom Trade
Marks Act 1994 (Act).* Under that provision, a defendant
infringes if he uses a mark identical to a registered mark in
the course of trading in goods identical to those for which
the mark has been registered. It is not necessary to prove a
likelihood of confusion.

Although the criteria of Section 10 (1) were met on
the Arsenal facts, the English High Court nevertheless
doubted that the unauthorized use of a team name on fan
mermorabilia could infringe. In the view of the judge,
Laddie J., a finding of trademark infringement required
that the unauvthorized use be perceived as an indicator of
trade origin.® By contrast, a celebrity name on scarves
sold to fans appeared to communicate something different
altogether—namely, that the purchaser was a supporter
of the person, group or team so named. The High Court
therefore asked the ECJ to rule on whether origin-indi-

Angela Fox is an attorney at law, solicitor and trademark
attorney at R.G.C. Jenkins & Co. in London.
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cating use, or so-called trademark use, was a prerequisite
to a finding of infringement under Article 5 (1) (a)¢ of
the 1988 Directive on Harmonization of Trade Mark
Laws in the Member States,” the basis in European law
for Section 10(1). Had it answered in the affirmative, the
ECJ] would have confirmed a long line of
pre-directive English authority, as well as settling a
controversy running almost since the implementation of
the directive in the U.K. in 1994.%

Ultimately, however, the ECJ took the opposite view.
Absolute protection for distinctive signs, it intoned, was
a crucial element of the system of undistorted competi-
tion which the Treaty of Rome had been intended to fos-
ter.® The essential function of distinctive signs was to
indicate origin to consumers, and the law must protect
against the erosion of that function caused by unautho-
rized use. The exclusive right conferred under Article 5
(1) (a) must therefore apply to all cases where the use of
another’s sign “affects or is liable to affect the function
of the trade mark, in particular its essential function of
guaranteeing to consumers the origin of the goods.”® If
an unauthorized use of a registered mark affected or was
liable to affect the trademark’s ability to guarantee ori-
gin, then a finding of infringement under Article 5 (1)
(a), whose implementation into all European Union
member states was mandatory, would be automatic
unless a defense could be proved.

In so finding, the ECJ ruled that the test for whether
use of an identical mark infringed was not how the use
was intended to function or how it was perceived.
Questions of trademark or nontrademark use were there-
fore irrelevant. Instead, the measure of infringement was
how the unauthorized use might affect the ability of the
registered mark to function as a trademark. Since the
most basic function of a trademark is to indicate trade
origin, the ECJ singled out erosion of the capacity to dis-
tinguish as the most fundamentally detrimental effect
caused by unauthorized use.'' That erosion could take
the form of immediate confusion as to source. Equally,
however, it could develop more incrementaily over time,
where unauthorized use takes unfair advantage of the
reputation and success of a registered mark and gradual-
ly weakens its distinguishing power.'? In this recognition
of an incremental species of damage under Article 5 (1)
(a), the ECT spoke the language of dilution,?

It took a trip to the English Court of Appeal to finally
dispose of the factual issues in Arsenal. However, as a
result of the case’s high profile, the legal test laid down
by the ECJ is now well-known even if courts differ on
how to apply it: where identical marks and goods are
concerned, unless a specific defense applies, there will
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be an automatic finding of infringement if that use might
affect the trademark’s ability to guarantee origin, either
immediately or over time.

The Problem with Arsenal

For such a clean distillation of the law, however, the
Arsenal test is uncomfortable to apply. Within a day, its
broad ambiguity had permitied the House of Lords to
interpret it completely differently in a counterfeiting
case, R. v. Johnstone,'* creating legal uncertainty in the
United Kingdom that remains unresolved. The irre-
sistible temptation of the courts to drop anchor swiftly,
perhaps too swifily, on the effect of Arsenal is under-
standable, however, as without judicial moorings the
Arsenal test would be at sea.

The Arsenal test is so problematic because it is diffi-
cult to imagine any circumstances in which unauthorized
use of a registered mark for identical goods would not
affect or be liable to affect the ability of the trademark to
guarantee origin. This is so even where defenses would
clearly apply.”® For example, affixing another’s mark to
genuine repackaged goods is allowed under Article 7 of
the Directive where the goods were first put on the mar-
ket within the European Union by the trademark owner
or with his consent, provided there are no legitimate rea-
sons to oppose the further sales such as shoddy re-pack-
aging that creates a risk of contamination or may mar the
trademark owner’s image.'® Likewise, stating honestly
and accurately that a wing mirror is a spare part for, for
example, a FORD MONDEO car will also not infringe,
in accordance with Article 6 (1) of the directive!”

Even where the use is honest, the goods unimpaired,
and the packaging of high quality, uncontrolled use by
third parties may still affect a trademark’s ability to guar-
antee origin. A parallel importer who advertises a chic
brand for sale in cheap market stalls may subtly damage
a trademark’s carefully polished, upscale image, thus
gradually depleting its attractive force and its ability to
guarantee that the goods bearing it are indeed exclusive
and sophisticated. Confusion as to source is unlikely
since the goods are genuine; but nevertheless, over time
the trademark’s image may be undermined and the abili-
ty of the trademark to guarantee origin will weaken, the
aura that originally attracted its custom having been lost.
Likewise, the vendor of spare parts who advertises wing
mirrors in shabby packaging as spare parts for FORD
MONDEQ cars is not acting contrary to honest practices
and will not confuse customers since his claim is honest.
Nevertheless, the shoddy packaging may gradually
undermine the image of the car manufacturer, to whom
the public may erroneously and even subconsciously
attribute the poor packaging quality and ultimately any
shortfalls in the quality of the parts. Again, over time,
the trademark’s image may be damaged, its attractive-
ness weakened, and its ability to draw in custom as a
guarantee of trade origin may decline.

The risks associated with these legally permitted
unauthorized uses would seem to suggest that the Article
6 (1) and Article 7 defenses themselves undermine the
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Treaty aim of providing absoclute protection for distinc-
tive signs. The ECJ attempted to resolve this problem by
explaining that “certain uses for purely descriptive
purposes” are “excluded from the scope of Article 5 (1)
of the Directive because they do not affect any of the
interests which that provision aims to protect, and do not
therefore fall within the concept of use within the meaning
of that provision.”'® For the reasons explained above,
however, even descriptive use by others can affect the
ability of a trademark to guarantee origin in the long
term, which is the central interest that Article 5 (1) aims
to protect. Where European law permits such use, there-
fore, it is arguably not because the use is not capable of
causing damage, but rather because the public interest in
permitting the use outweighs the potential detriment.

Purely Descriptive versus Nonpurely
Descriptive Merchandising

Purely descriptive celebrity merchandising demon-
strates the point. Successful and popular figures, groups
and teams often inspire items like books and posters
which are either about the figure or group or depict
them. There is no sensible way to market such items
other than to identify the subject matter by name. Such
activities may be termed purely descriptive merchandis-
ing because the use of the celebrity’s name or image
accurately and necessarily describes the product to
which it is applied, which has no independent value or
use apart from its connection with the celebrity. Where
the celebrity’s name is also a registered mark, it is easy
to imagine how purely descriptive merchandising activi-
ties may affect a trademark’s ability to fulfill its functions.
Widespread unauthorized use of a celebrity’s name or
image on posters, books, decals and the like would erode
any trade connection buyers might reasonably make
between the goods and the celebrity because the public
would not be able to rely on the goods emanating from,
or under the control of, a single source that is responsible
for their quality. Under the Arsenal test, such use of a
registered trademark for goods identical to those for
which the mark was protected would automatically
infringe, unless the merchandiser could successfully
prove that the mark would be seen as an honest and
accurate descriptor under Article 6 (1) of the directive.'

This issue was not before the ECJ in Arsenal, which
concerned items of clothing rather than mere information
or image carriers such as books or posters, Whether and
when an Article 6 (1) defense would shield the honest
use of registered trademarks directly to describe charac-
teristics of fan memorabilia has yet to be decided.®
However, despite the ruling in Arsenal, it is highly
unlikely that purely descriptive merchandising would in
fact infringe. It is in the public interest that the names of
celebrities, whose fame arouses the attention and interest
of a following, be available freely for use to describe
commercial items naturally springing from that fame and
following, which could not sensibly be described in any
other way. Therefore, even though such use is clearly
capable of affecting the ability of the trademark to
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guarantee trade origin, the benefits of permitting the use
outweigh the potential detriment. Publishing books on
and posters of celebrities are legitimate commercial
activities that not only thrive on, but sustain, the celebrities’
fame. These activities could not be carried out without
reference to signs which are more than just registered
trademarks—they are also celebrities’ names or likenesses.

In Arsenal, no Article 6 (1) defense was advanced, but
even if it had been raised it is unlikely to have affected
the outcome in the absence of any clear descriptive link
between the trademark and the goods to which it was
applied. There was no such link in Arsenal, because the
merchandise at issue was nonpurely descriptive in
nature, Nonpurely descriptive merchandising uses a
celebrity’s trademarked name not to describe content or
subject matter of, for example, a book or poster, but
rather to enhance the value of another article whose
primary purpose is something other than to carry infor-
mation or images. Nonpurely descriptive merchandise
commonly includes items such as commemorative
plates, bookmarks, caps, t-shirts, and, in the case of
Arsenal, football scarves.

The distinction between purely descriptive and non-
purely descriptive merchandising is that, while a book
about a celebrity has no independent value or usefulness
apart from its connection with the celebrity, a scarf bear-
ing the celebrity’s name is still an article of clothing with
an independent usefulness, whose value has simply been
enhanced by the affixing of the famous name. The ECI's
ruling in Arseng! considered only nonpurely descriptive
merchandising, and appears to preclude an Article 6 (1)
defense in such cases because it held that the defense
applies only when ne interest of the trademark owner is
affected by the use. The ECJ appeared to find—as a mat-
ter of fact—that the unauthorized application of a
celebrity’s trademarked name to articles of clothing can
affect trademark function by taking unfair advantage of
the high profile and fame attained by the celebrity brand
owner.”! That fact, once found, would lead inevitably to
an automatic finding of infringement, the result ultimate-
Iy reached by the court of appeal.

Even supporters of the ECI’s decision in Arsenal
question the cowrt’s vires to comment on such questions
of fact. Nevertheless, unauthorized nonpurely descriptive
merchandising is certainly capable of affecting the guar-
antee function of a trademark in the same way as purely
descriptive merchandising, and is indeed more likely to
do so given the much broader scope for commercial
application of the mark. It is arguably less clearly in the
public interest that such activities should go unchecked
in the face of an identical registered trademark, since the
use is not so directly descriptive. Moreover, the ECI’s
views, now expressed, are likely to be strongly influen-
tial. Even where a merchandiser prominently advertises
his goods as unofficial, there is still likely to be a finding
of infringement under Article 5 (1) (a) where there is a
risk that the origin function of the trademark may be
impaired, for example where end users are unaware of
that notice and may erroneously believe that the goods
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emanate from the trademark owner, thus wrongly
attributing to him any poor quality and inflicting the
resulting repercussions on his future sales.

Despite the ECJ's dilution-laced remarks, it was
ultimately the potential for origin confusion in cases of
nenpurely descriptive merchandising that persuaded the
court of appeal to find that the use in Arsenal was capable
of affecting the trademark’s guarantee function.” Even
though confusion as to origin is not an express prerequi-
site for infringement under Article 5 (1) (a), the automatic
remedy thereby afforded is reasoned by virtue of a
presumption that confusion is likely.?® It is difficult,
however, to accept that origin confusion will be likely in
every instance of nonpurely descriptive merchandising.
For example, a merchandiser may not only announce at
the point of sale that the goods are unofficial, but may
stitch labels on the products notifying the end user.
Additionally, in many fields the public is used to merchan-
dise being sold from a variety of unofficial sources and
does not expect them all to emanate from the same source.
To paraphrase Laddie J., they understand that what they
are buying is a “badge of loyalty” and do not care whether
it comes from an official source or not.* In cases of soccer
merchandising in the United Kingdom, the teams them-
selves have encouraged this sophisticated level of public
understanding by actively promoting their own merchandise
as official and warning fans that proceeds from the
purchase of unauthorized merchandise do not support the
club® Although the court of appeal was not ultimately
persuaded that such evidence avoided a risk of damage to
the trademark’s guarantee function, the facts will clearly
play an important role in similar cases in the future.

Where the facts may be so pivotal, a finding of
infringement based on a presumption of confusion jars.
Yet, in Arsenal the ECJ and the court of appeal both
found, as a matter of fact, that nonpurely descriptive
merchandising can sometimes be damaging. The types
of damage that uncontrolled and unauthorized third-
party use can inflict are disparate, however, ranging from
outright confusion as to source to a more generalized,
incremental weakening of distinctiveness or commercial
attractiveness. Moreover, where a trademark is also a
famous name there may be a public interest in permitting
the use, especially where purely descriptive merchandising
is concerned. Given these factors, it is argued that the
nature of the alleged damage should be taken into
account in determining how infringement is assessed in
merchandising cases. Where that damage is in the nature
of confusion, the basis for a finding of infringement
should property be Article 5 (1) (a), which presumes
a likelihood of confusion. However, where the facts suggest
that confusion is unlikely but the use nonetheless affects
trademark function in intangible but harmful ways,
dilution may offer a better solution.

The Dilution Solution?

Until Arsenal, the dilution rationale in Europe had
been thought to exist only under Article 5 (2) of the
directive.®® Article 5 (2) is an optional provision whereby
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EU member states may implement a dilution principle
into their national laws on trademark infringement.
Where implemented, it expressly provides a cause of
action for infringement where an identical or similar
mark is used in connection with goods or services which
are not similar to those for which an earlier mark is reg-
istered, and where the earlier mark has a reputation and
the use without due cause of the later mark would take
unfair advantage of, or be detrimental to, the distinctive
character or repute of the earlier mark.

On its express wording, Article 5 (2) did not appear to
apply to cases where an identical mark was used for goods
that were identical or similar to those for which the mark
was registered. This was a serious disadvantage for
celebrities, who were likely to have registered their names
as trademarks for the most popular categories of merchan-
dise. Where a celebrity’s well-known name was also his or
her registered trademark, unauthorized third-party use on
nonpurely descriptive merchandise for which the mark was
already protected was thought not to infringe under Article
5 (2). Prior to Arsenal, it was also widely assurned that such
activities would not infringe under Article 5 (1) (a), because
such use was not “trademark use” intended to denote
origin, and was therefore not properly within the scope of a
provision based on a presumption of confusion. Before the
ECY’s ruling in Arsenal, therefore, it was unclear whether a
celebrity in such circumstances would have any remedy for
trademark infringement.

The ECI’s interpretation of Article 5 (1) (a) may have
been swayed, therefore, by the apparent absence of a true
dilution-type remedy covering identical and similar goods.
Brand owners who prudently sought the full protection
conferrable through registration for all types of fan mer-
chandise might be positively disadvantaged if they could
not rely on Article 5 (1} (a) against nonpurely descriptive
merchandisers, since Article 5 (2) appeared on its face to be
limited to cases where such protection did not exist. This
outcome might be avoided if Article 5 (1) (a) could be
construed to permit relief even in cases where a likelihood
of confusion could not reasonably be presumed.

In order to achieve this, the ECJ circumvented the pre-
sumption of confusion on which Article 5 (1) (a) was
based by defining confusion as a species of damage to
trademark function.?” It then added more flesh to the
bones by defining other species of damage which could be
just as undermining, identifying in particular the taking of
unfair advantage of an earlier mark’s reputation, and the
general weakening of the trademark that might follow.®
The end result was a dilution raticnale under Article 5 (1)
(a) that would allow celebrities who enjoyed trademark
protection for the relevant goods to act against unautho-
rized, nonpurely descriptive merchandisers on the basis
that such activities involved taking a free ride on the back
of an earlier, well-known trademark, which the ECJ
appeared to regard as inherently unfair.

The ECJ’s reasoning appears to have been stretched
by its determination to make the means justify the end. It
is hard to understand, for example, how Article 5 (1) (a)
can reasonably encompass cases that cannot, on their

facts, reasonably presume a likelihood of confusion, when
that likelihood remains an express requirement under
Article 5 (1} (b), which provides for infringement where
there is only identity of marks and similarity of goods, or
similarity of marks and identity or similarity of goods, and
there exists a likelihood of confusion.? The ECY may have
taken the view that where there is identity of marks and
goods, the law should protect against a broader range of
damage than where there are differences between marks or
goods. However, the ECJ did not address this point and it is
therefore unclear whether it even considered it.

The Dilution Solution, Revisited

Despite its difficulties, the immediate success of the
ECF’s reasoning in Arsenal cannot be doubted. By moving
beyond the presumption of a likelihood of confusion and
into the realms of likely damage to trademark function, the
ECJ avoided the unpalatable result that registered (rade-
mark protection might actually limit the ability of a mark
owner to act against use by another that could damage his
brand without actually causing confusion.

Yet, had Arsenal reached the High Court just two
years later than it did, later developments in the law of
dilution may have supplied a less problematic result.
Contrary to widespread expectations, in its recent
decisions in Davidoff & Cie SA v Gofkid Ltd.*® and
Adidas-Salomon AG v Fitnessworld Trading Lid. ?' the
ECJ ruled that Article 5 (2) is not in fact restricted to
cases where an identical or similar mark is used for
goods that are dissimilar to those for which the earlier
mark with a reputation is registered, despite the express
wording of the provision, Atsticle 5 (2) infringement can
therefore be found even where an earlier mark is regis-
tered for the same or similar goods in respect of which
the unauthorized use is made.

In these cases, the ECJ reasoned that the European
legislature could not have intended to confer on regis-
tered marks with a reputation greater protection against
the use of an identical or similar mark for dissimilar
goods than it did against use for identical or similar
goods.?? Article 5 (2) was therefore construed as an
umbrella provision, protecting all registered trademarks
with a reputation against use without due cause of the
same or a similar mark for any goods or services,
wherever that use might take unfair advantage of or
cause detriment to the distinctive character or repute of
the registered mark. As with Article 5 (1) (a), there is no
need for a likelihood of confusion, merely evidence of a
sufficient mental association hetween the marks on
the part of the relevant public. Where a celebrity’s trade-
marked name is used on unauthorized, nonpurely
descriptive merchandise, it is hard to imagine that such a
connection could not be proved. It is in fact the pre-
samption that the public will make the connection that
encourages the merchandiser to apply the mark at all.

Following the ECI’s rulings in Davidoff and Adidas,
the dilution remedy for identical and similar goods,
whose apparent absence may have encouraged the labored
reasoning in Arsenal, has now been firmly established.
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Now, in cases of nonpurely descriptive merchandising,
brand owners are not tied to bringing their case under
legislative provisions that are either expressly or impliedly
based on a presumption of a likelihood of confusion.
Where a merchandiser applies a well-known team name
that is also registered as a trademark to a scarf or
commemorative plate, there is no need for the team to
show that the purchasers or ultimate recipients might be
confused as to the origin of the goods. It can sue as the
owner of a registered mark with a reputation if it merely
shows that the use is without due cause, that there is a con-
nection in the public mind between the registered mark
and the unauthorized use, and that the use takes unfair
advantage of, or is detrimental to, the distinctive character
or repute of the trademark. A finding of infringement
under Article 5 (2) rather than 5 (1) (a) in a case where
dilution is the real damage seems right, unless there is also
a reasonable basis on which to presume confusion.*

In cases where the real complaint is dilution, applying
Article 5 (2) rather than 5(1)(a) to cases of nonpurely
descriptive merchandising is not without its problems. In
particular, the implementation of Article 5 (2) was optional
for the EU member states. Of the pre-enlargement mem-
bers, data compiled in 1998 indicates that at least Austria
and Spain had not yet implemented it into their national
laws at that time.>* Although later national laws in both
countries appear to have adopted the provision,® it is not
known to what extent all the ten new member states who
joined the EU on May 1, 2004, did so, or to what extent
new member states who may join in the next few years,
such as Bulgaria and Romania, will. In countries that
choose not to implement Article 5 (2), Article 5 (1) (a) or
unfair competition may form the only basis for action
apgainst dilutive use of a registered mark in nonpurely
descriptive merchandising. Furthermore, Article 5 (2)
imposes a steeper test for those who would pray it in aid,
as there is more to prove than under Article 5 (1) {a).
Article 5 (1) (a) requires only unauthorized use of a regis-
tered mark for the registered goods, but Article 5 (2)
requires that the unauthorized use be without due cause,
that the registered mark have a reputation, and that the
unauthorized use take unfair advantage of or be detrimental
to the distinctive character or repute of the registered
mark. Specifically, a claimant must prove the additional
factors of reputation and dilutive effect in the form of
either unfair advantage or detriment.

The difficulty of the test under Article 5 (2), however,
is no reason to dismiss it in favor of Article 5 (1) (a)
where dilution is the real essence of a claim. Although
Article 5 (2) is limited to cases where a registered trade-
mark has a reputation, it is strongly arguable that only
trademarks that have acquired that extra dimension
through commercial success should receive extraordi-
nary protection against blurring or tarmishment, which
do not interfere in commerce with the same immediacy
as confusion.® Indeed, in the case of celebrity trade-
marks, merchandising is only really likely where there is
a reputation, since reputation is what encourages the
supply and demand of celebrity-related merchandise.
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Support for such reasoning can be found in the English
law of passing off, where it is only reputation that
enables celebrities to found a cause of action against
false claims that a celebrity endorses a particular product
or service.”” It is true that Article 5 (2) as interpreted by
the ECJY requires the use to be perceived as more than
mere decoration.® However, the fact that trademarked
celebrity names are dual-purpose “distinctive-descrip-
tors” that identify the celebrity at the same time as
denoting origin makes it likely that such a mark will be
seen as something more than mere ornament.*

That not all member states of the EU now or in the
future may have implemented Article 5 (2) is a more
serious problem, and one that only legislative action at
the national or community level can address. At commu-
nity level, an obligation to implement Article 5 (2)
expressly and in full could, by a directive, be imposed on
member states. At the national level, in contemplating
whether the time has come to recognize dilution as a
species of trademark infringement as well as a basis for
an unfair competition claim, member states and those
joining in future may well be influenced by the fact that
Arsenal already intrudes the recognition of such a claim
into their national laws, whether they wished to recog-
nize it or not. Only time will tell.

End Thoughts

The ripples from the Arsenal decision continue to
spread. In an effort to soften the feared impact against
purely descriptive merchandising, the United Kingdom
Patent Office recently issued a practice direction indicat-
ing that nondistinctiveness objections will be raised
against trademark applications for known celebrity
names in respect of goods for which use of the name
would be purely descriptive.* In fact, true purely
descriptive merchandising should be shielded from
infringement by Article 6 (1), and the practice direction
threatens to result in well-intentioned but misguided
objections being raised to trademark applications for
celebrity names. Nevertheless, the Patent Office’s cau-
tious approach is understandable in the light of the sig-
nificant impact of Arsenal wherever infringement is
claimed in respect of the use of identical marks for iden-
tical goods. Uncertainty over whether Article 6 (1) really
will shield proper, purely descriptive merchandising use
will linger until this issue, too, is resolved by the ECJ.

Arsenal is widely seen as a coup for celebrity brand
owners, and it is. It places them in an enviably strong
position where their marks are registered for the most
common types of fan memorabilia, and ring-fences their
right commercially to exploit their names and images.
However, the law on dilution in Europe has developed in
important ways since Arsenal was decided, and nonpurely
descriptive merchandising infringement now fits more
comfortably within the dilution rationale of Article 3 (2)
than the ill-fitting source confusion of Article 5 (1} (a).
That fewer marks might ultimately be protected need not
disappoint the celebrity brand owners most in need of
extended protection, as they are most likely to have the
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reputation that causes the merchandisers to follow them, and
which provides the basis for action under Article 5 (2). For
the others, in the absence of reputation and dilution,
infringernent of celebrity marks should be assessed based on
whether confusion is likely or can reasonably be presumed.
The ECT must now set, as much as it has also extended, the
boundaries of celebrity trademark protection in Europe.
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The Haitch-Waxman Act:
When Is Research Exempt from
Patent Infringement?

BY PRADIP K. SAHU AND K. SHANNON MRKSICH

Numerous institutions conduct
research on pharmaceutical and
medical devices: some conduct
pioneering research, others
improve existing technology, and
still others make generic equiva-
lents of existing products. Which
of these research activities are
exempt from a patent infringement
suit under the Hatch-Waxman Act?
To make that determination, it is
important to examine the scope of
the exemption and see how it has
evolved over the years,

Below, we trace the history of
the Act to its common law founda-
tion and examine the case law lead-
ing up to its implementation. Next,
we look at the cases interpreting
what remains of the common law
experimental use defense after passage of the Act.
Finally, we consider the cases interpreting the statutory
exemption created by the Act and discuss what, if any,
safe harbors still exist for scientific researchers,

Pradip K. Sahu

K. Shannon Mrksich

The Common Law Experimental Use Exception

To understand the exemption provided by the Act,
one needs to recognize its common law origins. The
experimental use defense to patent infringement was for-
mally recognized almost two hundred years ago in
Whittemore v. Cutter.! In that case, Justice Story stated
that, “it could never have been the intention of the legis-
lature to punish a man, who constructed such a machine
merely for philosophical experiments, or for the purpose
of ascertaining the sufficiency of the machine to produce
its described effects.”? Several months later, Justice
Story refined this idea in Sawin v. Guild,? reaffirming his
position that it would not be infringement to make an
invention “for the mere purpose of philosophical experi-
ment, or to ascertain the verity and exactness of the
specification.” Moreover, Justice Story opined
that there must be “an intent to infringe the patent-right,
and deprive the owner of the lawful rewards of his
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discovery.”® Both Whittemore and Sawin introduced two
core concepts of the experimental use defense: “philo-
sophical” endeavors and “intent.” While the common
law theory has been refined in modern patent law, these
core concepts remain essentially the same.

The CAFC’s Landmark 1984 Ruling Regarding the
Experimental Use Exemption

Omne of the most important CAFC decisions that
addressed the common law defense is Roche Products, Inc.
v. Bolar Pharmaceutical Co., Jnc.® In this case, the generic
drug manufacturer Bolar intended to bring to market a
generic version of a patented drug that was manufactured
and sold by Roche. Bolar began conducting clinical tests
required for FDA approval before the subject patent’s expi-
ration date. When Roche became aware of Bolar’s activi-
ties, it sued for infringement. After considering the common
law use exception and Bolar’s intent, the district court held
that Bolar’s activities did not infringe Roche’s patent
because its use of the patented ding was experimental, was
for federally mandated testing, and was de minimis.

The CAFC reversed on appeal, relying primarily on
35 U.8.C. § 271(a), which stated that mere *use” of a
patented invention, without either manufacture or sale, is
actionable. Citing Pitcairn v. U.S5.7 as controlling law,
the CAFC reasoned that experiments that are in keeping
with the legitimate business of an alleged infringer are
not exempt from infringement.? The CAFC concluded
that Bolar’s use was solely for business reasons and not
strictly for philosophical inquiry. As such, the experi-
mental vse exception did not apply.

The court did note that the term “use” was never defined
in the patent statute, and its meaning had become a matter of
judicial interpretation. It discussed several such interpreta-
tions in its decision and came to the conclusion that some
types of experimental use could be exempt from infringe-
ment. The court ended its analysis by stating that Congress
had before it a bill labeled the “Drug Price Competition Act
of 1983” and the “Patent Term Restoration Act of 1983
and Congress was the appropriate place to debate the issue,
The CATC declared, “[w]here Congress has the clear power
to enact legislation, our role is only to interpret ane apply
that legislation. .. We will not rewrite the patent laws here.””
The industry paid heed, and focused its efforts on legislation
rather than litigation.

The Resulting Legislation: The Drug Price
Competition and Patent Term Restoration Acts

The industry’s lobbying efforts were well-timed. In
the late 1970s, the U.S. economy was in recession and
the Carter administration needed to create more jobs.
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They reasoned that if the patent term were lengthened to
compensate for the time lost for regulatory review, com-
panies would be more willing to invest in research and
development of new products. Despite their efforts, leg-
islation stalled. The Reagan administration continued to
promote the legislation, and eventuaily the chair of the
House Health Subcommittee, Henry Waxman, began
promoting the bill as an opportunity to improve the
country’s healthcare system. To that end, he touted the
social benefits that could result from restoring the patent
terms to certain pharmaceutical inventions and allowing
companies to prepare to market generic drugs before the
corresponding pioneer patents expired. Senator Orrin
Hatch joined in, stating that enactment of the bill would
be a ground-breaking compromise in the public interest
in which the public receives the best of both worlds—
cheaper drugs today and better drugs tomorrow.
However, it was not until after the CAFC handed down
the Roche decision when Congress was able to rally
behind what is now known as the Hatch-Waxman Act.

The Act can be divided into three main categories.
The first part relates to drug price competition.
Specifically, the legislation provides for an Abbreviated
New Drug Application (ANDA) to be implemented by
the U.S. Food and Drug Administration (FDA). Briefly,
the ANDA provisions allow makers of generic drugs to
apply for regulatory approval of their drugs if (1) the
drug hasn’t been patented, (2) the patent term of the sub-
ject drug has expired, (3) the patent will expire before
the generic goes on the market, or (4) the patent is
invalid or not infringed.

The second part of the Act relates to patent term
restoration. Briefly, this section provides that inventors
of pioneer drugs may have their patent terms extended
by an amount of time equal to one-half of the FDA’s
investigational new drug period. The maximum term of
extension is five years, but the effective market exclusiv-
ity may not exceed fourteen years.

The third part of the Act, relates to the research
exemption to patent infringement. Specifically, 35
U.S.C. § 271(e)(1) states,

It shall not be an act of infringement to make, use, offer to
sell, or sell within the United States or import into the United
States a patented invention (other than a new animal drug or
veterinary biological product {(as those terms are used in the
Federal Food, Drug, and Cosmetic Act and the Act of March
4, 1913) which is primarily manufactured using recombinant
DNA, recombinant RNA, hybridoma technology, or other
processes involving site specific genetic manipulation tech-
niques) solely for uses reasonably related to the development
and submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or veterinary
biclogical products.

This part of the Act has been the subject of much con-
troversy. In the context of Roche, it would appear that the
main reason that Section 271{e)(1) was enacted was so
that generic drug manufacturers could enter their products
into the marketplace as soon as the corresponding pioneer
patents expire. IHowever, because of the ambiguous

language of the statute and equally unclear legislative his-
tory, there has been considerable debate as to the scope of
this statutory exemption as discussed below.

The Common Law Experimental Use Defense after
the Hatch-Waxman Act

A. Embrex v. Service Engineering

After Roche and the passage of the Act, few cases
have discussed the common law experimental use excep-
tion. In Embrex v. Service Engineering,'® the CAFC
considered and soundly rejected the defendant’s com-
mon law experimental use and de minimis use defenses
to patent infringement. While such defenses were still
available, the CAFC indicated that they were extremely
narrow in scope and could not be used to escape liability
for infringement simply by cloaking infringing activities
in the “guise of scientific inquiry.”"!

Particularly noteworthy is Judge Rader’s concurring
opinion, which foreshadowed the opinion he wrote for the
majority in Integra Lifesciences I, Ltd. v. Merck KgaA,"
discussed below. Rader wrote, “Since its inception, this
court has not tolerated the notion that a little infringe-
ment—de minimis infringement—is acceptable infringe-
ment or not infringement at all. . . Rather, the statute
accommodates concerns aboul de minimis infringement in
damages calculations [only].™"® He further stated that nei-
ther the patent statute nor any Supreme Court precedent
gave any reason to excuse infringement because it was
committed with a particular purpose or mtent, such as for
scientific experimentation or idle curiosity.

Rader relied on Warner-Jenkinson Co., Inc. v. Hilton
Davis Chemical Co.'* to validate that intent was not an
element in infringement actions. He closed by stating,

[The Supreme Court’s Warner-Jenkinson decision] precludes
any further experimental use defense, even in the extraordi-
narily narrow form recognized in Roche. Of course, even if
the experimental use excuse retains some lingering vitality,
the slightest commercial implication will render the ‘philo-
sophical inquiry/experimental use’ doctrine inapplicable, as
occurs in the court’s resolution today . . . I would lay to rest
permanently [the defendant’s] infringement excuses which
find no support in the Patent Act.”

B. Madey v. Duke

The CAFC again discussed the common law excep-
tion more recently in Madey v. Duke.'® In that case,
Madey, a researcher at Duke University, owned patents
covering a new lasér device. He left Duke without
licensing or assigning any rights to the inventions. After
he left, Duke continued to use his inventions without
permission, and the suit followed.

The district court granted summary judgment in favor
of Duke University, stating that Duke researchers were
using the patented laser for basic scientific research that
was not commercial in nature; therefore, it fell under the
common law experimental use exemption. The CAFC
disagreed, noting that the district court improperly
focused on whether Duke is a nonprofit institution when
it decided that Duke’s research was not commercial in
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nature. The CAFC reasoned that since academic institu-
tions frequently conduct research without regard to com-
mercial value, the focus instead should be on Duke’s
legitimate business objectives.

Judge Gajarsa wrote for the court, “Our precedent clear-
ly does not immunize use that is in any way commercial in
nature. Similarly, our precedent does not immunize any
conduct that is in keeping with the alleged infringer’s legit-
imate business, regardless of commercial implications.”"”
The court reasoned that Duke’s business includes educat-
ing students as well as conducting research, which increas-
es the status of the institution and lures lucrative research
grants. Thus, the CAFC characterized Duke’s research as
a part of its business. As such, the common law experi-
mental use exemption did not apply. Madey appears to sig-
nal an end to the common law experimental use exception
to patent infringement.

The Courts’ Interpretations of Section 271(e)(1)

Just as the courts have limited the scope of the com-
mon law exception, they also have recently begun to
restrict the scope of the statutory exemption. This was
not always the case. Initially, the courts appeared to
have interpreted Section 271(e)(1) rather broadly, begin-
ning with Eli Lilly and Ce. v. Medtronic. '

A. Eli Lilly and Co. v. Medtronic

In one of the first cases to define the scope of the Act,
Lilly sued Medtronic for infringement of its two patents
covering implantable cardiac defibrillators. Medtronic
defended their activities based on the experimental use
shield of Section 271(e)(1). The district court sided with
Lilly, stating that Section 271(e)(1) did not apply to
medical devices,

Relying on a combination of legislative intent and
Roche, the CAFC reversed the district court’s decision.
They noted that Congress explicitly stated that Section
271(e)}(1} would “have the net effect of reversing the
holding of Roche.”"® They further noted that Roche’s
holding was rather broad: “the unlicensed use of a
patented invention for testing and investigation, even
though strictly related to obtaining FDA approval for a
substitute, was an infringement under 35 U.S.C. Sec,
271(a)."® In reconciling Congress’s intent and the hold-
ing of Roche, the CAFC used Justice Scalia’s reasoning
in United States v. Fasto® to conclude that Roche’s inter-
pretation of §271(e)(1) was repealed by implication by
the newly enacted statute. That is, Congress meant to
allow testing and investigation of a patented invention if
strictly related to obtaining approval for a substitute,
regatdless of the product involved.

On appeal, Justice Scalia, writing for the Supreme
Court, noted that the statute and legislative history
were both ambiguous, and found that the CAFC’s
interpretation appeared to be closer to what Congress
intended. To that end, the high court recognized that
medical devices fall within the purview of Section
271(e}(1) and, thus, broadened the scope of the
statutory research exemption.
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B. Intermedics v. Ventritex

Soon after the Supreme Court’s ruling, the Northern
District of California lent its interpretation to Section
271(e)(1) in Intermedics v. Ventritex:i®* Well before
Intermedics’ patents on a medical device expired,
Ventritex began preparing to commercialize an allegedly
infringing device. The district court found for Ventritex,
reasoning that the timing of preparations for commer-
cialization was irrelevanf, They focused on whether a
party’s uses were de minimis and whether the party rea-
sonably believed that their use would contribute to the
generation of relevant information for the FDA. The dis-
trict court further noted the protection of Section
271(e)(1) wasn’t negated even if some of the uses either
failed to generate information or generated more infor-
mation than necessary to secure FDA approval.
Intermedics thus broadened the scope of Section
271(e)(1) in terms of both the timing and the extent of
the allegedly infringing activities.

C. Telectronics v. Ventritex

Later in Telectronics v. Ventritex,® the Federal Circuit
catalogued the types of activities exempt under Section
271(e)(1). In that case, Telectronics sued Ventritex for
patent infringement based on their manufacture, sales
and marketing of an allegedly infringing device.
Ventritex defended that their activities were exempt
under Section 271(¢e)(1): their manufacture and sales
were limited to their clinical trials and their marketing
was necessary to raise funds to support the clinical trials
and further manufacture. The CAFC agreed that
Ventritex’s activities were exempt, either because they
were reasonably related to FDA approval or were simply
“dissemination of the data developed for FDA
approval.”® The CAFC noted that Congress was aware
that some fund raising and related marketing activities
were necessary to enable competitors to enter the market
after a controlling patent expired. Telectronics thus fur-
ther broadened the scope of activities permitted under
Section 271(e)(1).

D. Amgen v. Hoechst Marion Roussel

In Amgen, Inc. v. Hoechst Marion Roussel, Inc.” the
District Court of Massachusetts further defined the limits
of the exemption. Amgen sued Hoechst for manufactur-
ing and using their patented erythropoietin product to
develop a competing product. Hoechst intended to sell
their product after the expiration of Amgen’s patents. The
district court opined that the statutory phrase “solely for
uses reasonably related” to FDA approval does not pre-
vent companies from engaging in activities for purposes
other than FDA approval. That is, the court found that
certain ulterior motives or alternate purposes do not pre-
clude the Section 271(e)(1) exemption, if a party reason-
ably believes that there was a decent prospect that “the use
in question would contribute (relatively directly) to the
generation of kinds of information that was likely to be
relevant in the processes by which the FDA would decide
whether to approve the product.” (Emphasis added.) In
Amgen, the court found that such activities included
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exporting the patented product to evaluate manufacturing
processes, testing to comply with European and Japanese
standards, making an amount of the product in excess of
that required for the FDA approval process, and character-
izing the product. Moreover, the district court held that
the aforementioned activities would be exempt even if the
results were eventually discarded or abandoned for rea-
sons unrelated to FDA approval. Amgen farther broad-
ened the scope of exempt activities.

E. Nexcell Therapeutics v. AmCell

The district court in Delaware took a similarly broad
view of Section 271(e)(1) in Nexcell Therapeutics Inc. 1.
AmCell Corp.” In this case, AmCell was planning to seek
FDA approval for the clinical use of a magnetic cell-sepa-
rating device that used Nexcell’s patented antibodies. The
district court found AmCell’s activities exempt under
Section 271(e)(1), which included recruiting clinicians to
participate in FDA studies to evaluate the device, displaying
the device at a conference, advertising the device in medical
journals and providing to FDA-approved clinicians the
device and reagent kits with the patented antibodies. In an
unusual litigation move, Nexcell asked the FDA to com-
ment on whether AmCell’s activities were reasonably relat-
ed to FDA approval. The FDA responded by stating that
“the ultimate construction and application of § 271(e)(1)
lies with the court . . ” and that “there is no reason to
assume any direct correlation between [the] FDA's evalua-
tion of AmCell’s submissions and the appropriate construc-
tion of section 271.”® Nonetheless, in finding for AmCell,
the district court specifically stated that “a large degree of
deference to activities conducted in furtherance of FDA-
approved clinical trials is appropriate,”® because it will not
always be clear to a party exactly what kinds of information
and what quantities are necessary. Thus, Nexcel broadened
the scope of the statutory exemption a bit more.

F. Integra Lifesciences v. Merck

The most recent decision addressing the statutory
exemption to patent infringement, and the one that has
been said to reverse the broadening trend, is Integra
Lifesciences I, Ltd. v. Merck KgaA.?® Merck hired
researchers at Scripps to perform “the necessary experi-
ments to satisfy the biological bases and regulatory (FDA)
requirements for the implementation of clinical trials™' on
a series of peptidyl compounds that inhibited angiogene-
sis. Scripps began ir vivo and in vitro experiments “to
evaluate the specificity, efficacy, and toxicity of [several
drug candidates] for various diseases, to explain the mech-
anism by which these drug candidates work, and to deter-
mine which candidates were effective and safe enough to
warrant testing in humans””* Ultimately, Scripps identi-
fied one of these peptidyl candidates for clinical develop-
ment. Unfortunately for Merck and Scripps, Integra
owned five patents that covered the peptidy! candidate.
When Integra became aware of the allegedly infringing
use of their patented compounds, they offered a license
to Merck. License negotiations failed and litigation
ensued. The district court found Merck liable for
infringing four of Integra’s patents, finding that the safe

harbor of Section 271(e)(1) was not available to Scripps
and Merck between 1994 and 1998.>* The CAFC
affirmed with respect to the Section 271(e)(1) exemp-
tion, with Justice Newman dissenting.

1. The Majority Opinion

The majority opinion reviews the history of the
Hatch-Waxman Act, Roche, and Eli Lilly; explains the
scope of Section 271{e)(1); and clarifies what constitutes
premarket approval activity. According to the majority,
in enacting the legislation, the House Committee consid-
ered that the premarket activity would be “a Hmited
amount of testing so that generic manufacturers can
establish the bioequivalency of a generic substitute”*
They further note that the House intended that “all that
the generic can do is test the drug for purposes of sub-
mitting data to the FDA for approval. Thus, the nature
of the interference [with the patent holder’s rights] is de
minimus [sic}”®

The majority felt that the Scripps-Merck experiments
were conducted to identify the candidates to subject to
future clinical testing, not to supply information to the
FDA. Thus their answer to the question: “[Does] the
§271(e)(1) safe harbor reach back down the chain of
experimentation to embrace development and identifica-
tion of new drugs that will, in turn, be subject to FDA
approval”36 was a resounding no. The focus of the
entire statutory exemption to patent infringement is to
provide information to the FDA, and the express objec-
tive of the Act was to facilitate the immediate entry of
safe, effective generic drugs into the marketplace upon
expiration of the corresponding pioneer drug patent.
Since the Scripps’ research was not clinical testing to
supply information to the FDA, but only general bio-
medical research to identify new pharmaceutical com-
pounds, it did not fall within the narrow scope of Section
271(e)(1).

The majority recognized that Section 271(e){1) was
being interpreted quite broadly and appear to believe that
the results were not what Congress envisioned. They
theorized that the implications of the continued broaden-
ing of Section 271(e)(1) could mean that holders of
research tool patents would lose the benefits of patent
protection. As such, the majority decided that extension
of Section 271(e}1) by the courts under the circum-
stanices of Integra would be unwarranted.

2. The Dissent

In her dissent, Newman sua sponte evoked the com-
mon law experimental use exception to patent infringe-
ment,” stating that it should apply to all of the activity
conducted by Scripps and Merck before 1998. She
believed that the true issue of the case should have been
“whether, and to what extent, the patentee’s permission is
required in order to study that which is patented”® The
dissent makes an intriguing distinction between conducting
research on a patented invention and wusing a patented
invention to conduct research, Not surprisingly, the dis-
sent’s views on the common law use exemption have been
well received by certain groups in the academic and
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research communities. Accordingly, it is quite possible
that the ideas espoused by Newman may resurface in
future legislation or litigation to redefine the scope of
statutory and common law exceptions to infringement.

Conclusion

The range of activities that are considered reasonably
related to FDA approval for generic substitutes of
patented drugs or medical devices seems to remain
rather broad. As a practical matter, it appears that the
Section 271(e)(1) defense will be available only to those
planning to market a generic version of a medical device
or drug upon the expiration of the corresponding patent.
It remains to be seen if this exemption is still an avail-
able defense for nongeneric companies, as it was for all
of the above defendants. For those involved in basic
research and the search for improvements and substitutes
for patented medical and biotech inventions, if the safe
harbor of Hatch-Waxman is not available, other mea-
sures such as licensing, litigation, or acquisition should
be considered in the interim. By recognizing the limita-
tions to the Section 271(e)(1) defense, attorneys and
their clients will be able to develop successful strategies
that will respect the rights of patent holders and leave
them less vulnerable to suit.
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Introduction

We have conducted a study of recent decisions of the
Board of Patent Appeals and Interferences in an effort to
better understand the implications of appeals of biotech-
nology-related patent applications.! In a review of more
than one hundred recent board decisions in the area of
biotechnology (broadly construed), we found that the
rate of reversal of rejections was much higher than we
had anticipated. Most of these cases involved appeals of
rejections of claims based on obviousness or lack of
enablement., Many cases involved method claims with
functional language reminiscent of the claims at issue in
the recently decided Amgen v. Hoechst Marion Roussel?
in which the Federal Circuit affirmed that claims with
arguably broad functional limitations did not violate the
enablement requirement.

Two cases involved claims to nucleotide or amino
acid sequences. One of these cases reversed a rejection
for lack of enablement for claims covering fragments of
a protein, and the other case reversed rejections for lack
of enablement and written description for claims to
variant nucleotide sequences sharing percent sequence
identity to a disclosed sequence. While these cases are
nonprecedential, they provide insights to overcoming
rejections that have become routine for nucleic acid
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molecule and protein claims. In reversing the examiner,
the board relied on the structure/function information
about the sequence included in the application and
available in the art. Thus, when drafting applications, it
is advisable to provide as much structure/function infor-
mation as possible. If necessary, structure/function
information may also be provided during prosecution.
We are optimistic that in view of these recent decisions,
examiners will adopt a more reasonable approach when
examining sequence claims.

Methodology

In order to identify appeals related (o biotechnology
and pharmaceutical subject matter, we identified the
subject class and subclass numbers for subject matter
examined by Art Unit 1600. We then screened the pub-
licly available board decisions at www.uspto.gov/web/
office/ dcom/bpai/bpai.htm for appeals of applications
that had been assigned these subject classification num-
bers. This procedure identified a number of cases with
subject matter having these classification numbers. We
continued by studying decisions involving biotechnology
or pharmaceutical subject matter, in addition to several
cases with chemical subject matter, Approximately 127
such decisions were rendered between early 2002 and
March 2004, and we reviewed the statutory basis or
bases for rejection(s) and whether those rejections were
reversed by the board.

Statistical Overview

Of these 127 cases, ninety involved rejection of claims
for anticipation under 35 U.S.C. § 102 or obviousness
under 35 U.S.C. § 103: three cases had rejections of
claims under 35 U.S.C. § 102, seventy-three cases had
rejections of claims under 35 U.S.C. § 103, and fourteen
cases had rejections of claims under both 35 U.S.C. § 102
and 35 U.S.C. § 103. In the following analysis, we cate-
gorized a case as reversed if the Section 102 and/or
Section 103 rejections were reversed as to at least some of
the claims that were at issue, so that after the decision was
rendered, at least some of the claims in the case no longer
had standing rejections under 35 U.S.C. §§102 or 103. Of
the three cases with rejections under only 35 U.S.C. §
102, one rejection was reversed and (wo were affirmed.
Of the fourteen cases with rejections under both 35 U.S.C.
§§ 102 and 103, ten were reversed and four were affirmed,
a reversal rate of 72 percent. Of the seventy-three cases
with rejections only under 35 U.S.C. § 103, sixty-eight
rejections were reversed and five were affirmed, a reversa
rate of 93 percent. :
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Among the 127 cases, thirty-six involved rejections for
failure to meet either the written description or enablement
requirement of 35 U.S.C. § 112, 1. Two cases involved a
rejection based on the written description requirement; one
of these rejections was reversed. Six cases involved rejec-
tions based on both the written description and enablement
requirements; all six of these rejections were reversed.
Twenty-eight cases involved rejections based on the enable-
ment requirement; twenty-seven of these rejections were
reversed, a reversal rate of 96 percent.

Two Appeals Involving Sequence Identity Claims and
Fragment Claims

We note that only six decisions of the Board of Patent
Appeals and Interferences have been published and made
precedential (as indicated by information available at
http:/fwww.uspto.gov/web/offices/dcom/bpai/ prec.htmy).
None of the 127 decisions we studied have been officially
published or made precedential, so they are not binding on
examiners. However, several of these decisions were signif-
icant because they reversed rejections of the types of claims
that are commonly found in cases involving nucleotide or
amino acid sequences.

Often, where the invention is a particular protein or
nucleic acid, the invention is claimed by reference to an
exemplary protein or nucleic acid that has a specific amino
acid or nucleotide sequence. Typical claims to such inven-
tions are drawn to proteins or nucleic acids that share a par-
ticular percentage of sequence identity to the exemplary
sequence (“sequence identity claims”) or to proteins or
nucleic acids that are a fragment of the exemplary sequence
(“fragment claims”; collectively, “sequence claims™).
Examiners typically reject such claims and only allow
claims to the exact exemplary sequence or at most to claims
having 95 percent and higher sequence identity. Claims lim-
ited to an exact nucleotide or amino acid sequence could be
easily circumvented and thus are of little value to inventors
and investors. Typically, rejections of sequence identity
claims and fragment claims are made based on the written
description requirement and/or the enablement requirement
of35US.C.§112,9 1.

Ex parte Sun® involved sequence identity claims. The
application at issue in Ex parte Sun described a Zea
mays homolog of WEEL, a protein involved in cell cycle
regulation. The claims at issue were similar to claim 31:

31. An isolated WEE1 nucleic acid comprising a member
selected from the group consisting of:

(a) a polynucleotide that encodes a polypeptide of SEQ
ID NO:2,

(b) a WEE! polynucleotide having at least 80% identity
to the entire coding region of SEQ ID NO:1;

(¢) a polynucleotide comprising the coding sequence set
forth in SEQ ID NO:1; and

(d) a polynuclectide complementary to a polynucleotide
of (a) through (c).

The rejection in this case was based on both the writ-
ten description and enablement requirements. The
examiner cited a prior art reference as teaching that a
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particular region of the protein was critical for function
and concluded that alterations to this region could affect
the function of the protein. The examiner argued that
one of skill in the art would not be able to predict the
stucture and function of a WEE] polynucleotide having
at least 80 percent identity to the coding region of SEQ
ID NO:1.

The board, considering the written description rejec-
tion, quoted fn re Herschler® as stating that “[t]he
claimed subject matter need not be described in haec
verba to satisfy the description requirement” and empha-
sized that the relevant analysis was whether the claim
limitations were described so that one of skill in the art
would recognize that the applicants had invented that
subject matter. The board discussed The Regents of
Univ. of Calif v. Eli Lilly and Co.,’ and Enzo Biochem,
Inc. v. Gen-Probe, Inc.. stating that:

[Tlhe written description requirement can be met by ‘show-
ing that an invention is complete by disclosure of sufficient-
ly detailed, relevant identifying characteristics...i.e., com-
plete or partial structure, other physical and/or chemical
properties, functional characteristics when coupled with a
known or disclosed correlation between function and struc-
ture, or some combination of such characteristics.”

Here, the board noted, the specification provided
examples of how to screen for WEE1 activity and also
provided a polynucleotide comprising the sequence of
SEQ ID NO:1 and a polynucleotide that encoded the
polypeptide of SEQ ID NO:2. The board stated that a
specific teaching of a species with 80 percent sequence
identity and WEE1 function was not dispositive of
whether the written description requirement had been
met. The board noted that those of skill in the art were
aware that most WEE] variations occurred at the amino
terminal end of the protein, while the central region and
carboxy-terminal region contained protein kinase
domains and substrate recognition regions. Accordingly,
the board reasoned: ‘

[Tihose of ordinary skill in the art would have recognized
from reading the disclosure that the inventors had invented
the isolated weel having the specific nucleotide and amino
acid sequences and variations of these sequences with
mutations in described specific areas of Weel, while avoid-
ing the introduction of mutations in other regions. This
teaching, coupled with the ability to test for functional
mutants with the assays provided for in the specification,
supports appellants’ position that the inventors sufficiently
described and were in possession of the invention as
claimed, at the time of filing of the patent application.®

The board concluded that the examiner had not estab-
lished why one of ordinary skill in the art would be unable
to recognize that applicants had invented the claimed sub-
Jject matter and reversed the written description rejection.

With regard to the enablement rejection, the board stated
that the examiner had “the initial burden to establish a rea-
sonable basis to question the enablement provided for the
claimed invention”® The first step in the analysis was to
determine whether the examiner had met this burden, and
the board reiterated the factors to be considered in analyzing
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enablement, which were discussed in Ex parte Forman'™
and In re Wands.!' Here, the examiner had provided an
analysis of these factors, and a key factor cited by the
examiner was the failure of the specification to disclose
“any specific structural or functional characteristics of
any isolated nucleic acid comprising a polynucleotide
having at least 80% identity to the entire coding region
of SEQ ID NO:1.” Moreover, the examiner argued,
Applicants had provided no definitive evidence that
introducing such a polynucleotide into a plant would
alter a plant’s phenotype. The examiner concluded
that the art was unpredictable, citing a reference teaching
that transformation of Arabidopsis with wild-type cell
cycle regulatory protein Cdc2a “unexpectedly did not
affect the development of transgenic plants,” although
transformation with a mutant Cdc2a did produce the
expected phenotype.

The board, noting that the analysis of the enablement
requirement “dovetail[ed]” here with the analysis of the
written description requirement, observed that the specifica-
tion tanght how to screen for WEE] activity and also dis-
closed a polynucleotide encoding a polypeptide of SEQ ID
NO:2 and the polynucleotide sequence set forth in SEQ ID
NO:1. The board noted that the specification described the
level of skill in the art and taught regions of the gene that
could be altered without affecting substrate recognition.
The specification also taught that the central and carboxy
end of the protein contained the protein kinase and substrate
recognition domains of the protein and were relatively con-
served, while most of the variations in WEEI amino acid
sequences were found at the amino terminal end.

The board found that the examiner had not established
that these teachings were insufficient to enable the claimed
polynucleotide. In making this finding, the board particu-
larly noted the teachings of the specific coding sequence,
the teachings on how to test for WEEI1 activity, and the
teachings of areas of the gene that could be altered. The
board noted that here, the examples “indicate successful
expression of [the Zea mays homolog of WEEI] in E. coli
as evidenced by the successful inhibition of cyclin-depen-
dent protein kinase.” Moreover, “in view of the success
deseribed in the specification” and the state of the art as it
related to the transformation of seeds and plant cells as
outlined in the specification, the Examiner had also not
established that these teachings would be insufficient to
enable the transformation of cells, plants, and seeds.'?
Accordingly, the board also reversed the rejection of the
claims for lack of enablement.

In Ex parte Vogelstein," the claims were drawn to a
method involving the use of “a portion,” or fragment, of
the p53 gene. The claims at issue were claims 4 and 12:

4. A method of supplying wild-type p53 gene function to a
cell which has lost said gene function by virtue of a mutation
in a p53 gene, comprising: introducing a portion of a human
wild-type p53 gene into a human cell which has lost said gene
function such that said portion is expressed in the cell, said
portion encoding a part of human wild-type p33 protein
which is required for non-neoplastic growth of said cell,
whereby wild-type p53 gene function is supplied to the cell.

12. The method of claim 4 wherein said portion corre-
sponds to a region of the p53 gene in the cell which
contains the mutations.

The examiner rejected these claims for lack of enable-
ment by the specification. The board noted that the p53
gene is a tumor suppressor and that the specification dis-
closed a method of supplying wild-type p33 function to a
cell containing a p53 mutation. The specification taught
that the wild-type p53 gene might remain in a cell extra-
chromosomally or might recombine with the endogenous
P53 mutant gene to correct the defect in the mutant; vectors
suitable for such embodiments were known in the art.

The examiner rejected all the claims for lack of enable-
ment, stating that undue experimentation would be
required to practice the invention, but had conceded that a
similar method using a full-length p53 gene was enabled.

The examiner pointed to the unpredictability of the
art, including the uncertainty in predicting whether any
portion of a gene would exhibit wild-type activity, the
lack of guidance provided concerning the importance of
amino acid residues “outside the 132-309 region which
affect protein folding and/or p33 activity,” the lack of
working examples using a portion of the p33 gene, and
the unpredictability of therapeutic gene delivery in vivo,
and concluded that undue experimentation would be
required to practice the invention.

Applicants argued that, as disclosed in the specifica-
tion, most mutations that inactivate the p53 gene occur
between codons 132 and 309, and that one of skill in the
art would expect that at least this portion of the gene
would be required to supply wild-type gene function.
Applicants also pointed to a prior art reference as teach-
ing that deletions of the N-terminal and C-terminal por-
tions of the protein were not required for DNA binding,
and since DNA binding is the mechanism by which
wild-type p53 operates, those of skill would have under-
stood that portions of p53 would not require C-terminal
or N-terminal amino acids to be functional.

The board noted that the examiner has the burden of
showing that a claimed invention is not enabled, citing I
re Wright.'* Here, the board concluded that the examiner
had not met that burden. The board noted that this appli-
cation resulted from a restriction requirement in which
the fragment claims were held to be patentably distinet
from claims to a similar method of supplying wild-type
p33 function using a full-length wild-type p53 gene.
The board emphasized that the examiner had conceded
that claims using the wild-type p33 gene were enabled.
Accordingly, as the board noted, the issue was whether
even though a method using the full-length gene was
enabled, it would “requirfe] undue experimentation to
practice the same method using a part of the p53 gene
that encode[s] a functional portion of the p53 protein.”"> The
board pointed to the information provided concerning the
importance of the middie half of the p53 gene (i.e., codons
132 to 309) and the prior art teaching regarding the unimpor-
tance of the N- and C-terminal regions:

Thus, the experimentation required by the instant claims

would appear to be limited to determining how many of the
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amino acids between positions 41 and 131, and how many
of the codons between positions 310 and the C-terminal
393, could be deleted without adversely affecting the func-
tion of p53. We agree with Appellants that this experimen-
tation would not appear to be undue. At most, the skilled
artisan would be required to make and test a series of dele-
tion mutants of p53. This experimentation might be
tedious, but it would not seem to be undue.'®

The board noted that the art cited by the examiner in
support of the unpredictability of the art involved point
mutations rather than the deletions at issue here and thus
was not relevant. Accordingly, the board reversed the
enablement rejection.

Thus, in both of these cases, the board focused on the
fact that information was provided about conserved and
naonconserved regions or about regions important for
function. In view of the similarities between these cases,
we recommend that applications include as much struc-
ture/function information about the protein as possible.
Structure/function information includes sequence align-
ments to other sequences of known function, results of
Pfam analysis, the identity and location of functional
domains or sequence motifs, and the location and effect
of known mutations. If necessary, structure/function
information may also be provided during prosecution.
We are optimistic that in view of these decisions, exam-
iners will have a more reasonable approach during exam-
ination of sequence claims.

Other Reversals of Rejections ender Section 112,
Paragraph 1

Many of the other cases involving enablement rejec-
tions were drawn to methods and had language reminis-
cent of that at issue in Amgen v. Hoechst Marion
Roussel'” (see example claim in footnote 2). Typical
statements by the board in reversing rejections for lack
of enablement were: the examiner failed to establish a
prima facie case of nonenablement; the examiner did not
provide any evidence or factual analysis to support his or
her position; and the fact that the claims may encompass
inoperative embodiments is not enough, by itself, to
show nonenablement (often citing Atlas Powder Co. v.
E.I. DuPont De Nemours & Co.,'® for the holding that
claims can encompass inoperative embodiments and still
meet the enablement requirement). The board often
explicitly reviewed and critiqued the examiner’s analysis
of the Wands factors. A significant percentage of opin-
ions cited data presented in the specification or provided
in declarations as supporting a finding of enablement,
although the majority of opinions did not specifically
mention data or working examples.

Examples of representative claims for which enable-
ment rejections were reversed include the following:

A method of treating an autoimmune disorder comprising
administering to a patient in need of such treatment an
amount of an agent that binds CD23, and thereby blocks the
interaction of CD23 with a ligand to which CD23 binds in
vivo, sufficient to effect such treatment.*®
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A method of treatment selected from the group consisting of
(a) preventing or treating atherosclerotic vascular disease in a
mammal; (b) hormone replacement therapy in a peri- or post-
menopausal female mammal; and (c) treating hypertension in
a mammal, which comprises administering to the afflicted
mammal an amount of prostacyclin or prostacyclin analog in
combination with one or more of an estrogen and a progestin,
in amounts effective to ameliorate or prevent the appearance
of the symptoms thereof, wherein said amounts are synergis-
tically effective and the amounts of prostacyclin, prostacyclin
analog, estrogen or progesterone are individually ineffective
or marginally effective.

A method of altering the phenotype of a bird, comprising
introducing avian somatic tissue-specific stem cells into an
egg containing a bird during in ovo incubation, said cells
containing and capable of expressing at least one DNA mole-
cule in an amount effective to cause a change in the pheno-
type of the bird.”!

A pharmaceutical composition, comprising: at least one
enzymatic nucleic acid molecule having a ribonucleotide at a
catalytically critical site, at least one deoxyribonucleotide and
at least on nucleic acid analog; and a pharmaceutically
acceptable carrier.”

A yeast.cell stably transformed with an expression vector
comprising: (a) an insert encoding a mammalian receptor
comprising seven hydrophobic transmembrane segments,
extracellular and intracellular loops, an extracellular amino
termainal region, and a carboxyl terminal cytoplasmic region;
and (b} a control region capable of being recognized by poly-
merages of the yeast cell for expression of sad polypeptide in
said yeast cell; and wherein after expression, said polypep-
tide is incorporated into a cell membrane of said yeast cell
and said polypeptide is capable of binding a ligand of said
mammalian receptor.?

An Enablement Rejection Is Affirmed

The enablement rejection was not reversed in Ex parte
Evans et al.® The following claim was representative:

An isolated Drosophila melanogaster knirps-related receptor
polypeptide [Knrl] having the sequence set forth in Figure 2.

In making this enablement rejection, the examiner
noted that the specification taught that Knrl shared about
45 percent sequence identity with the DNA binding
domains of other steroid receptors, but other portions of
the molecule only shared less than 15 percent sequence
identity. Xnrl had no known ligand. The specification
stated that the knrl receptor’s homology to other steroid
receptors suggested that its function could be ligand-
dependent, yet the knrl carboxyl terminus differed from
other receptors, making it “difficult to predict a potential
ligand.”® The board noted that the specification was
very similar to a reference authored by one of the inven-
tors, with several striking omissions. These omissions
included the statement that “[e]xperiments directly
addressing the developmental role of the korl gene must
await isolation of loss-of-function alleles” and the state-
ment that knrl might not be an essential gene. Moreover,
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the specification stated that the gene contained “an open
reading frame capable of encoding 647 amino acids,
beginning with . . . nucleotide 1499 and ending . . . at
position 2460, which as the board noted only contained
961 nucleotides and was therefore incapable of encoding
647 amino acids. The board also noted that the asserted
utility was for “assays and methods relating to screening
for materials which modulate the claimed receptor” and
that, contrary to the applicants’ assertions, “no ‘other
purposes’ [were] described in the specification.”?’

Other Observations and Practice Tips

In some cases—both those with obviousness rejec-
tions and Section 112, Paragraph 1 rejections—appli-
cants submitted declarations to support their arguments.
A number of board opinions emphasized that the deci-
sion of whether to enter a declaration into the record
after a final rejection is at the discretion of the examiner
and is not appealable to the board. Rather, such a deci-
sion can only be the subject of a petition to the commis-
sioner for administrative relief under 37 CER. 1.181.%
Similarly, the refusal of the examiner to enter amendments
after final cannot be appealed to the board and may only
be the subject of a petition to the commissicner.?

As discussed earlier, most of the cases we reviewed
were appeals of claim rejections under 35 U.S.C. § 103
(“obviousness rejections™). These cases are very fact-
specific, so rather than examining specific claims, we
here discuss observations gathered from our review of
these decisions. Typically, the reversals of cbviousness
rejections were on the basis that the Examiner had not
established a prima facie case of obviousness. Other
statements frequently made by the board in reversing
these rejections were: that the references provided only
an invitation to experiment; that there was no motivation
or suggestion t0 combine the references; and/or that the
references did not teach a reasonable expectation of suc-
cess. In concluding that the references did not teach a
reasonable expectation of success, some opinions
emphasized the unpredictability of the art.

In several cases, the board acknowledged that the ele-
ments of the claimed invention were present in the cited
references, but that the references could not render the
claims obvious without further guidance as to which ele-
ments to select from among the many possibilities pre-
sented. Another articulation of this idea was that the
combination of references did not flow logically from
their having been individually taught in the prior art.

In only a few cases, the board stated that the examiner
had mischaracterized a reference or that the reference did
not teach the limitation as asserted by the examiner.
Another notable holding was the one in Ex parte Lanzara:*

While we agree with the examiner that “discovery of an opti-
mum value of a result effective variable in a known process is
ordinarily within the skill of the art,” In re Boesch, 617 F.2d
272, 276.. {CCPA 1980) [citations omitted], our reviewing
court has found an exception to this general rule where “the
parameter optimized was not recognized to be a result effective
variable,” In re Antonie, 559 F.2d 618, 621 . . . (CCPA 1977).

Conclusion

In view of the percentage of successful appeals in
biotechnology-related cases—over 90 percent for obvious-
ness rejections as well as for written description and enable-
ment rejections—applicants facing final rejection should
consider filing an appeal. However, as always, applications
should include as much supporting data as possible and
sequence claims should be supported by ample
structure/function information, as exemplified by the suc-
cessful appeals in Ex parte Sun and Ex parte Vogelstein.
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1. The authors gratefully acknowledge the assistance of Dr.
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From the Chair
(continued from page 3)

* Section officers spoke on FTC report on programs
sponsored by the FTC, the University of California,
Berkeley, and the ABA Section of Antitrust Law.

* Preparing Section trip to China, July 2004.

Meetings, CLE, and Publications

* Monthly Chair’s Bulletin on current Section news
and IP developments.

» Quarterly IPL Newsletter with substantive articles.

* Young Lawyers program, “Practical Tips on
Enforcing and Defending Patents,” September 2003.

s Joint program (with AIPPI): “Trying an IP Case in
Foreign Countries—Five Mini-Trials,” October 2003,

*» 2003 Supplement to “Patent Litigation Sirategies
Handbook” (with BNA Books).

= 2003 Annual Report of Section activities, December
2003.

National CLE Conference (with Law Education
Institute), January 2004,

* Copyright Office Day meetings with U.S. Copyright
Office officials, Fanuary 2004,

« IPL Midwinter Meeting for Section leadership,
January 2004,

* Trademark Office Day meetings with Trademark
Office officials, March 2004,

* 19th Annual Intellectual Property Law Conference,
April 2004,

* Young lawyers program, “Practical Tips on
Intellectual Property Law,” April 2004,

Fighting Injustice
The Michael Tigar Story

Fighting Injustice is a part of a new series
of books published by the American Bar
Association about successful lawyers who
are visionaries, who inspire, or who are
role models—in short, who work to make
a positive contribution to society and the
legal system.

2002  367pages 6x9
Product Code: 5310309

Regular Price: $39.00 + S/H

ABA Member Price: $34.00 + S/H

Rardback with dust jacket
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« 11th Annual Summer IPL Conference in Toronto,
June 2004,

s Preparing IP Valuation Survey and Primer.

* Preparing for ABA teleconference on the Federal
Trademark Dilution Act,

Diversity and Young Lawyers Initiatives

* Jointly administered the American Intellectual
Property Law Education Foundation (AIPLEF), award-
ing the Sidney B. Williams, Jr. Intellectual Property Law
Scholarships and the Jan Jancin Scholarship Award (with
AIPLA).

* Adopted a Section Fellows program for young
lawyers.

* Joined Judicial Intern Opportunity Program for
minority law students (with the Section of Litigation}.

* Women in IP law breakfasts at the Midwinter
Meeting and Summer IPL Conference.

* Program on the value of diversity in the TP market-
place at the Summer IPL Conference.

* Participated in ABA Women’s Leadership Summit
Meeting, May 2004.

The IPL Section sincerely appreciates the support of
the association in its activities and is pleased to submit
this report of its work this yeat.

Respectfully submitted,

Robert W. Sacoff

Chair, Section of Intellectual Property Law
August 2004
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A number of interesting items
have come up with respect to I*P
Group (International Intellectual
Property Group), which are of inter-
est to the entire membership.

PCT Reform Update

Over the last few years, PCT
reform has made great strides in
streamlining and improving the PCT
system. Initially this initiative was driven by workloads
within patent offices, especially the PCT workload within
the European Patent Office. However, thereafter, with
user involvement much of the direction of the Reform was
addressed to making the PCT system more user-friendly
and cost-effective.

The initial change, which benefited both patent offices
and users, was to extend the time of Chapter I to thirty
months to eliminate the patent office backlogs when the
only purpose of entering Chapter Il was for delay.
Thereafter, the new EISPE System merged search and
examination so the written opinion was provided along
with the search report in Chapter L.

Numerous other changes have been implemented includ-
ing the elimination of the designation system, reductions in
signature requirements, and other formality improvements.

The change in the PCT articles permitting Chapter I to
extend to thirty months required a treaty modification; all
other changes have been limited to rule changes in order
to permit faster implementation of these reforms.

At the beginning of the reform process there was great
enthusiasm for change. This enthusiasm seems to have
slowed, and combined with increased concerns on the part
of developing countries for “global patent treaties,” further
progress on reforms has been limited. Simple matters
such as finalizing language for rectification of obvious
errors, restoration of the right of priority, missing parts
requirements, and other items that should have been con-
sidered noncontroversial have been stalled with further
discussions and rewrites.

Although the EPO itself has proposed a “fast-track”
approach to expedite further PCT reform, this proposal
has not found a consensus of approval. As a result,
further progress on PCT reform may slow over the next
few meetings.

At the same time, there has been continuous conceptual
discussion of further possibilities for expanding the PCT
scope. While none of these possibilities have reached the
stage of review for approval, in concept, continued study
of these areas has been favored. Recently, the suggestion
of having multiple searches conducted simultaneously in

Samson Heffgott

Samson Helfgott is a partner with KMZ Rosenman in New York.

BY SAMSON HELFGOTT, INTERNATIONAL ACTIVITIES COORDINATOR

patent offices having specialized language competence
has found favorable backing and is being proposed for the
next meeting. The possibility of utilizing the PCT after
the international phase as a resource for centrally making
changes in bibliographic information, such as name
change, address change, etc., also has met with favorable
approval for further study.

Accordingly, it appears that further PCT reform will
proceed, albeit on a slower path, in the hope of expanding
the scope and capabilities of PCT., Ultimately, to the
extent harmonization of substantive laws is achieved in
some areas relating to search and examination, it will also
aid in improving the use of PCT and permit the results of
PCT to be used in a more cost-effective way.

Nevertheless, while improvements have taken place
and while discussions are still ongoing for further expand-
ed use of PCT, for the time being it is believed that the
great advances of the recent past may not be continued in
the immediate future.

Further concem is that other reforms to be pursued may
go beyond simple rule changes and require treaty changes;
the difficulty of which has also held back further progress.

Trilateral Activities

Over the last few years, the trilateral mectings between
the USPTO, the JPO, and the EPO have been successful
in correlating activities among these organizations, The
meetings have produced coordinated activities in comput-
erization areas, exchange of search and examination activ-
ities, reduction of flow of paperwork, and other areas. It
has also given the three offices the opportunity to
exchange views on fees, budgets, workloads, for a better
appreciation of the work of other offices.

With the slowdown in progress on harmonization talks,
the trilateral have also begun discussions of their own to
work toward harmonization.

At the November 2003 Trilateral Conference, the three
offices agreed that a discnssion of a limited list of items
relating to the grant of patents woulc. improve the prospects
for progress. This “first package” of provisions for discus-
sions at the inaugural Trilateral Working Group meeting,
included prior art, grace period, novelty, and inventive
step/nonobviousness. Discussions focused on proposals
from each office based on the current proposed SPLT Text.

Various articles and rules contained in the draft SPET
relating to these areas of the “first package” were dis-
cussed in a meeting of the Trilateral Working Group on
Patent Law Harmonization in February 2004. None of
the three patent offices could commit to a particular
position since none was previously agreed upon
within their respective governments. The discussions
reached a consensus that they could take back to their
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constituencies, rather than an actual agreement that
could be put into place.

Progress was made in a number of areas where it
appeared general consensus was possible. For example, in
connection with the definitions of prior art, form of avail-
ability and date of availability general agreement seemed
possible. Agreement also seemed possible in connection
with other items, such as how to deal with erroneously
published applications, what constitutes applications for
prior art, and whether to include third-party rights.
Likewise, agreement appears possible on a definition of
novelty and a definition of what is an item of prior art.

In other areas, there was at least an appreciation of
issues that must be addressed by each of the three
offices, and an indication of what might or might not be
areas of compromise.

One of the major areas of concern that appears to be
critical for many aspects of compromise relates to the
treatment of secret prior art. While each of the offices
currently has different understandings of and applica-
tions of such secret prior art, all of the offices felt that it
would be worthwhile to explore a compromise position
of utilizing such prior art on the basis of “enlarged nov-
elty.” First, it is necessary to come up with an adequate
definition of “enlarged novelty.” For example, the EPO
alleges that their current approach is not “strictly photo-
graphic novelty” but that they already include subject
matter inherent to the disclosure of the prior application.
The JPO currently considers as “novelty” variations and
equivalents of subject matter disclosed, as long as the
variation or equivalents have the same contribution with
the subject matter of the prior application. Of course,
the USPTO cites such prior application for both novelty
and nonobvicusness purposes.

It appears that to the extent a workable compromise
can be reached on what is “enlarged novelty,” this might
be acceptable and not only will address the prior
art issue but will be effective for use in other areas
requiring comprormise.

Another area of concern relates to the grace period.
While general agreement that such grace period would
only relate to disclosures made by or on behalf of the
inventor, the extent of time for such grace period,
whether twelve months or six months, was still an issue,
Also, still open is the issue of the use of declarations at
the time of filing.

In February, the trilateral agreed to suggest the reduced
package to WIPO for the next meeting of the SCP,
However, with the failure of the SCP to address the
reduced package, the Trilateral met again at the end of
May 2004 to reevaluate the situation relating to harmo-
nization considering the current stall in discussions at
WIPQ. It was also agreed that there would be a meeting
of the Trilateral Working Group on harmonization before
the next PCT General Assembly in order to come up with
a proposal for the General Assembly relating to harmo-
nization. To the extent that the General Assembly would

be favorably inclined toward such proposal the Trilateral
felt that they could again proceed with WIPO discussions.

World’s Three Major Intellectual Property Offices
Streamline Trademark Registration Process

The Department of Commerce’s United States Patent and
Trademark Office (USPTQ), the European Office for the
Harmonization in the Internal Market (OHIM), and the
Japan Patent Office (JPO) recently reached agreement on a
list of identifications and classifications for goods and sex-
vices that will be accepted in trademark applications filed in
the three offices. Having a consistent list for all three offices
will make trademark registration easier and faster in the
United States, Europe, and Japan, Representatives from the
USPTO, OHIM and JPO, koown as the Trademark
Trilateral Partnership group, have been working for more
than two years on this project.

Trademark examination will be faster for filers who
use designations from the list to describe and classify
their goods or services because examiners in each of the
three offices will know immediately that the identification
of the goods or services comes from the approved list.
The initial list includes more than seven thousand entries,
and thousands more will be added as new designations of
goods and services are agreed to by the offices.

South Africa Proposes Patent Amendment Bill to
Address Genetic Resources and Traditional Knowledge

The proposed amendment hill seeks to introduce into
the South African Patents Act provisions to compel appli-
cants for patents in those cases where an invention entails
the use of genetic or biological resources, or where an
invention is based on indigenous or traditional knowledge,
to disclose this fact in the patent application. It also seeks
to compel applicants for patents in those cases where a
patent aims to protect an element of indigenous or tradi-
tional knowledge or of “heritage,” to obtain the prior and
informed consent of the owners of the traditional knowl-
edge. Furthermore, it provides for sanctions in cases of
noncompliance with these provisions,

In the explanatory memorandum published with the
bill, the problem being addressed by the bill is that genet-
ic and biological resources are being patented without the
knowledge or consent of the states to which these
resources belong, and without the knowledge or consent
of the indigenous peoples from whom the knowledge was
derived and who, through their knowledge, have made a
contribution to the invention.

The proposed bill has been published for public
comment.

Ten Countries Join the European Union

As of May 1, 2004, ten countries, including much of
Central and Eastern Europe, have joined the European
Union. These are Cyprus, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Malta, Poland, Slovenia,
and Slovakia.
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Recent Developments in

Intellectual Property Law

BY JOHN C. GATZ, REPORTER

Claim Construction

SuperGuide Corp. v. DirecTV
Enterprises, Inc., 69 U.S.P.Q.2d
1865 (Fed. Cir. 2004). The district
court held that “regularly received
television signal” refers to the for-
mat of television signals that were
regularly received by televisions as of 1985, and that
because no televisions existed as of that date that could
receive digital signals, the term as understood by one of
skill in the art necessarily excludes digital technology.
The Federal Circuit, however, performed a closer analy-
sis of the intrinsic record and found that the claim lan-
guage does not limit the disputed phrases to any type of
technology or specify a particular type of signal format,
such as analog or digital. The “regularly received televi-
sion signal” received by the mixer is referred fo in the
specification as “video data.” “Regularly received televi-
sion signal” therefore refers not to signals directly
received by the RF section and sent directly to the televi-
sion, but rather to the video data received by the mixer.
It appears indisputable that it was known to those skilled
in the art during the pendency of the patent application
that video data could be communicated in either analog
or digital format. Moreover, the specification of the
patent reveals that the applicants were aware of the exis-
tence of analog and digital signals. For example, the
specification describes examples of transmitting digital
signals, such as those conveyed to a microprocessor and
from digital sound files. Had the applicants intended to
limit the disputed claim terms to “analog” technology,
they could have easily done so by explicitly modifying
the disputed claim language with the term “analog.”” The
Federal Circuit found nothing in the patent that pre-
cludes the mixer of the claimed invention from receiving
video data in digital format. The Federal Circuit found
no reason to limit the scope of the claimed invention to
analog technology when “regularly received television
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signals” (i.e., video data) is broad enough to encompass
both formats and those of skill in the art knew both for-
mats could be used for video.

Liguid Dynamics Corp. v. Yaugharn Co., 69 US.PQ.2d
1595 (Fed. Cir. 2004). Because the district court incorrectly
construed a claim term, the Federal Circuit vacated and
remanded the district court’s granting of summary judgment
of non-infringement. The district court construed the term
“substantial helical flow” to require a perfect helical flow.
The Federal Circuit disagreed. The term “substantial” is a
modifier that implies “approximate” rather than perfect.
This is supported by the plain language of the disputed
claim. The plain language does not require perfectly helical
flow nor a flow that returns to the center after one rotation.
This claim language is not contradicted by anything in the
written description, the figures, or the prosecution history.
The district court erred in relying on the written description
and some of the figures, which showed a perfectly helical
flow. The district court failed to differentiate between “heli-
cal” and “substantially helical.” Because the claim uses the
language “‘substantially helical,” it covers all flow patterns
that are generally spiral and that fill much of the tank’s vol-
ume. While the Federal Circuit found that the patentees
submitted evidence that might convince a reasonable jury
that the alleged infringer’s systerns generate flows that are
generally helical, the prosecution history indicates that the
patentees may have surrendered rights to any flows that are
not “substantially helical” Thus, to prove infringement, the
patentees will have to overcome the presumption that any
flow other than a substantially helical one infringes under
the doctrine of equivalents.

Liebel-Flarsheim Co. v. Medrad, Inc., 69 U.S.P.Q.2d
1801 (Fed. Cir. 2004). The Federal Circuit reversed and
remanded the district court’s summary judgment of nonin-
fringement of four patents. Regarding the first two patents,
the Federal Circuit reversed based on the district court’s
claim construction as requiring a pressure jacket. The
plain language of the claims does not state that the opening
must be formed in 2 pressure jacket. The district court
found the claim langnage ambiguous and, thus, turned to
the embodiments described in the specification. The
Federal Circuit disagreed, finding that the term “opening”
was not ambiguous, and looked instead to the common
usage of the term “opening.” Furthermore, the Federal
Circuit rejected the argument that merely because all of the
embodiments described in the specification required a
pressure jacket that the claims were limited to including a
pressure jacket. There is nothing in the specification that
contains a clear disavowal of embodiments lacking a pres-
sure jacket. The prosecution history also supports such a
broad reading of the claims. During the prosecution, the
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applicants replaced claims that included references to a
pressure jacket with claims that did not include such a lim-
itation. Also, both patents contained claims that expressly
added the limitation of a pressure jacket.

The Federal Circuit also addressed the district court’s
interpretation of the term “physical indicia related to” a
physical property of the syringe. The district court found
that the phrase “related to” as requiring the physical indicia
to be the actual syringe properties that can be directly used
computing the various syringe properties without reference
to some other source of information. The Federal Circuit
reversed, stating that both the plain language of the claims
and the prosecution history do not suppott such a reading,
There did not need to be a direct relationship between the
physical indicia and the syringe properties.

Chef America, Inc. v. Lamb-Weston, Inc., 69
U.5.,P.Q.2d 1857 (Fed. Cir. 2004). The sole issue in the
appeal was whether a claim term requires dough to be
heated to a certain temperature or whether the claim only
specifies the temperature at which the dough is to be
heated. The Federal Circuit held that it is the former.
The plain langnage of the claim requires that the dough
is heated to the specified temperature. Nothing suggests
that what is to be heated is the air inside the oven and
not the dough itself. The Federal Circuit found that the
claim required this construction even though it produced
a non-sensical result (that the dough would be burnt). If
claims are susceptible to only one reasonable interpreta-
tion, even if it 1s nonsensical, the claim must be con-
strued as written. There is nothing in the claims, specifi-
cation or prosecution history to refute this construction.
Also, there was no attempt by the patentee to argue that
the claim was drafted incorrectly or was a draftsman’s
mistake. Thus, the claim requires that the dough is to be
heated to a specific temperature.

Claim Construction/Laches and Estoppel

International Rectifier Corp. v. IXYS Corp., 70
U.S.P.Q.2d 1209 (Fed. Cir, 2004), There were a number
of disputed claim terms between the patentee
International Rectifier Corp. (IR) and IXYS Corp.
(IXYS). The first term in dispute was “polygonal,”
which the district court construed to require that the
shape of the region “be generally but not perfecily
polygonal.” The district court also noted that “[tThe
‘corners’ of the polygonal regions may take the form of
spherical junctions (i.e., round) after processing, and are
not necessarily formed by straight lines intersecting at a
point to form a well defined angle.” Both IR and IXYS
agree that the ordinary and customary meaning of the
term “polygon” is “a closed plane figure bounded by
straight lines.” The parties, however, dispute the district
court’s relaxation of requiring straight lines and well-
defined angles. The patent specification is consistent
with the ordinary dictionary definition of the word
“polygon.” IR did not point to a disavowal or disclaimer
of this scope and did not contend that the patentee acted
as his own lexicographer. Mozteover, neither party
argued that anything in the prosecution history affects
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the disputed claim term scope. IR argued that those of
ordinary skill in the art and informed by the patent speci-
fication would understand “polygonal” to encompass
shapes with curved corners. While IR is correct that the
meaning of claim terms must be considered from the
perspective of one of ordinary skill in the art, that does
not mean that the inventor’s choice of words may be
ignored. The district court was not free to attribute a
new meaning to the term “polygonal” or to excuse the
patentee from the consequences of its own word choice.

The Federal Circuit also reversed the district court’s
consiruction of the term “annular.” Because factual
issues exist as to whether IXYS’s devices include the
“polygonal” and “annular” limitations of the claims, as
properly construed, the Federal Circuit vacated in part
the district court’s grant of partial summary judgment in
favor of IR that IXYS’s devices infringe claims.

The last disputed term was “adjoining.” The defini-
tion of the term “adjoining” is “touching or bounding at
some point or on some line: near in space.” Because
there was no express disavowal or limit on the scope of
the claim term, the Federal Circuit gave the term
“adjoining” its ordinary and customary meaning. Since
IXYS devices include a buffer layer, the Federal Circuit
stated that no reasonable jury could conclude that the
IXYS products infringe some of the claims because they
are not adjoining. Therefore, the Federal Circuit
reversed the district court’s summary judgment order in
tfavor of IR on selected claims, and remanded with
instructions to enter a judgment of non-infringement of
these claims in favor of IXYS.

The district court granted summary judgment in IR’s
favor on the laches and estoppel defenses based on
IXYS’s assertion of the attorney-client privilege to with-
hold facts considered by the district court to be material
to the analysis of these claims, IXYS claimed that this
was in error because it did not rely on these facts to sup-
port its equitable defenses. IXYS poinied to a number of
allegedly undisputed facts that it contended supports the
claims of laches and estoppel. The Federal Circuit
agreed with IXYS that it was entitled to present its
claims of laches and estoppel based on the non-privilege
evidence, and the Federal Circuit therefore vacated the
district court’s grant of summary judgment in IR’s favor
on these defenses and remanded for further proceedings
consistent therewith.

Claim Construction/Prosecution History Estoppel

Microsoft Corp. v. Multi-Tech Systems, Inc., 69
U.S.P.Q.2d 1815 (Fed. Cir. 2004). The Federal Circuit
addressed the issue of whether certain claim Mmitations
were restricted to communications over a telephone line
or whether they may encompass communications over a
packet-switched network. The Federal Circuit held that
the claims were so restricted. Turning first to the plain
language of the claims, only one claim explicitly
requires using a telephone line, As the claims must be
interpreted in light of the specification, the specification
repeatedly describes the systems as communicating
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directly over a telephone line. First, the “Summary of
the Invention” section describes the overall inventions, and
is not limited to describing a preferred embodiment. This
narrow reading of the claims is also supported by the pros-
ecution history. The Federal Circuit held that a statement
made during the prosecution history of one patent was rel-
evant to the understanding of the scope in a second patent
stemming from the same parent. This is true even though
the statement was made after one of the other patents in the
case had issued. The Federal Circuit found that any state-
ment of the patentee in the prosecution of a related applica-
tion is relevant to claim construction.

The Federal Circuit then turned to other claim terms,
revising the district court’s construction of three of them.
Because the plaintiff had stipulated noninfringement if
the construction of the first term was affirmed, the final
judgments of the district court were affirmed.

Claim Construction/Willful Infringement

Golight, Inc. v. Wal-Mart Stores, Inc., 69 US.P.Q.2d
1481 (Fed. Cir. 2004).The patent is directed to a wireless,
remote-controlled, portable search light. The construction
of the phrase “horizontal drive means for rotating said
lamp unit in a horizontal direction” in the patent was in
dispute. The issue was whether this phrase implicitly
requires the searchlight to be able to rotate through 360
degrees. The other independent claims in the patent
explicitly recited that the rotation of the lamp unit can be
in a horizontal direction through at least 360 degrees.

Wal-Mart Stores, Inc. (Wal-Mart), the accused
infringer, acknowledged that such a limitation does not
expressly appear in the claim, but nevertheless contend-
ed that the claim scope cannot exceed what is supported
by the patent specification. Specifically, Wal-Mart
argued that the patentees only described a searchlight
capable of rotation through 360 degrees and, thus, the
claims must be limited to the same. The Federal Circuit
saw no clear definition or disavowal of claim scope in
the patent specification that would limit the claim to hor-
izontal rotation through 360 degrees. Patentees are not
required to include within each of their claims all of
these advantages or features described as significant or
important in the patent specification. Thus, the Federal
Circuit was unpersuaded by Wal-Mart’s contention that
the patent specification must import the requirement of
rotation through 360 degrees into the claim.

In arguing against willful infringement, Wal-Mart
stated that it presented undisputed evidence that no one
at Wal-Mart had knowledge of the patent until this law-
suit. The Federal Circuit stated that there was no admis-
sible evidence that Wal-Mart took appropriate action
after receiving a cease-and-desist letter to establish a rea-
sonable belief that it was not infringing the patent.
While Wal-Mart argued that it obtained a letter from the
manufacturer assuring that its products did not infringe,
this letter was not admitted into evidence at trial and was
rejected by the district court as “crudely drafted” and
“cursory.”” There was evidence that Wal-Mart continued
to sell off its remaining inventory even after it had
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learned of its possible infringement. Based on this evi-
dence, the district court’s finding of willful infringement
was not clearly erroneous. The Federal Circuit affirmed
the district court’s rulings that Wal-Mart has willfully
infringed the claim, and that Golight Inc. was entitled to
its attorney fees.

Claim Indefiniteness/Claim Construction

Bancorp Services, LL.C. v. Hartford Life Ins. Co.. 359
F.3d 1367 (Ped. Cir. 2004). The patent at issue provides a
system for administering variable life insurance policies,
including those containing stable value-protected invest-
ments, by “tracking the book value and market value of
the policies and calculating the credits representing the
amount the stable value protected writer must guarantes
and pay should the policy be paid out prematurely.”

The district court held alt of the independent claims
of the patent invalid for indefiniteness because each of
those claims used the term “surrender value protected
investment credits,” which the court held was “fatally
indefinite.” The court found the term to be so unclear as
to render the patent claims invalid because the term “sur-
render value protected investment credits” was not
defined in the patent, or made clear by either the patent
or the extrinsic evidence.

The Federal Circuit previously held that a claim is not
indefinite merely because it “poses a difficult issue of
claim construction” and should only be found invalid for
indefiniteness if it is “insolubly ambiguous.” As patents
enjoy a statutory presumption of validity under 35 U.S.C.
§ 282, the Federal Circuit restricts findings of indefinite-
ness only to those cases where “reasonable efforts at claim
construction prove futile” Whenever the question of
indefiniteness in a litigation setting is a close call, the
decision should be made in favor of the patentee.

The Federal Circuit agreed with Bancorp Services,
LLC (Bancorp) that the meaning of the term “surrender
value protected investment credits” was reasonably dis-
cernible and that the asserted patent claims were there-
fore not invalid for indefiniteness. Although the entire
term at issue was not defined in the patent, and Bancorp
did not enter into evidence any industry publication that
defined the term, the individual components were found
to have well-recognized meanings, and the reader could
infer the meaning of the terms: “surrender value,” “‘pro-
tected investment,” and “credit.” Thus, the Federal
Circuit concluded the term “surrender value protected
investment credits” was reasonably definite.

Damages/Patent Misuse

Monsanto Co. v. McFarling, 70 U.5.P.Q.2d 1481
(Fed. Cir. 2004). Monsanto Co. (Monsanto) manufac-
tures ROUNDUP herbicide. Homan McFarling
(McFarling) operates a farm in Mississippi. McFarling
executed a Technology Agreement with Monsanto on
buying ROUNDUP READY soybean seed in 1998.
McFarling saved bushels of seed from his 1998 crop and
replanted them in 1999. He also saved soybeans from
the 1999 crop and replanted them in 2000, Monsanto




moved for summary judgment on the infringement claim
under the ‘603 patent, the breach of the Technology
Agreement claim, and all of McFarling’s affirmative
defenses. The Federal Circuit affirmed the breach-of-
contract claim on liability only.

MocFarling argued that Monsanto committed patent
misuse because Monsanto has impermissibly tied an
unpatented product to a patented product. In evaluating
a patent-misuse defense, the key inquiry is whether, by
imposing conditions that derive their force from the
patent, the patentee has impermissibly broadened the
patent scope with anticompetitive effect. McFarling
effectively argued in different words that he should be
granted a compulsory license to use the patent rights in
conjunction with the second-generation ROUNDUP
READY soybeans in his possession afier harvest. The
Federal Circuit declined to hold that Monsanto’s right to
exclude from the patented invention by itself is a tying
arrangement that exceeds the patent scope. Because the
‘435 patent would read on ail generations of soybeans
produced, the Federal Circuit held that the restrictions in
the Technology Agreement prohibiting the replanting of
the second generation of ROUNDUP READY soybeans
do not extent Monsanto’s rights.

The Federal Circuit agreed with McFarling that the
liguidated damages clause in the Technology Agreement
is invalid and unenforceable under Missouri law as it
applies to McFarling’s breach of replanting of saved
seed. Missouri law distinguishes between liquidated
damages clauses, which are valid and enforceable, and
penalty clauses, which are neither. For a damage clause
to be valid as fixing liquidated damages: (1) the amount
fixed as damages must be a reasonable forecast for the
harm caused by the breach; and (2) the harm must be of
a kind difficuit to accurately estimate. The Federal
Circuit concluded that the multiplier in the Technology
Agreement is not valid because at the time of contract-
ing, it was not a reasonable estimate of the harm that
Monsanto would likely suffer. The multiplier in the
Technology Agreement also violated the anti-one-size
rule because it specifies the same measure of damages in
the event of breach of several different restrictive provi-
sions of the contract that lead to different types of dam-
age. The Federal Courl vacated the damages award and
remanded for determination of actual damages.

Declaratory Judgment Jurisdiction

Sierra Applied Sciences, Inc. v. Advanced Energy
Indus., Inc., 70 U.S.P.Q.2d 1577 (Fed. Cir. 2004). The
question was whether the facts alleged, under all the cir-
cumstances, show that there is a substantial controversy
between parties having adverse legal interests of sufficient
immediacy and reality to warrant the issuance of a
declaratory judgment. For a declaratory judgment, there
must be both (1} an explicit threat or other action by the
patentee, which creates a reasonable apprehension on the
part of the declaratory plaintiff that it will face an
infringement suit, and (2) present activity that could con-
stitute infringement or concrete steps taken with the intent

to conduct such activity. As a threshold matter, in analyz-
ing whether a case or controversy exists, Sierra Applied
Sciences, Inc. (Sierra) argued that the Federal Circuit
should treat Sierra’s various power supplies as unitary
technology. The district court separately considered its
jurisdiction over the various power supplies, but did not
consider its jurisdiction over the Coleman and Billings
devices. The Federal Circuit believed that the record
demonstrated that Sierra has developed three distinct,
technologically different power supplies—the 2kW power
supply, the Coleman 150kW power supply, and the
Billings 150kW power supply—-and that jurisdiction must
be separately constdered as to each. With respect to the
Billings 150kW power supply, Sierra needed to show both
immediacy and reality, but it failed to show either. As for
immediacy, the record contained no evidence that the
Billings 150kW power supply was built and operational
until about one year after the complaint was filed.

Doctrine of Claim Differentiation

NOMOS Corp. v. BrainLAB USA, Inc., 69 U.S.P.Q.2d
1833 (Fed. Cir. 2004).. The Federal Circuit decided
whether the structure of a means-plus-function limitation
required a fixation device. The Federal Circuit affirmed
the district court’s decision that it did. The specification
describes an ultrasound probe that includes a fixation
device that secures the probe to the table, The specifica-
tion consistently states that the probe is to be disposed
on or secured to the treatment table. Although a depen-
dent claim included a limitation adding the fixation
device. the Federal Circuit found the patentee’s argu-
ment of claim differentiation unavailing. First, the
Federal Circnit stated that this is a guide, not a rigid rule.
Second, the Federal Circuit stated that when the claim
will only bear one interpretation, claim differentiation
does not override this interpretation. Due to this con-
struction, the Federal Circuit upheld the district court’s
finding of noninfringement, stating that the accused
device is not the same nor an equivalent of the corre-
sponding structure of this limitation,

Doctrine of Equivalents

Gaus v. Conair Corp., 70 U.S.P.Q.2d 1380 (Fed. Cir.
2004). In the specification of the patent, Dr. Gaus criti-
cized prior art in which the protective device relied on
the fluid coming in contact with the voltage-carrying
portions of the system and indicated that his invention
avoids the resulting problem, an electric shock to the
user. Likewise, Dr. Gaus described his invention as
requiring the protective circuitry to function regardless
of the operating state of the apparatus, something that
the prior art device cannot do. Dr. Gaus thus made it
clear that it is essential to his invention that the pair of
probe networks be separate from the voltage-carrying
components of the appliance. Having disavowed cover-
age of devices in which the two components are not sepa-
rate and in which the protective cut-off mechanism is not
triggered until the water reaches the electrical operating
system, the patentee canmot reclaim that swrendered claim
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coverage by invoking the doctrine of equivalents,
Accordingly, the district court should have granted
Conair Corporation’s motion for judgment of nonin-
fringement as a matter of law.

Double Patenting

Bristol-Myers Squibb Co. v. Pharmachemie B. V., 7()
U.5.P.Q.2d 1097 (Fed. Cir. 2004). The Federal Circuit
reviewed the issue of whether the district court correctly
concluded, as a matter of law, that the 1973 restriction
requirement was applicable to the 1977 application and
therefore resulted in the 1978 divisional application. The
district court held that it was and that the patent therefore
cannot be applied as a reference against the ‘927 patent for
double-patenting purposes. Pharmachemie, B.V., however,
argued that the 1973 restriction requirement was not in
effect at the time of the filing of one of the divisional appli-
cations that matured into the ‘927 patent, and that the ‘927
patent therefore was not filed as a result of that restriction
requirement. The Federal Circuit found that the continua-
tion application filed in 1977 began a new proceeding in
which all of the original claims were once again presented
for examination. In 1977, when the examiner issued the
restriction requirement for that application, she did not
reinstate or even advert to the 1973 restriction requirement.
In fact, the 1977 restriction requirement was different
from, and inconsistent with, the 1973 restriction require-
ment. The record thus did not support the inference that
any of the various restriction requirements automatically
carried forward, in part or in whole, from one application
to the next. For that reason, the Federal Circuit did not
sustain the district court’s summary judgment order, which
was based on the cowrt’s conclusion that the 1973 restric-
tion requirement continued in effect in the continuation
application that was filed in 1977.

Enablement/Written Description

Chiron Corp. v. Genentech, Inc., 70 U.S.P.Q.2d 1321
{Fed. Cir. 2004). The applications in this case satisfy the
enablement requirement only if one skilled in the art,
after reading their disclosures, could practice the inven-
tion claimed in the ‘561 patent without undue experi-
mentation. Moreover, the prior application must enable
one of ordinary skill in the art to practice the full scope
of the claimed invention. Whether the earlier applica-
tions enable the claims of the ‘561 patent is determined
as of the filing date of each application. A patent cannot
enable technology that arises after the date of applica-
tion. The law does not expect an applicant to disclose
knowledge invented or developed after the filing date. In
sum, the district court erred to the extent that it atiempt-
ed to create an obligation for Chiron scientists to enable
nonexistent technology in the 1984 filing. In the context
of the 1984 application, the district court and the Federal
Circuit need not rely on enablement to support the jury’s
verdict. The jury may have found that the 1984 applica-
tion does not provide any support for the new matter,
chimeric antibodies, claimed in the 561 patent.
Because chimeric antibody technology did not even exist

at the time of the 1984 filing, the record conclusively
supports that the Chiron scientists did not possess and
disclose this technology in the 1984 filing. Thus, the
‘561 patent cannot claim priority based on the 1984
application because it fails to comply with the written
description requirement,

Findings of Fact

Golden Blount, Inc. v. Robert H. Peterson, 70
US.PQ.2d 1624 (Fed. Cir. 2004). In the district court’s
Findings of Fact and Conclusions of Law, its entire
infringement analysis for literal infringement, contributo-
ry infringement, induced infringement and infringement
under the doctrine of equivalents is presented in six short
and conclusory paragraphs, For example, with respect to
literal infringement, the only discussion in the entire dis-
trict court opinion is as follows: “Applying the claim con-
struction referred to in the Conclusions of Law, this Court
finds there is [literal infringement of the asserted
claims].” There is nothing to explain how the limitations
of the claims as construed compare to the allegedly
infringing device. In the absence of any findings, the
Federal Circuit cannot determine whether the district
court had any evidence to support its conclusions, nor is
the Federal Circuit able to determine whether the district
court applied appropriate legal standards, After a bench
trial, a district court must put forth the findings of fact
relied on to justify its actions. While Rule 52(a) does not
require elaborate, detailed findings on every factual issue
raised, the district court opinion must include as many of
the subsidiary facts necessary to disclose the steps by
which the district court determined factual issues and
reached its ultimate conclusions. The Federal Circuit
thus concluded that the district court’s judgment as to lit-
eral infringement, contributory infringement, induced
infringement, and infringement under the doctrine of
equivalents is insufficient under Rule 52(a). The Federat
Circuit vacated those portions of the district court’s opin-
ion and remanded those issues to the district court for
specific factual findings. Furthermore, because the
Federal Circuit vacated the district court’s judgment with
respect to all aspects of infringement, the Federal Circuit
also vacated and remanded the district court’s judgment
with respect to willfulness, the exceptional nature of the
case, and damages.

Infringement

International Rectifier Corp. v. Samsung Elec. Co., 70
U.S.P.Q.2d 1124 (Fed. Cir. 2004). Tracking the language
of 35 U.S.C. § 271(a), the permanent injunction at issue
prohibited Samsung Electronics Co. (Samsung) from
making, using, offering for sale or selling in or import-
ing into the United States the components devices or
products infringing any claim of the patent. Based on
both the language of the permanent injunction and
Section 271(a), neither applies to conduct outside of the
United States. Samsung fabricated IXYS-designed
devices at Samsung’s foundry in South Korea. Samsung
sold these devices to an IXYS subsidiary in Germany.
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At least some of IXYS’s completed devices were sold by
IXYS to its customers in the United States. The district
court imputed IXYS’s conduct to Samsung, concluding
that there was an agreement between Samsung and IXYS
for IXYS to import the devices into the United States.
The district court concluded that Samsung cannot
accomplish indirectly through IXYS that which
Samsung is prohibited by the injunction from doing
directly. The Federal Circuit disagreed with the district
court’s conclusions. None of the cases cited by the dis-
trict court purports to extend the scope of liability under
the Patent Act beyond the territorial boundaries of the
United States. The district court’s “subversion by agree-
ment” theory is tantamount to conspiracy to infringe a
patent, a theory that has no basis in law. Even if a legal
basis were apparent, the district court’s finding of an
agreement to subvert the injunction is not supported by
any evidence, let alone the clear and convincing evidence
required in a contempt proceeding. While there is evi-
dence of a fabrication agreement between Samsung and
IXYS, that agreement pertains only to the manufacture
and delivery of IXYS-designed devices outside the
United States. Moreover, there is no evidence that
Samsung exercises any control over IXYS or participates
in any activities of IXYS following delivery. Because it
is undisputed that Samsung conducted no activity in the
United States in violation of the agreement and because
no evidence supports the district court’s finding of an
agreement to subvert the injunction, the Federal Circuit
found the district court’s determination that Samsung’s
extratertitorial activities violated the injunction to be an
abuse of discretion.

Dynacore Holdings Corp. v. U.S. Philips Corp., 70
U.5.P.Q.2d 1369 (Fed. Cir. 2004). There is nothing in the
IEEE 1394 standard implying that comphiant networks
will meet the “equal peers” limitation that is central to
every claim in the patent at issue. To the contrary, the
requirements of the IEEE 1394 standard suggest that most
if not all compliant networks will not meet the “equal
peers” limitation. Dynacore Holdings Corp. (Dynacore)
has not pointed to even a single network that both com-
plies with the IEEE 1394 standard and meets the “equal
peers” limitation, nor has Dynacore presented anything
other than speculation that such a network might actually
exist. Dynacore has raised little other than a theoretical
possibility or metaphysical doubt, which is insufficient to
create a genuine issue of material fact.

Interference

In re Sullivan, 70 U.S.P.Q.2d 1145 (Fed. Cir, 2004), In
an interference involving issues of priority and patentabili-
ty, the Board of Patent Appeals and Interferences (Board)
terminated an interference in light of a concession on pri-
ority by Sullivan. The Board recommended that the
examiner consider the pateniability issues presented in
Sullivan’s preliminary motions. Sullivan argued that the
Board’s action was “void ab initio” because the original
declaration of the interference was allegedly unlawful.
Whether or not the original interference was erroneously

declared, however, the Board subsequently redeclared the
interference, in the exercise of discretion under 35 U.S.C.
§ 135(a) and 37 C.ER. § 1.640(b)(1). The Board noted
that a claim amendment entered simultaneously with the
redeclaration of the interference may obviate Sullivan’s
135(b) motion. To establish that the Board lacked juris-
diction, Sullivan must demonstrate not that the original
declaration was improper, but rather that the redeclaration
of the interference was somehow unlawful. On the
record, the Federal Circuit did not conclude that the
Board’s actions in redeclaring the interference was arbi-
trary, capricious, an abuse of discretion, unsupported by
substantial evidence, or otherwise not in accordance with
law. Additionally, the Federal Circuit rejected Sullivan’s
argument that, because the Board had jurisdiction not only
over the issue of priority but also over the patentability
issues, the Board was required to address patentability
even after it had rendered a decision on priority.

Interference/Written Description

Noelle v. Lederman, 69 U.S.P.Q.2d 1508 (Fed. Cir.
2004). The dispute involved inteliectual property direct-
ed to a monoclonal antibody. An interference was
declared by the PTO between the issued claims of
Lederman’s patent and Noelle’s patent application.
Noelle was designated the junior party and Lederman was
designated the senior party. Claim 1 of Lederman’s patent
and Claim 52 of Noelle's application were directed to the
“human” form of the antibody. Claims 42 and 51 of
Noelle’s application were directed to the “mouse” and
“genus” forms of the antibody, respectively. The Board of
Patent Appeals and Interferences (Board) determined that
the human and genus claims in Noelle’s later application
failed to comply with the written description as of the date
Noelle filed its earlier patent application. The Board
found that the claims covering the genus and human anti-
bodies constituted new matter because they lacked ade-
quate written description in Noelle’s earlier patent appli-
cation. The Board determined that a person of ordinary
skill in the art would not have been reasonably likely to
isolate the human antibody given Noelle’s claimed inven-
tion of the mouse antibody.

Whether a specification complies with the written
description requirement of 33 U.S.C. § 112, {1, is a question
of fact. The test to determine if an application receives the
benefit of an earlier filed application is whether a person of
ordinary skill in the art would recognize that the applicant
possessed whalt is claimed in the later filed application as of
the filing date of the earlier filed application. An earlier
application that describes later-claimed genetic material only
by a statement of function or result may be insufficient to
meet the written description requirement. The Federal
Circuit has held that a description of DNA. “requires a pre-
cise definition, such as by structure, formula, chemical
name, or physical properties, not a mere wish or plan for
obtaining the claimed chemical invention.” The Federal
Circuit has also held that one may comply with the written
description requirement by depositing the biological materi-
al with a public depository.
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The Federal Circuit has held that a patentee of a
biotechnological invention cannot necessarily claim a
genus after only describing a limited number of species
because there may be unpredictability in the results
obtained from species other than those specifically enu-
merated. The Board was correct in determining that the
heman and genus claims were anticipated by the prior art
and Noelle conceded that without the earlier filing date
of his patent application, the claims were indistinguish-
able from this prior art.

To determine whether the two parties claim the same
patentable invention, the PTO has promulgated a “two-
way” test, which has been approved by the Federal
Circuit. The Board determined that one skilled in the art
lacked a reasonable expectation of success of obtaining
Lederman’s claimed “human” subject matter when pro-
vided with Noelle’s “mouse” subject matter and using
the Noelle screening techniques.

The parties agreed that one of ordinary skill in the art
would have been motivated to obtain the human antibody
if the mouse antibody were available. The parties dis-
agreed, however, as to whether the prior art would pro-
vide a reasonable likelihood of success in so doing.
Therefore, the issue before the Federal Circuit was
whether substantial evidence supports the Board’s deter-
mination that one of ordinary skill in the art would not
have had a reasonable expectation of success of isolating
the other party’s invention given the disclosures found in
the claims. The Federal Circuit concluded that there was
substantial evidence to support the Board’s decision that
found no interference-in-fact between Noelle’s claims
and Lederman’s claims. The Federal Circuit affirmed
the decision of the Board rejecting selected claims of
Noelle’s patent application, and granting Lederman’s
preliminary motion of no interference-in-fact.

Invalidity and Inherency

Tore Co. v. Deere & Co., 69 U.S.P.Q.2d 1584 (Fed.
Cir. 2004). The alleged infringers, Decre & Co. (Deere),
moved for summary judgment that a claim of the ‘168
patent was anticipated by the ‘516 patent. The district
court found that the ‘516 patent did not inherently read
on or teach the parameters necessary to perform the aera-
tion claimed in the ‘168 patent. The Federal Circuit
found several errors in the district court’s analysis.

First, the district court did not expressly construe one of
the limitations of the claim. The lack of claim construction
left the precise scope of this limitation unclear and, thus,
made it impossible to know what the invalidating reference
must disclose to invalidate the claim. Second, the district
court failed to address whether practicing the ‘516 inven-
tion necessarily featured or resulted in a limitation of the
claim. The Federal Circuit, however, found that Deere
failed to make the requisite factnal showing for inherency.

Third, the district court incorrectly held that to prove
the ‘516 patent inherently disclosed this limitation, it had
to be known by those skilled in the art. Instead, the prior
art need only necessarily perform the function, the fact
that it does so can be unknown at the time. The Federal

Circuit found that district court erred in finding that no
reasonable factfinder could invalidate the claim of the
‘168 patent based on the ‘516 patent. The Federal
Circuit vacated the holding that the 168 patent was
valid, affirmed the denial of summary judgment of inva-
lidity for anticipation and the grant of summary judg-
ment of infringement of the ‘168 patent.

Jurisdiction

Gen-Probe Inc. v. Vysis Inc., 70 U.S.P.Q.2d 1087
(Fed. Cir. 2004). The Federal Circuit vacated the district
court’s findings of noninfringment and invalidity based
on the lack of jurisdiction. In 1998, the ‘338 patent
issued to Vysis Inc. (Vysis) and shortly thereafter, a
Vysis employee orally informed an employee of Gen-
Probe Inc. (Gen-Probe) that it might be infringing the
‘338 patent. Gen-Probe then obtained a license to the
‘338 patent and began paying royalties. Gen-Probe later
filed a declaratory judgment lawsuit, alleging nonin-
fringement and invalidity. Gen-Probe, however, contin-
ved to pay the royalties due on the license. The Federal
Circuit stated that because Gen-Probe obtained a license
to the patent and continued to pay the licensing fee, Gen-
Probe could not have a reasonable apprehension of suit
when it initiated the declaratory judgment action.

The Federal Circuit distinguished this case from a
prior case, where the alleged infringer had ceased paying
royalties and had materially breached the licensing
agreement. The Federal Circuit also found that the dis-
trict court erred in relying on the actions of Vysis that
occurred before the consummation of the licensing
agreement. Although Vysis had sent letters regarding
possible infringement, upon entering into the licensing
agreement, Vysis promised not to sue. Thus, the license
insulated Gen-Probe from an infringement suit. For
these reasons, the Federal Circuit found that it lacked
jurisdiction and vacated the district court’s findings.

Jury Instructions

Sulzer Textil A.G. v. Picanol N.V., 358 E3d 1356 (Fed.
Cir. 2004).The issue considered was the nature and
extent to which district courts are required to give jury
instructions in patent cases in which claim constructions
are made prior to trial and followed by the parties during
the trial. In such cases, the Federal Circuit found that
district courts must inform jurors both of the court’s
claim construction rulings on all disputed claim terms
and of the jury’s obligation to adopt and apply these
meanings of disputed claim terms during deliberations.

The Federal Circuit distinguished its prior case of
United States Surgical Corp. v. Ethicon, Inc., 103 F3d
1554, 1568 (Fed. Cir. 1997), where the claim terms were
not disputed by the parties at any point in the proceedings
and were understood to have their plain meaning. Here,
however, the meanings of several claim terms were in dis-
pute and were only resolved by the district court’s
Markman rulings. Despite the district court not complying
with this requirement, the Federal Circuit found that the
error was not prejudicial.
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Another issue addressed in Sulzer was that the district
court misstated the patentee’s burden by stating that the
patentee must show that the accused infringer “has manu-
factured its weaving machines using a process which
includes all steps of [the claims].” This instruction was
incorrect because the patent claims are not directed to man-
ufacturing weaving machines, but to the methods of operat-
ing the same. The parties also agreed that the claims are not
directed to the process of manufacturing machines. The
Federal Circuit stated, however, that “it is not enough to
merely show that a jury instruction is erroneous, it must
also be shown that the erroneous jury instruction was preju-
dicial. After reviewing the trial proceedings in their entire-
ty, the Federal Circuit concluded that the reference in the
jury instructions to the manufacture of the machines was an
error that was apparent and not prejudicial,

Jury Instructions/Claim Construction

Noriar Corp. v. Stryker Corp., 363 F3d 1321 (Fed. Cir.
2004). The patent at issue is directed to repairing bones or
teeth with certain rapidly setting calcium phosphate compo-
sitions. The patentee moved for a new trial on the issue of
obviousness, contending that its case was prejudiced
because the jury was allowed to hear evidence of its admit-
ted misstatements to the examiner concerning the teachings
of another prior art reference. Norian Corp. attempied to
use the summary judgment granted by the district court
before trial, which held that inequitable conduct had not
been established, The admitted misstatement was made by
the patentee’s counsel who admitted at trial that he had dis-
covered, in preparing for trial, that during prosecution relat-
ing to the other reference he had made “a factual misstate-
ment as to its teaching”

In addition to the jury hearing this admission, the dis-
irict court instructed the jury that the “presumption of
validity varied with the jury’s view of whether the exam-
iner believed the applicant’s misstatements or otherwise
did not ‘properly focus on the prior art.”” The Federal
Circuit found this instruction was not proper. However,
at trial, the patentee did not object to this instruction and
the lack of an objection weighed into the Federal
Circuit’s decision on prejudice. The Federal Circuit stat-
ed that in the absence of objection to the jury instruction,
and in view of the patent prosecution, the error was not
deemed to be prejudicial or the trial unfair.

The jury also found that the claims were invalid based
on anticipation by an abstract from an TADR technical
conference. Both parties agreed that the invention was
described in the abstract, but there was a dispute to
whether the abstract was prior art. The district court
granted the patentee’s motion for judgment as a matter of
law, on the ground that there was not clear and convine-
ing evidence that the abstract was actually available at the
IADR technical conference. In reaching its conclusion,
the district court cited the evidence that (1) Dr. Chow, a
co-author of the abstract who testified that he had attend-
ed the JADR meeting and had taken along a copy of the
abstract to be given to a meeting organizer, could not
recall whether he attended the presentation and could not

SUMMER 2004 W

recall whether copies of the abstract were actually avail-
able to hand out; and (2) Dr. Tagaki, another co-author
who testified that he had attended the presentation, was
not questioned about the availability of the abstract. The
Federal Circuit noted that although there was testimony
that it was the general practice at IADR meetings for pre-
senters to hand out abstracts to interested attendees, the
lack of substantial evidence of actual availability of the
abstract supported the district court’s conclusion.

The district court also granted a motion for summary
judgment of noninfringement, holding that the kit con-
tained a spatula, and the patentee’s claims did not recite
a spatula, and the claims could not be infringed as a mat-
ter of law because the claims used the language “consist-
ing of.” The Federal Circuit disagreed because the
claims recite chemicals that have no interaction with the
spatula and, thus, the spatula is irrelevant to the inven-
tion. Thus, the Federal Circuit reversed the summary
judgment of noninfringement.

Means-Plus-Function

Summit Tech., Inc. v. Nidek Co., Ltd., 363 F3d 1219
(Fed. Cir. 2004). The jury found willful infringement,
that the patent was valid, and awarded the patent owner
damages. The district court overtumed the jury’s verdict
finding because there was no substantial evidence to sup-
port the jury’s verdict of infringement.

The parties disputed whether substantial evidence sup-
ports the jury’s finding that Nidek Co, (Nidek) infringed
the “beam dimension control means” limitation of the
patent. The Federal Circuit found that based upon evi-
dence presented at trial the pulses delivered to the surface
do not have substantially the same energy per unit area as
required by this limitation, but instead have a Gaussian-
shaped energy density distribution. The Federal Circuit
also found that the patentee could not prove infringement
of the term “means for focusing” and, thus, failed to pro-
vide evidence to support the jury’s verdict.

Obviousness

Ruiz v. A.B. Chance Co., 68 U.S.P.Q.2d 1686 (Fed. Cir.
2004). A.B. Chance Co. argued that the district court
clearly erred in utilizing hindsight to find that a person of
skill in the art would have been motivated to combine the
prior art teachings. While the Federal Circuit warns
against employing hindsight, its counsel is just a warning,
That warning does not provide a rule of law that an
express, written motivation to combine must appear in
prior art references before a finding of obviousness.
Stated differently, the Federal Circuit has consistently stat-
ed that a court or examiner may find a motivation to com-
bine prior art references in the nature of the problem to be
solved. This form of motivation to combine evidence is
particularly relevant with simpler mechanical technolo-
gies. In this case, the record shows that the district court
did not use hindsight in its obviousness analysis, but prop-
erly found a motivation to combine because the two refer-
ences address precisely the same problem of underpinning
existing structural formations.
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Patent Term

Pfizer, Inc. v. Dr. Reddy’s Lab., Ltd., 359 F.3d 1361
(Fed. Cir. 2004). The patentee obtained federal registra-
tion of an anti-hypertensive, anti-ischemic drug product
whose active ingredient is amiodipine, as the besylate
salt. In obtaining the registration, Pfizer, Inc. (Pfizer)
submitted clinical data obtained using both amlodipine
besylate and amlodipine maleate. The besylate salt was
selected by Pfizer for ease of tableting. The seventeen-
year term of the patent ended on February 25, 2003, but
was extended to Fuly 31, 2006 as authorized by the
Hatch-Waxman Act.

In December 2001, the defendant filed a new drug
application proposing to market amlodipine as the
maleate salt based on the data provided to the U.S. Food
& Drug Administration (FDA). Dr. Reddy acknowl-
edged that amlodipine maleate is covered by the claims
of the patent, but argued that the term extension applies
only to the besylate salt becanse that is the registered
product. The Federal Circuit, in reversing the district
court, found that the terms of the Hatch-Waxman Act
extend the patent term for the registered uses of the drug
product, including the salt esters.

The Arnold Partnersiip v. Jon Dudas, 362 F.3d 1338
(Fed. Cir. 2004). The patent recites compositions com-
prising hydrocodone and ibuprofen, as well as methods
of treating pain with those compositions. Because the
two components of the drug had only been available sep-
arately, the FDA required a New Drug Application
(NDA) before clearing Vicoprofen for the market. The
patent is due to expire in 2004 and Arnold filed an appli-
cation with the PTO for patent-term restoration under 35
U.S.C. § 156 to compensate for the regulatory-review
period. The PTO denied the application solely because
Vicoprofen did not comply with the “first commercial
marketing” requirement of Section 156(a)(5)(A). The
PTO found the patent was ineligible for patent-term
extension because both hydrocodone and ibuprofen had
been marketed previously either alone or in combination
with other active ingredients. The district court affirmed
the PTO’s denial of an extension.

If both active ingredients have been previously mar-
keted in any combination, the new drug containing these
ingredients cannot come under the extension provisions
of 35 U.S.C. § 156. Based on this reasoning, the Federal
Circnit affirmed the decision of the district court. “Even
though a drug may contain two or more active ingredi-
ents in combination with each other, for the purpose of
patent extension that drug is defined through reference to
only one of those active ingredients; the other active
ingredient or ingredients are merely ‘in combination’
with this first active ingredient.”

Preemption/Claim Construction

Globerrotter Software Inc. v. Elan Computer Group
Inc., 70 U.S.P.Q.2d 1161 (Fed. Cir. 2004). Globetrotter
Software Inc. (Globetrotter), the patentee, was accused
of patent misuse. Ken Greer {Greer), the chief executive
officer of Elan Computer Group Inc. (Elan} at the time,

alleged that Rainbow Technologies, Inc. (Rainbow) was
negotiating to purchase all of the outstanding shares of
Elan not already owned by Rainbow. At the time,
Rainbow also distributed Elan’s allegedly infringing
software. While these negotiations were pending,
Globetrotter sent an e-mail and two letters to Rainbow
alleging infringement of its patents.

The first issue was whether the district court properly
granted summary judgment on Greer’s state law claims
for tortious interference with prospective economic
advantage and unfair competition. Greer asserted state
law claims of tortious interference with prospective eco-
nomic advantage and unfair competition, based on the
allegations of patent infringement in Globetrotter’s e-
mail and letters sent to Rainbow. The Federal Circuit
has held that federal patent law preempts state law tort
lability for a patent holder’s good-faith conduct in com-
munications asserting patent infringement and warning
about potential litigation. State law claims, such as
Greer’s, can survive federal preemption only to the
extent that those claims are based on a showing of “bad
faith” action in asserting infringement.

In the district court, Greer made no effort to establish
that the claims asserted by Globetrotter with respect to
its patents were objectively baseless, either because
those patents were obviously invalid or plainly not
infringed. With respect to one of the patents, Greer con-
ceded at oral argument that the only proof of objective
baselessness was the fact that the district court granted
summary judgment of noninfringement on this patent.
The Federal Circuit, however, concluded that
Globetrotter’s claim of infringement on this patent was
not objectively baseless, and in fact reversed the grant of
summary judgment. Thus, the district court properly
granted summary judgment dismissing Greer’s state law
claims for tortious interference with prospective eco-
nomic advantage and unfair competition.

In the summary judgment motion, some of the claims
involved the phrase “license file means limitation.” Both
parties’ expert reports and other evidence on summary
judgment were both highly technical and confusing. The
Federal Circuit stated that “[i]t is not our task, nor is it the
task of the district court, to attempt to interpret confusing
or general testimony to determine whether a [claim] has
been made out, particularly at the summary judgment
stage” Because the testimony proffered by Globetrotter
raised issues of material fact, the district court’s grant of
summary judgment of noninfringement was vacated.

The Federal Circuit also reviewed the claim construction
of the term “prevent limitation.”” The claim construction of
the prevent limitation as applied by the district court in its
grants of summary judgment of noninfringement was incor-
rect, The district court’s claim construction in its Claim
Construction Order, however, was correct.,

Although the Federal Circuit vacated the district
court’s grant of summary judgment, it noted that a full
trial is not necessarily required in this case. The district
court retains the discretion to reopen the record for clear-
er, more specific expert testimony from the parties and to
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entertain a new summary judgment motion based on that
evidence under the proper claim construction.

Prosecution History Estoppel

SmithKline Beecham Corp. v. Excel Pharm., Inc., 69
U.S.P.Q.2d 1712 (Fed. Cir. 2004). SmithKline Beecham
Corp. (Glaxo) amended claims during prosecution to
recite hydroxypropyl methyl cellulose (HPMC) and
overcome the lack of enablement rejection. HPMC was
the only sustained release mechanism disclosed in the
patent application. Excel Pharmaceuticals, Inc. (Excel)
proposed a formulation that did not include HPMC, but
rather included polyvinyl alcohol (PVA). Glaxo accused
Excel of infringement under the doctrine of equivalents.

The present record did not address the foreseeability
of PVA at the time of the narrowing amendment. Thus,
this record did not address whether Glaxo has rebutted
the presumption of surrendered equivalents. On remand,
the district court may address whether PVA is a foresee-
able sustained release agent or an unforeseeable technol-
ogy. Because a material issue of fact remains to be
resolved, Excel was not entitled to summary judgment of
noninfringement as a matter of law. '

Glaxo Wellcome, Inc. v. Impax Lab., 69 U.S.P.Q.2d
1705 (Fed. Cir. 2004). Glaxo Wellcome, Inc. (Glaxo)
amended claims during prosecution to recite hydrox-
ypropyl methyl cellulose (HPMC} and overcome the lack
of enablement rejection, HPMC was the only sustained
released mechanism disclosed in the patent application.
Impax Laboratories, Inc. (Impax) proposed a formula-
tion with a release agent of hydroxypropyl cellulose
(HPC). Glaxo accused Impax of infringement under the
doctrine of equivalents.

The record showed that at the time the amendments
were made, no known hydrogels other than HPMC had
been tested with bupropion hydrochloride to achieve sus-
tained release. The record, however, contains consider-
able evidence that suggests Glaxo could have described
the sustained release compound HPC at the time the
claims were amended, if not earlier. In this regard, the
record showed that both HPMC and HPC were known as
sustained release hydrogel-forming polymers in the art
of pharmaceuticai formulation. The record also showed
that Glaxo submitted references to the Patent Office in
an Information Disclosure Statement that describe HPC,
HPMC, and numerous other polymeric compounds as
extended-release drug formulations. These references
suggest that Glaxo was aware of these potential hydrogel
equivalents at the time of submitting the patent claims
and later amended those claims to recite only HPMC.
Accordingly, Glaxo has not rebutted the presumption
that prosecution history estoppel bars a finding of
infringement under the doctrine of equivalents.

Claim 1 of the patent originally recited HPMC as the
sustained release agent for bupropion. Because the appli-
cant did not narrow this claim, Glaxo contended that the
Festo presumption does not divest claim 1 of its equiva-
lents armor. Under Federal Circuit law, the Festo bar to
the doctrine of equivalents applies to all of the patent
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claims containing the “critical” HPMC limitation. The
Federal Circuit has noted that subject matter surrendered
via claim amendments during prosecution is also relin-
quished for other claims containing the same limitation.
The concept initiated by Builders Concrete, and con-
firmed by Allen Engineering, is that different claims of a
single patent should not be afforded different ranges of
equivalents for the same claim term, absent an unmistak-
able indication to the contrary. Glaxo asserted that
because the patentee did not argue that HPMC is critical
to enablement of the patent claims, the principles of argu-
ment-based estoppel should not apply to any of its claims.
Indeed, the examiner initiated the arguments giving rise to
the estoppel. Prosecution history estoppel, however, is not
limited to the applicant’s own words, but may embrace the
applicant’s responses to the examiner’s actions. If the
patentee does not rebut an examiner’s comment or acqui-
esces to an examiner’s request, the patentee’s unambigu-
ous acts or omissions can create an estoppel. No record
evidence indicates that the examiner viewed HPMC as
less critical to the patentability of claim 1 than its amend-
ed counterparts. The Federal Circuit determined there is
ample evidence to find that HPC, the asserted equivalent,
was a foreseeable sustained release agent for bupropion.
Even though claim 1 was not amended to recite HPMC
during prosecution, claim 1 will receive the same treat-
ment as its amended counterpart.

Rule 11

O-Pharma Inc. v. Andrew Jergens Co., 70 U.S.P.Q.2d
1001 (Fed. Cir. 2004). Q-Pharma Inc. (Q-Pharma), the
assignee of the patent, sned Andrew Jergens Co.
(Jergens) alleging that Jergens’ sale of a particular lotion
infringed its patent. The only independent claim of the
patent required a “therapeutically effective amount” of
CoQu. During the lawsuit, Jergens revealed that the
accused lotion contained no more than 0.00005% CoQhe
by weight. On obtaining this information from Jergens,
Q-Pharma dropped the suit and Jergens instituted a
motion for sanctions under Rule 11. The district court
found that Q-Pharma’s attorneys had pertormed a claim
construction analysis based upon Jergens’ literature,
which suggested that the lotion contained a therapeuti-
cally effective amount of CoQu. According to the dis-
trict court, this satisfied Q-Pharma’s Rule 11 duties.

Jergens appealed and argued that Q-Pharma’s claim
construction was overly broad. The Federal Circuit stat-
ed that claim interpretation is not an exact science, and
that parties often offer competing definitions for claim
terms. Q-Pharma’s interpretation was broad, but was
reasonable. Jergens contended that the written descrip-
tion limited the term “therapeutically effective amount”
to be between 0.1% and 10% CoQu. The Federal Circuit
disagreed, stating that nothing in the specification man-
dated such a limitation. Jergens then argued that pre-fil-
ing analysis was not adequate because Q-Pharma only
relied on Jergens’ advertising literature and did not per-
form a chemical analysis of the lotion prior to filing suit.
The Federal Circuit held that this was not required, and
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that Q-Pharma did not solely rely on the advertising and
labeling of the lotion, but also compared the advertising
and labeling of the lotion with the patent claims. The
Federal Circuit also agreed with the district court (1) that
this case was not exceptional and did not warrant the
awarding of attorney fees; and (2) in its decision to dismiss
Jergens’ antitrust claim because Q-Pharma’s suit was not
objectively baseless and it had probable cause to believe
that its patent was valid and infringed.

Standing

Fieldturf, Inc. v. Southwest Recreational Industries Inc.,
69 U.S.P.Q.2d 1705 (Fed. Cir. 2004. Fieldturf, Inc.
(Fieldturf) and Southwest Recreational Industries, Inc.
(Southwest) are competitors in the artificial nuf market.
Fieldturf accused Southwest of infringing its patent. Before
addressing the merits, the Federal Circuit must decide
whether Fieldturf has standing to sue on its patent.

To bring an action for patent infringement, a party must
be either the patentee, a successor in fitle to the patentee, or
an exclusive licensee of the patent. A purported exclusive
licensee must show that he possesses all substantial rights in
the patent. Lacking all substantial rights, a suit may be
brought against third parties only as a co-plaintiff with the
patentee or a successor in title to the patentee. Fieldturf
asserted that it has standing to enforce the ‘283 patent
against third parties not because it is the patentee or a suc-
cessor in title to the patentee, but rather because it is an
exclusive licensee.

There were two agreements of interest in determining
whether Fieldturf was an exclusive licensee. First, the 1994
agreement stated that (1) the assignees had the exclusive
right to manufacture and market commercial embodiments
of the patent; and (2) the assignors retained the right of first
refusal to enforce the patent against infringers, enabling the
assignees to bring suit only after the assignors had declined
to do so. Second, the 1998 agreement, which cancelled and
replaced the 1994 agreement, did not discuss the exclusive
right to manufacture and market or enforcement rights.

Because the 1998 agreement is silent with respect to
these important considerations (whether the agreement con-
veys in full the right to exclude others and right to enforce
the patent), it is nothing more than an exclusive licensing
agreement that fails to convey all substantial interest in the
283 patent. Therefore, Fieldturf lacks standing, and the
claim must be dismissed. The Federal Circuit remanded to
the district court to determine whether the case should be
dismissed with or without prejudice.

35US.C. § 271(g)/Claim Construction

Kinik Co. v. International Trade Comm’n, 362 F.3d
1359 (Fed. Cir. 2004). The Federal Circuit addressed
how defenses to infringement available under 35 U.S.C.
§ 271(g) apply to actions before the International Trade
Commission (ITC). The Federal Circuit agreed with the
TTC and held that these defenses do not apply when the
issue is offshore practice of a patented process.

The patent involves manufacturing an abrasive article
by first making a soft and flexible preform from a mix-
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ture containing a liquid binder, powdered matrix materi-
al, and abrasive particles, and then sintering the preform.
'The accused infringer argued that the claims are limited
to preform mixtures that contain a larger volume of lig-
uid binder composition than powdered matrix material.

The Federal Circuit agreed with the accused infringer
and found that the claims require the preform process to
employ a volume of liquid binder that exceeds the volume
of powdered matrix. The Federal Circuit relied on several
statements in the prosecution history and specification.
The statements distinguished the excess volume of liquid
binder over matrix powder in the preform mixture found in
the prior art as well as described the prior art preforms as
being hard, stiff, and brittle. Thus, in reversing the ITC
decision, the Federal Circuit stated the patent terms have
the meaning and scope with which they are used in the
specification and the prosecution history.

35US.C. §272

National Steel Car Ltd. v. Canadian Pacific Railway
Lid., 69 U.S.P.Q.2d 1641 (Fed. Cir. 2004). United States
Code title 35, section 272, provides that using certain
foreign-owned means of transit or transport entering into
the jurisdiction of the United States “temporarily or acci-
dentally” is not an infringing use provided a host of con-
ditions is satisfied. Although the Federal Circuit recog-
nizes that in some instances, there may be ambiguity
between containers that are merely the cargo of a vessel
or vehicle and vessels or vehicles that are themselves
aggregated and transported together. Here, Congress
defined “vehicle” with sufficient breadth to include an
individual rail car. The Federal Circuit therefore deter-
mined that a depressed center beam flat car owned by
Canadian Pacific Railway Ltd. (CPR) may be a foreign
vehicle and therefore is not disqualified from the nonin-
fringing status created by Section 272 on this basis. On
the issue of when is a vehicle only entering the United
States temporarily under Section 272, the district court
held that the accused rail car will not be temporarily pre-
sent in the United States because it will spend the major-
ity of its time delivering lumber to United States destina-
tions and because CPR will derive significant benefit
from wvsing the accused railcar in the United States.
Confronted with an ambiguous statute, the Federal
Circuit turned to the legislative history to discern
Congress’ intent in defining “teraporarily.”” The Federal
Circuit defined a vehicle entering the United States
“temporarily” as a vehicle entering the United States for
a limited period of time for the sole purpose of engaging
in international commerce. The Federal Circuit conclud-
ed that CPR’s defenses demonstrate substantial chal-
lenges to National Steel Car’s allegations and remanded
the district court’s preliminary injunction.

Written Description

University of Rochester v. G.D. Searle & Co., 69
1U.8.P.Q.2d 1886 (Fed. Cir. 2004). An invention may be
described without an enabling disclosure of how to make
and use it. For example, a description of a chemical com-




pound without a description of how to make and use it,
unless within the skill of one of ordinary skill in the art, is
an example. Moreover, an invention may be enabled even
though it has not been described. Such can occur when
enablement of a closely related invention A that is both
described and enabled would similarly enable an invention
B if B were described. A specification can likewise
describe an invention without enabling the practice of the
full breadth of the claims. Still further disclosure might be
necessary to satisfy the best mode requirement.

The Federal Circuit stated that the asserted patent is
deficient in failing to adequately describe the claimed
invention. First, although compliance with the written
description is a question of fact, the University of
Rochester’s arguments that a patent may not be held
invalid on its face is contrary to Federal Circuit case law.
Second, it is undisputed that the patent does not disclose
any compounds that can be used in its claimed methods.
The claimed methods thus cannot be practiced based on
the patent’s specification, even considering the knowl-
edge of one skilled in the art. No compounds that will
perform the claimed method are disclosed, nor has any
evidence been shown that such a compound was known.
In sum, because the patent does not provide any guid-
ance that would steer the skilled practitioner toward
compounds that can be used to carry out the claimed
methods and has not provided evidence that any such
compounds were otherwise within the knowledge of a
person of ordinary skill in the art at the relevant time, the
University of Rochester has failed to raise any question
of material fact whether the named inventors disclosed
the claimed invention.

ACPA Was Not Violated Becanse Defendant Did Not
Act in Bad Faith

Lucas Nursery & Landscaping, Inc. v. Grosse, 70
U.S.P.Q.2d 1149 (6th Cir. 2004). Michelle Grosse
(Grosse) was dissatisfied with landscaping performed by
her contractor, Lucas Nursery and Landscaping Inc.
{Lucas Nursery). Consequently, Grosse registered the
domain name “lucasnursery.com” and posted her nega-
tive complaints about Lucas Nursery on that site.

Lucas Nursery filed suit against Grosse, alleging vio-
lation of the Anticybersquatting Consumer Protection
Act (ACPA), 15 U.S.C. § 1125(d)}(1)}(A). Under the
ACPA, a “cybersquatter” who registers a domain name
that is identical or confusingly similar to a protected
mark is potentially liable to the mark owner, if the cyber-
squatter had a bad-faith intent to profit from the mark.
The district court concluded that Grosse lacked bad faith
and granted summary judgment in her favor.

On appeal, the Sixth Circuit stated that, when deter-
mining whether a person acted in bad faith under the
ACPA, courts usually look to several ACPA factors
regarding intent. The first four factors focus on whether
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the defendant may have had a reasonable basis for regis-
tering the domain name. The first three factors did not
favor Grosse: (1) she did not hold intellectual property
rights in the domain name; (2) the domain name did not
consist of her name; and (3) she had not used the domain
name to offer goods or services. However, the fourth
factor did favor her because she used her website for
bona fide noncommercial purposes.

None of the other four factors, which are indicative of
the presence of bad faith, disfavored Grosse: (1) Grosse
could not have sought to divert customers from Lucas
Nursery’s website because Lucas Nursery did not have a
website; (2) Grosse did not offer to sell the site to Lucas
Nursery; (3) Grosse did not provide misleading contact
information; and (4) Grosse did not acquire any other
domain names.

Even though the first three ACPA factors weighed
against Grosse, the court attached great significance to the
fact that Grosse had not acquired multiple domain names.
The Sixth Circuit ultimately reasoned that Grosse seemed
to have been motivated by a desire to inform the public
about Lucas Nursery, rather than by a bad-faith intent to
profit. The Sixth Circuit therefore affirmed the grant of
summary judgment in favor of Grosse.

Determination of Laches First Requires Examination
of Confusion

What-A-Burger of Virginia, Inc. v. Whataburger, Inc., 69
U.S.P.Q.2d 1829 (4th Cir. 2004). Whataburger, Inc., of
Corpus Christi, Texas (Texas WAB) owns several U.S. reg-
istrations for WHATABURGER, the first of which issued
on September 24, 1957. What-A-Burger of Virginia, Inc.
(Virginia W-A-B) has purportedly used the name What-A-
Burger in Virginia since at least August 1, 1957. Virginia
W-A-B and Texas WAB first learned of one another in
1970. At that time, the parties discussed a license agree-
ment. Texas WAB made clear that if the parties were
unable to reach agreement, it would expect Virginia W-A-B
to change its name. The next contact between the compa-
nies occurred in 2002 when Texas WAB sent Virginia W-A-
B a letter indicating it understood that Virginia W-A-B may
have been previously granted the right to use the mark
WHATABURGER, but that Texas WAB needed document-
ed proof. Virginia W-A-B then filed a declaratory judgment
action in federal district court regarding ownership of the
trademark WHAT-A-BURGER in Virginia. Texas WAB
filed a counterclaim for declaratory judgment as to its own-
ership of the mark.

The district court ruled sua sponte that Texas WAB
was barred by laches and acquiescence from enforcing
its right in the mark WHATABURGER in Virginia. The
district court found that Texas WAB had known of the
activities of Virginia W-A-B since 1970 but had failed to
follow-up on its original contacts for over thirty years.

On appeal, the Fourth Circuit found that there was
never any infringing use of the mark WHATARBURGER
by Virginia W-A-B to which Texas WAB needed to
respond. The Fourth Circuit examined laches under
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three factors: (1) whether the mark owner knew of
infringing use; (2) whether the owner’s delay in chal-
lenge was inexcusable; and (3} whether the infringing
user was unduly prejudiced by the delay.

The Fourth Circuit held that the period of delay
should be measured from the point at which an owner
knows of an infringing use that is sufficient to require
litigation. 1t further noted that a trademark owner is not
obligated to sue until “the likelihood of confusion looms
large,” and that requiring an owner to sue at the first sign
of a potential infringing use would “foster meritless liti-
gation.” The Fourth Circuit affirmed the district court’s
holding that Texas WAB was the rightful owner of
WHATABURGER and held that a likelihood of confu-
sion did not exist. The Fourth Circuit found that the dis-
trict court did not have a basis for invoking laches
because it had not made any finding as to likelihood of
confusion. The Fourth Circuit also held that a likelihood
of confusion did not exist and remanded for entry of
judgment for Texas WAB.

“Exceptional” Case Described As “Oppressive”

Eagles Ltd. v. American Eagles, 69 U.8.P.Q.2d (6th
Cir. 2004). American Eagle Foundation (AEF) appealed
a denial by the U.S. District Court for the Eastern
District of Tennessee of a motion for attorney’s fees and
costs under 15 U.S.C. § 1117(a).

AEF is a nonprofit organization dedicated to the
preservation and protection of the bald eagle. In addi-
tion to its other activities, AEF sells and promotes
music-related products. Defendant Eagles, Lid. (EL) is
affiliated with the rock and rofl band, the Eagles and
owns the registered trademark and service mark
EAGLES. : '

In 1995, AEF filed a trademark application for the
mark AMERICAN EAGLES RECORDS, and EL filed
an opposition. In 1998, before the PTO ruled on the
application, EL filed suit against AEF in federal district
court for violations of the .anham Act.

Two weeks before trial, which was set to begin in April
2000, EL moved for substitution of counsel and requested
a continuance. The district court granted the motion for
substitution of counsel but denied EL’s request for a con-
tinuance. EL then moved for voluntary dismissal of its
action, and the district court dismissed EL’s case with prej-
udice. Following dismissal, AEF moved for attorney’s
fees and costs under 15 U.S.C. § 1117(a). The district
court denied AEF’s motion, finding that the case was not
“exceptional” under 15 U.S.C. § 1117(a).

On appeal, AEF claimed that the district court abused
its discretion because it failed to adequately articulate
reasons for its finding. The Sixth Circuit disagreed and
determined that the district court had clearly stated the
applicable law and had given reasons for its denial.
However, the Sixth Circuit reviewed the district court’s
findings de novo. Acknowledging that circuits apply dif-
ferent tests, the Sixth Circuit held that an exceptional
case is one “where a plaintiff brings a suit that could
fairly be described as ‘oppressive’”—both objectively

and subjectively. The Sixth Circuit held that EL’s con-
duct could not be described as oppressive and it affirmed
the district court’s decision.

Finding of Dilution in Absence of Survey Evidence

NASDAQ Stock Market, Inc. v. Antartica S.rl., 69
U.5.P.Q.2d 1718 (T.T.A.B. 2003). Antartica S.r.1
(Antartica) filed an application to register the mark
NASDAQ & Design for various sporting goods in
Classes 9, 25 and 28. The application was filed under
Section 44 based on a prior Italian registration having a
filing date of July 14, 1998. The term “NASDAQ™ is
identified by Antartica as an acronym for the Italian
phrase “Nuovi Articoli Sportivi Di Alta Qualita,” which
translates as “new sports products of high guality.”

NASDAQ Stock Market, Inc. (Nasdaq) filed an oppo-
sition to Antartica’s application claiming prior use,
asserting that its NASDAQ mark was inherently distinc-
tive and famous throughout the world and that
Antartica’s NASDAQ & Design mark would dilute and
diminish its famous mark. Nasdaq also claimed that its
registration was incontestable and that its use of its mark
on collateral promotional products gave it prior use in
connection with the specific classes of goods covered by
Antartica’s application,

According to the Board, Nasdaq proved the fame of
its mark through the evidence it submitted in the opposi-
tion proceeding. That evidence included: excerpts from
printed publications dating back to the 1970s that
referred to the NASDAQ mark; a tally of the number of
hits to its website per day; an estimate of people who
pass by its MarketSite facility in Times Square per year;,
and the dollar amount spent on television, radio, and
print advertising. Nasdaq also provided testimony evi-
dence concerning the sporting events the company had
sponsored as part of its promotional activities and the
length of time its branded clothing and sporting goods
had been available to the public. Although the Board
found this evidence insufficient to establish use of the
NASDAQ mark in connection with clothing and sport-
ing goods prior to the applicant’s asserted date of priori-
ty, the Board did determine that Nasdaq’s use of the
NASPDAQ mark on collateral merchandising activities
was a natural outgrowth of its business and had expand-
ed over time.

The Board found that Nasdag had established fame in
the NASDAQ mark and that its fame existed before the
applicant’s priority filing date. The Board determined
that survey evidence of dilution was not necessary in
this case because the marks were very unique and effec-
tively identical, the NASDAQ mark was made famous
by the opposer prior to the applicant’s filing date and
Nasdaq's activities over time had only served to increase
the fame of the NASDAQ mark. The Board concluded
that whether or not consumers were familiar with the
NASDAQ mark for financial services, permitting
Antartica to use the identical unigue mark for sporting
goods would result in consumer confusion and blurring
of the famous NASDAQ mark.
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Initial Interest Confusion

Playbay Enterprises, Inc. v. Netscape Communications
Corp., 69 U.8.P.Q.2d 1417 (9th Cir. 2004). Playboy
Enterprises International Inc. (PEI) appealed a grant of
summary judgment awarded to Netscape Communications
Corp. and Excite Inc. (collectively, NCC/EI) in PEI's suit
alleging trademark infringement and dilution under the
Lanham Act. In reversing and remanding the district
court’s decision, the Ninth Circuit applied the standard of
initial interest confusion it adopted in Brookfield
Communications, Inc. v. West Coast Entertainment
Corporation, 174 F.3d 1036 (9th Cir. 1999).

When an Internet user searched for PEI’s marks on
NCC/ET’s search engines, a number of banner advertise-

ments for competitor’s websites would automatically

appear. NCC/EI also included PEI's marks on a list of
key words that advertisers were required to incorporate
into banner advertisements for adult entertainment.
Many of the banner advertisements were unlabeled and
had “click here” buttons linked to third-party websites.
Additionally, NCC/EI did not require advertisers to
include a source identifier on banner ads or to label their
advertisements to distinguish them from PEI. NCC/EI
also refused to require advertisers to cease using PEl's
trademarks as key words. The Ninth Circuit found that
NCC/El's actions could reasonably be construed as an
intent to cause confusion among consumers.

The Ninth Circuit found that consumers, under the
mistaken belief that the banner advertisements were
affiliated with PE, could click on the labeled links and
enter a competitor’s website. Although a consumer
might immediately realize, after clicking on a banner ad,
that the website was not affiliated with PEL, the Ninth
Circuit found that the damage would have already been
done because the consumer would have reached a com-
petitor’s site solely because of the use of PEI's trade-
marks as key words.

In applying the eight-factor “likelihood of confusion”
test, the Ninth Circuit found that PED’s expert study pre-
sented to the district court was sufficient to prove the
extent of the initial interest confusion between PEI’s
marks and its competitor’s. Although NCC/EI criticized
PET’s expert survey, they had not offered evidence con-
tradicting the expert report and thus a genuine issue of
material fact as to actual confusion still existed. The
Ninth Circuit remanded the case on both the trademark
infringement and dilution issues,

“Lawoffices” in Internet Domain Name Descriptive

DeGidio v. West Group Corp., 69 U.S.P.Q.2d (6th Cir.
2004). Anthony DeGidio (DeGidio) appealed a summary
judgment order granted to West Group Corporation
(West Group) by the U.S. District Court for the Northern
District of Ohio.

DeGidio registered the domain name “lawoffices.net,”
but he did not own or obtain a federal or state trademnark
registration for the designation. DeGidio owns and
founded a corresponding web site that provides legal
information, a directory of forty attorneys, a vanity
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e-mail service, listing of domain names for sale, and a
hosting service for legal-related websites. West Group
markets the West Legal Directory, an online source of
legal information, using the designation and domain
name “Lawoffice.com.”

DeGidio filed suit against West Group on August 24,
1999, alleging violation of various federal and statc trade-
mark laws., Both parties moved for summary judgment.
Relying on a six-factor test for distinctiveness articulated by
Professor McCarthy, the district court found that DeGidio’s
mark LAWOFFICES was, at best, descriptive. The district
court further found that the mark had not acquired a sec-
ondary meaning and therefore was not protectable.

On appeal, the Sixth Circuit found that, even viewing the
evidence in the light most favorable to DeGidio, the mark
LAWOFFICES was very close to the descriptive end of the
suggestive/descriptive continuum of marks as applied to
online legal information. The Sixth Circuit did not address
whether the mark LAWOFFICES would be descriptive or
suggestive with regard to domain name sales, website host-
ing, and vanity e-mail because West Group was not accused
of providing those services on their website. The Sixth
Circuit affirmed the district court’s decision,

Personal Name Protected by Trademark

Peaceable Planet, Inc. v. Ty, Inc., 70 U.S.P.Q.2d 1386
(7th Cir, 2004). Peaceable Planet, Inc. (Peaceable Planet)
began selling a plush toy camel named “NILES” in
1999. Approximately one year later, Ty, Inc. (Ty) also
began selling a plush toy camel named “NILES.”
Peaceable Planet filed an action against Ty, asserting
claims of trademark infringement and false advertising
under the Lanham Act, as well as several state law
claims. The district court ruled that NILES, as a person-
al name, was a descriptive mark and was not protectable
without proof of secondary meaning. The district court
granted summary judgment in favor of Ty, holding that
Peaceable Planet had not established that NILES had
acquired secondary meaning.

On appeal, the Seventh Circuit stated that the com-
mon law “personal name rule,” which denies trademark
protection to personal names until they acquire sec-
ondary meaning, should not be applied in all cases. The
Seventh Circuit stated that the personal name rule should
not be followed when the policies behind the ruie are not
implicated. The Seventh Circuit held that none of the
policies was implicated in this action because: (1) pro-
tecting NILES, as applied to toy camels, did not prevent
people from using their own names in business; (2) Niles
was not a common name, so consumer confusion will
not be likely; and (3) protecting NILES would not
deprive consumers of useful information. Additionally,
the Seventh Circuit held that NILES, as applied to toy
camels, is suggestive rather than descriptive.

The Seventh Circuit concluded that NILES was a
valid trademark as applied to Peaceable Planet’s toy
camel and reversed the grant of summary judgment. On
remand, Peaceable Planct would have the opportunity to
prove trademark infringement through “reverse confusion.”
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“REALTOR” Held Not Generic

Zimmerman v. Nat'l Ass’n of Realtors, 70 U.S P.Q.2d
1425 (TTAB 2004). Jacob Zimmerman (Zimmerman)
sought cancellation of the registered marks REALTOR
and REALTORS. Zimmerman alleged that the marks
are generic because the words “realtor” and “realtors”
are synonymous with “real estate agent.” Zimmerman
claimed to have been injured in his domain name sales
business because The National Association of Realtors
{NAR), owner of the marks, has threatened to file suit
against any person using the term “realtors” in a website
name without authorization; thus inhibiting his ability to
sell his domain names to real estate agents,

The Board examined the extensive record under the
six-factor test for genericness delincated by the Federal
Circuit, focusing its attention on the parties’ survey evi-
dence. Although both parties produced survey evidence,
the surveys were focused on different subsets of the pub-
lic, Zimmerman’s survey focused on members of the
general public who had approached a real estate agent in
the past year or were planning to do so in the coming
year. NAR’s survey targeted real estate brokers and
agents. Zimmerman’s survey showed that only 10 per-
cent of ninety-six participants thought “Realtor” was a
brand name. NAR’s survey showed that 84 percent of its
204 participants associated the term with members of
NAR or its associations.

The Board found deficiencies in Zimmerman’s survey
and accorded it very little weight. In contrast, the Board
agreed with NAR that real estate professionals make up a
significant subgroup of relevant consumers. It also
found that Zimmerman’s survey expert noted that people
in the real estate industry would likely identify “Realtor”
as a mark. As such, the Board held that in the channels
of trade where the services offered under the marks are
directed to real estate agents and brokers, the terms func-
tion as source-identifiers. The Board recognized that it
might have analyzed the case differently had
Zimmerman’s survey been less deficient. Nevertheless,
it held that the record before it supported a finding that
the marks REALTOR and REALTORS functioned as
collective service marks and were not generic terms.

Technical Difficulties Using Trademark Electronic
Application System

In re Henkel Loctite Corp., 69 U.5.P.Q.2d 1638 (Director
PT.0. 2003). Henkel Loctite Corporation (Henkel Loctite)
filed a petition with the commissioner’s office seeking
review of the filing date awarded in its application after its
original earlier attempts at filing the application throngh the
Trademark Electronic Application System (TEAS) were
unsuccessful because of technical difficulties.

On April 16, 2003, Henkel Loctite attempled to file a
trademark application using TEAS. The entire applica-
tion process proceeded normally until the applicant
clicked the Pay/Submit button after completing the
deposit account information page, at which point the
applicant received the error message “Fatal Error—
Access Denied.” Several hours later, the applicant again
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attempted to file the application through TEAS and
received the same error message at the same stage in the
application process. The applicant then sent an e-mail to
the TEAS Help Desk cutlining the situation and request-
ing instructions on how to proceed. The TEAS Help
Desk responded by e-mail later that evening and advised
the applicant that TEAS had begun having technical
problems earlier that day and that all TEAS forms would
be unavailable until the problem was resolved, probably
by the morning of April 17, 2003.

On April 17, 2003, the TEAS Help Desk contacted
the applicant by e-mail to advise that the TEAS forms
were available and that the system had been restored at
7:20 p.m. on April 16, 2003, Thereafter, applicant suc-
cessfully submitted its application and received the filing
date of April 17, 2003. Henkel Loctite filed its petition
to the commissioner several days later,

In granting the applicant’s request for the April 16,
2003 filing date, the Commissioner considered the follow-
ing facts: (1) the applicant was unable to submit its appli-
cation through TEAS because of technical difficulties
beyond the applicant’s control; (2) the applicant acted con-
scientiously in refiling the application twice in the same
day; and (3) the applicant notified the TEAS Help Desk of
the technical difficulties in a timely manner.

Copyrights : |

Comie¢ Characters Copyrightable

Gaiman et al. v. McFariane et al., 360 E3d 644 (7th
Cir. 2004). Comic-book scriptwriter Neil Gaiman sued
comic-book artist and publisher Todd McFarlane under
the cCopyright aAct to be declared a joint copyright
owner in three comic-book characters from the Spawn
series: Medieval Spawn, Angela, and Count Nicholas
Cogliostro. Gaiman developed the characters in writing,
and McFarlane illustrated the characters and incorporat-
ed them into a number of stories. The district court
entered a judgment that Gaiman was a co-creator of the
three characters, and McFarlane appealed.

The Seventh Circuit first resolved in Gaiman’s favor a
statute-of-limitations issue turning on the accrual of
Gaiman’s action for declaration as a joint copyright
owner. The Seventh Circuit next turned to McFarlane’s
argument that Gaiman was not a co-owner of copyrights
in the three characters. McFarlane submitted two argu-
ments to thwart Gaiman’s claim. First, McFarlane
argued that Gaiman contributed only the ideas for the
characters, and is thus not a co-owner of the copyrights,
because ideas are not copyrightable. Second, McFarlane
argued that Gaiman’s contributions of the Medieval
Spawn and Cogliostro characters were not copyrightable
because Gaiman merely contributed stock characters
under the “scenes a faire” doctrine. The Seventh Circuit
pointed to distinctive qualities in Gaiman’s contribu-
tions—including the differences between Medieval
Spawn, which the Seventh Circuit determined was a co-
creation of Gaiman and McFarlane, and Spawn, created
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solely by McFarlane—to determine that Gaiman was
indeed a co-creator of all three characters.

Film Faceoff: Independent Creation and
Substantial Similarity

Murray Hill Pub., Inc. v. Twentieth Century Fox Film
Corp., 361 F3d 312 (6th Cir. 2004). Murray Hill owned
all rights in a treatment and a screenplay for a movie
entitled Could This Be Christmas (CTBC), After learn-
ing of Fox’s development of a similarly themed film,
Jingle All The Way (JATW), Murray Hill informed Fox
of its rights in CTBC and sent a series of cease-and-
desist letters to Fox. The two companies entered into
unsuccessful settlement negotiations, Fox released
JATW in 1996, and Murray Hill sued Fox for copyright
infringement in 1997.

The district court found that a treatment for JATW,
which was created prior to submission by Murray Hill of
the CTBC screenplay to Fox, did not infringe on the
CTBC screenplay. But the jury, uninformed of the
court’s decision, rendered a verdict in favor of Murray
Hill. The district court entered judgment in favor of
Murray Hill in the sum of $19 million. Fox moved for
judgment as a matter of law and also moved for a new
trial. The court granted Fox’s motion for judgment as a
matter of law on most damage items, reducing the award
to $1.5 million. Fox and Murray Hill both appealed.

Before the court of appeals, the key issue was the sup-
posed substantial similarity of the two works. In the
Sixth Circuit, resolving substantial similarity first
requires identification of the protectable firstly identify-
ing which aspects of the artist’s work, if any, are pro-
tectible by copyright, and secondly allowing aa jury to
must determine whether the two works taken as a whole
are substantially similar in look and feel. Murray Hiil’s
expert prepared a list of twenty-four similarities between
the JATW movie and the CTBC screenplay, but all but
six of these similarities existed in a treatment prepared
independently of access to the CTBC screenplay by the
writer of JATW. Finding in favor of Fox, the Sixth
Circuit determined that the independently created ele-
ments must be discounted from the substantial similarity
analysis, and that the six other similarities “differ signifi-
cantly” at the level of actual expression and are extreme-
ly common at a level of abstraction that covers both
JATW and CTBC.

Not Much Fun for Poem Compiler:
Creativity Questionable

Silverstein v. Penguin Putnam Inc., 368 F3d 77 (2d
Cir. 2004). Plaintiff compiled and published 122 poems
in a book entitled Not Much Fun: The Lost Poems of
Dorothy Parker. The poems were not included in the
original author’s existing collections. The poems were
collected primarxily from magazines and newspapers, and
two had never been published. The plaintiff had given
the defendant publisher the opportunity to publish the
collection, which the defendant turned down.
Subsequently, the defendant published Dorothy Parker:
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Complete Poems, which included her existing collections
and added a section containing 121 of the 122 poems
found in the plaintiff’s book. The defendant admitted
photocopying the poems directly from Not Much Fun,
but rearranged the poems chronologically, rather than in
the plaintiff’s more subjective arrangement.

The lower court granted the plaintiff’s motion for
summary judgment and issued a permanent injunction,
finding that the selection of poems evinced the level of
creativity needed to support copyright protection in the
compilation. On appeal, the Second Circuit reversed the
lower court, holding that material questions of fact exist-
ed as to whether the plaintiff exercised sufficient creativ-
ity in selecting the works for Not Much Fun.

The plaintiff argued that several original contributions
to the collection demonstrated sufficient creativity,
including differences with Parker biographers in the
classification of works as poems, additions and omis-
sions made to the manuscript after it was presented to
the defendant, and subjective copyediting changes. The
Second Circuit called into question these activities, not-
ing first that the biographers in question had no commu-
nications with plaintiff. The biographers had acknowl-
edged in their writings that their lists of works may be
incomplete. Likewise, the omission of a few poems
from those found in the bibliographies doesn’t conclu-
sively show creativity, since no evidence was presented
that the plaintiff even knew the poems existed. The
addition of about twenty-five poems after the manuscript
was submitted to the defendant was not supported by
evidence showing when the plaintiff discovered these
poems, or when or why he decided to exclude them.
Finally, while it is questionable whether copyedits such
as changes in punctuation, capitalization, indentation,
and titling are protectable elements, plaintiff’s introduc-
tion of the book jacket implied the works appear as orig-
inally published, and failure to provide notice of such
changes estopped the plaintiff from asserting infringe-
ment on this basis.

Official Registration Certificate Required to Maintain
Infringement Claim

Loree Rodkin Management Corp. v. Ross-Simons Inc.,
2004 U.S. Dist. LEXIS 7534 (C.D. Cal. 2004). The
plaintiff designer filed several copyright applications for
five jewelry designs with the United States Copyright
Office. Subsequently, the plaintift filed suit against vari-
ous defendants claiming copyright infringement of the
jewelry designs. One defendant moved to dismiss the
action for lack of federal subject matter jurisdiction.

The central district court of California noted a split of
authority on the issue of whether a pending copyright
application is sufficient to confer to subject matter juris-
diction, including a decisive split between various
California district courts. Several courts have found a
pending registration sufficient, corresponding with the
conclusion in the leading treatise on copyright law,
Nonetheless, the court followed a second line of cases
holding that the plain language of the Copyright Act
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unambiguously mandates the actual issuance of a it comes to something as common as a youthful, female
registration certificate. doll, the unprotectible elements are legion, including,
In particular, Section 411(a) of the Act prohibits a party e.g., full faces; pert, upturned noses; bow lips; large
from suing untl registration of the copyright claim has been widely spaced eyes; and slim figures.” The Second
made. Section 410(a) of the Act states that the register of ~ Circuit disagreed, finding that Mattel’s particular depic-
copyrights shall register a claim and issue a certificate after ~ tion of the Barbie doll’s facial features to be pro-
examination, However, Section 410(d) states that the effec- tectible—however limited that protection might be. The
tive date of a copyright registration is the day on which an Second Circuit stressed that Mattel’s copyright will not
application, deposit, and fee have all been received. The  protect these features but, rather, its particular expression
court agreed with the conclosion that, because only the reg- of the features. The district court’s grant of summary
ister of copyrights can register a claim, the deposit of materi-  judgment was vacated, and the case was remanded.
al and application does not constitute registration. The court
noted that this conclusion is further supported by the second ~ V-A.R.A. Protection Requires Recognition
sentence of Section 411(a), which permits an applicant to Scott v. Dixon, 309 F. Supp. 2d 395 (E.D.N.Y. 2004).
institute an action for infringement when registration has  Plaintiff Scott is an artist who designed a gigantic swan
been refused, so long as notice is served on the register of  scuipture for the defendants’ estate at the defendants’
copyrights. Thus, examination is a prerequisite of “registra-  request. The swan sculpture, which was approximately
tion.” The court found that Section 410(d) was merely a forty feet long and about ten feet tall, was placed in the
mechanism for “backdating” a registration, which can only ~ private backyard of the defendants, but was not clearly

be obtained from the Copyright Office after examination. visible to the public due to the configuration of the back-

yard. Later, the defendants sold their estate and, as a

Protect Your Parts: Expression of Doll’s Features Is condition of the sale, removed the sculpture and placed

Copyrightable the dismantled sculpture in storage. The sculpture was
Mattel, Inc. v. Goldberger Doll Mfs. Co., 365 F3d  damaged during storage.

133 (2d Cir 2004). Plaintiff Mattel is the creator of, and The plaintiff, seeking damages under the Visual Arfists

owns copyright in, the world famous Barbie doll. Rights Act (VARA) for destruction of her artwork, alleged
Defendant Radio City operates the Radio City Music  that the plaintiff’s storage conditions destroyed her swan
Hall theater in New York City, which features the widely sculpture. To prevail under VARA, the plaintiff must
renowned Rockettes chorus line. To celebrate the mil- demonstrate, infer alia, that the sculpture is a work of
lennium, Radio City created a doll, which it named the “recognized stature.” 17 U.S.C. § 106A(a)(3)(B). Works
“Rockettes 2000” doll, Mattel brought suit alleging that  of recognized stature, within the meaning of VARA, are
in designing the Rockettes 2000 doll, Radio City those works of artistic merit that have been recognized by
infringed its copyrights by copying facial features from members of the artistic community, the general public, or
various Barbie dolls. both. The district court concluded the swan sculpture was

The district court granted summary judgment of  not recognized within the meaning of VARA because the
noninfringement, believing there was nothing sculpture was never reviewed by the artistic community or
copyrightable about the doll’s facial features: “[wlhen  viewed by the public.
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